HHCTPYKIHA
1O MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

NPUMOJI®

PerucrpaiuoHHbII HOMeEp:

T oprosoe HanmenoBanme: UOUMOJI®

MexayHapoaHoe HellaTeHTOBAHHOe W TPYIITHPOBOYHOe HAUMEHOBAHME: TTapaieTaMoJl
JlekapcTBenHas dopma: pacTeop UL HHPY3UH

Cocras

Ha 1 mu1 pacTBOpa:

Heticmsyiowee seugecmeo: napaneramon 10,0 mr

Benomozamenvrvie sewjecméa: NMpONWISHINIMKONB 8,0 Mr, JIMMOHHOM KHMCJIOTBI MOHOTHApAT
0,47 mr, HaTpus qucyabdut 0,50 mr, HaTpus ruapodocdara quruapat 0,89 Mr, HaTpus XJIOpHI
2,00 Mr, BOJa JUISTI UHBbEKITHH - 10 1 MIL

Omucanue

IIpo3zpaunblii pacTBOp OT OSCIBETHOTO /IO CBETIIO-KEITOTO IBETA.

dapmakoTepaneBTHHECKAN TPYIIA: AHATBIE3UPYIONEe HEHAPKOTHYECKOE CPEICTBO

Kox ATX: NO2BEO1

GAPMAKOJIOTHYECKHE CBOMCTBA

D apMaKoouHaAMuUKd

[Taparteramot o61a/1aeT 06e300IUBAIOIIUM U JKAPOTIOHMKAIOIUM JIeHCTBHEM.

OGes0onuBaronee JIGUCTBHE MapalleTaMolia HAacTymaeT B TeueHue 5-10 MHH mociie Hadajia
HH(DY3UH U TOCTUTaeT MaKCUMyMa depes 1 yac; JUIMTeIbHOCTh AeUCTBUS — OT 4 110 6 4.
Kapononmkaroiee ASHCTBUE TapalleTaMmoJia HacTymaeT B TedeHue 30 MHH Tociie Hadajia
HHDY3UH;, JUTATESIILHOCTH JICHCTBHUS — HE MeHee 6 .

Tounplii MexaHH3M 00e300JIMBAIOMIETO W JKAPOTIOHIIKAIONIETO JeWCTBUA MapaleraMolia He
ycTaHoBieH. llo-BuauMoMy, OH BKJIIOYaeT B ceOsl I[EHTpPAJbHBIM H TepudepuuecKuid
KOMITOHEHTBHI.

UssecTHO, uTO mapareTaMmosl HHTHOUpyeT mukiookcurenasy I u Il npeumymecteenno 8 1THC,
BO3JICHCTBYSI Ha TCHTPHI OOJH W TePMOPETYJAIHMH. B BOCHAJICHHBIX TKaHSX KJICTOYHBIS
MEePOKCHAA3bl HEHTPATHU3YIOT BJIMSHHE IMapaleTaMoja Ha ITUKIIOOKCHTEeHA3y, UTO OOBSICHSST

IIPaKTUYECKH IIOJIHOE OTCYTCTBHE Yy HETro MPOTHBOBOCHAIMTEIBHOTO sdekTa. OTCyTCTBHE

Crpanmita 1 u3 10
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L YaTa

NOCHEAOBATENEHOCTE 0001
BITUSIHUSL HA CHHTE3 TPOCTATJIAHIUHOB B Mepud DHIIGCKH;II“%KE,—II{;?;'O@CH G]I Béeﬁ*'gﬁ Ubhie y

napaieTamMoJia OTPHUIATEILHOTO BIUSHUS HA BOJIHO-COJIEBOM OOMEH (3aJiepiKKa HATPHsI U BOJIBI)
U CIIM3UCTYIO 000JIOUKY JKEJTYT0UHO-KAIISUHOTO TPAKTA.

@al?M AKOKUHEMUKA

VY B3pOCIHBIX MPH OJHOKPATHOM M IOBTOPHOM BBEJIGHHHM IaparieTamolia B TedeHue 24-x 4 B
J03aX 70 2 T ero apMaKOKWHETHKA HOCUT JIMHSHHBIN XapakTep.

BuopocTynHOCTh MaparieTamMolia Ipy BBeJICHUU B BUJIe WH(PY3UHU B 03¢ | T He oTJIHYaeTCs OT
OMOJOCTYMMHOCTH 2 T TpomareTamolia (colep:kuT 1 T mapareTtamosia). MakcumaibHast
KOHIICHTpAIIHs TapaiieTaMoia B IJla3Me KPOBH JIOCTUTAeTCs Yepes 15 MUH mociie BHYTPUBEHHOU
uHpy3uu B Ao3e 1 T u coctarmsgeT 30 Mkr/Mi. OObeM paciipe/IeeHHs] Y B3pOCIbIX COCTARIISIET
1 w/kr. Ilapameramon cmaGo cBsBbIBaeTcsl ¢ Oenkamu 1wiasmbl.  [IpoHukaer uepes
remarosHIedanindeckuii Gapbep. Uepes 20 MuH mociie BHyTpHBeHHOH MH(Y3uH JTo3pI 1 T B
CIIHHHOMOBTOBOM JKHJIKOCTH OOHAPYKUBASTCSl 3HAUMTEIbHAS KOHIIGHTpAIMS Mapaleramosia
(oxo0J10 1,5 MKMOJIB/MIT).

Y B3pocibIX MapaneTaMosl MeTaOOJU3UpYeTCs B OCHOBHOM B T€UeHH ¢ oOpa3oBaHHUEM
[JIIOKYPOHUTIOB M cyibdarop. HebGonpmas wacts (4%) maparieTamosa MeTabOIH3UPYETCS
nutoxpomom P450 ¢ oOpa3oBaHWeM aKTHBHOTO TIPOMEKYyTOUHOTO MeTabosmra (N-
AN TUIOCH30XMHOHUMHHA), KOTOPBIH B HOPMAJIBHBIX VYCIOBHUSAX OBICTPO 0OOE3BPEIKUBACTCS
BOCCTAHOBJICHHBIM TJIYTATHOHOM M BBIBOJMTCSI MOYKAMH IIOCJE CBSI3BIBAHUS C ITUCTCHHOM U
MEpKaNTypoBOM KHUCIOTOW. OJHAKO IpPHU MACCHUBHOM IIepe/IOZUPOBKE KOJIMYECTBO HSTOTO
TOKCHYHOTO MeTabosiuTa Bo3pacTaeT. lleprnoa moSyBhIBEICHUS Y B3POCIBIX COCTABIIET 2,7 4, Y
netert — 1,5-2 u, obmuii xmpeHc — 18 m/4. Y B3pOCHBIX MapareTaMol BBIBOJIUTCS, TJIABHBIM
obpazom, ¢ Mouoit; 90 % TPUHATOHN J03bI BHIBOJUTCA TMOYKAMH B TeueHHe 24 4, B OCHOBHOM B
Bujie raokypoHuaa (60-80%) u cynbdara (20-30%). Menee 5% BHIBOTUTCS B HEHU3MEHEHHOM
Bujie. llpu TsKenol moueyHOM HEJOCTaTOYHOCTH (KIUpeHC KpeatuHuHa Huxe 10-30 Mi/mMuH)
BBbIBE/ICHHUE aparieTaMoJia HeCKOJIbKO 3aMeUISIeTCsI, a IEPUO/T TTOIYBbIBE/ICHHS COCTABIISET

2-5,3 4. CKOpOCTh BBIBEJICHHS TJIIOKYPOHHAA U CyJib(aTa y TMAIHCHTOB C TSHKEJIOW MOYSUHOU
HEJOCTATOYHOCTHIO B 3 paza HHUKE, YeM Y 3[JOPOBBIX IOOPOBOJIBIICE.

VY manueHToB ¢ HApyHMICHUSMH (QYHKIUH MeUeHH HEOOXOTUMO COOIOIaTh OCTOPOIKHOCTH TPU
MpUeMe TapareTraMosa, MocKoJdbKy HHAYKIHS u3odepmenTa CYP2E] npuBoaUT K YBEITUUCHHIO
oOpa3oBaHus renaTOTOKCUYHOTO MeTaboIUTa MapaleTaMoJia.

(dapMakoKHHETHKA MapalieTaMoiia Y TMOKHUIIBIX MAallUeHTOB He U3MEHSeTCS; Y AeTeH OTIMYaeTCs
TOJBKO TIepUOJ MOJIYBBIBEJACHUSI U3 IUIA3MbI, KOTOPBIH HECKOJIBKO KOpOYE IO CPABHEHHUIO CO
B3pocabiMu (1,5-2 u1). Kpome Toro, y aeret no 10 jer mapameramoin B OOJIbIIEH CTENEHHU

BBIBOJHUTCSA B BHJIC Cy.]IL(I)aTa, a HC TJIIOKYPOHHIA, UTO XapaKTCpHO JI B3POCIIBIX IMAIllUCHTOB.
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IIpu 5TOM OOIIMH KIMpeHC MmapalieTaMoiia U efo MeTaégB;ﬂ;o—ﬁEvlg%fﬁg%%Fﬂ:é&Tﬁbgl;g&%hblx
p p p

IPYII OJIUHAKOB.

IHoka3zaHua K MpUMeHeHUIo

Jleuenune ocTpolt OG0y cpeHEM CTeNeHH BBIPAXKEHHOCTH (0COOEHHO B IOCIICONEPAlHOHHOM

IEpHOAE) M KpPaTKOCPOYHOE KYIHPOBAHHME JIMXOPAJKH Vy B3pOCJBIX H JeTeH, Korjaa

BHYTPUBEHHOE IIpUMEHEHHE KJIMHHUYECKH OIPaBJaHO WM IIPU HEBO3MOKHOCTH BBEJSHUS

JPYTHMH IIYTSIMH.

IIporuBonOKazZaHuA

- IOBBINICHHAs] YyBCTBUTEJIBHOCTh K MAapalneTaMoly WIH IpoHaneTaMoily THAPOXIOPUAY
(IpoJeKapcTBO HapalieTaMoJia) UK Jro00My ApyroMy KOMIIOHSHTY IpernapaTa B aHaMHe3e;

- TsDKeJasl IeYeHOYHasl HeJT0CTaTOUYHOCTh WM JSKOMICHCHUPOBAaHHBIE 3a00JIeBaHUsS NI€YESHHU B

aKTUBHOM CTaJUH;

- JIeTCKHH BO3pacT J10 3 Mec.

C OCTOPOKHOCTBIO

TsDKeJIasi MoYeuHasl HeJJOCTATOYHOCTh (KIMpeHC KpeaTHHUHA < 30 MII/MUH);

- noOpokauecTBEHHbIC THNepOWIMpyOUHeMUn (B T.4. cUHIpoM JKuinpbepa, BUPYCHBIN IeNaTHT,
AJIKOTOJIbHOE MOpaKEeHUE TTeUSHHN),

- XpOHHUCCKUH aJIKOTOJIH3M,

- XPOHHYCCKOC HEJOCJAaHUC,

AHOPCKCHIL,

- OyuMusg;

KaXCKCHsI,
- TUIIOBOJICMHUSI,

- 0663B0}KI/IB3HI/I6;

HEePUO/J] TPYAHOTO BCKApMIIMBAHUS,
- 1epUIUT rIoK030-6-hochaTaeruAporeHassl;

- TIOKUJIOH BO3PACT.

Ecnu y Bac 00HO u3 nepeducnenHvix 30001esanill, neped npuemom npenapama o0oa3amenvHo
NPOKOHCYIb MUPYUMeECh ¢ 6paioM.

IIpyveHeHMe IPU GepeMeHHOCTH H B TePHO TPY/THOT0 BCKAPMIMBAHUSA

Ilpumerieniuie 60 spems bepemenrocmu

KinuHuueckuil OmpIT BHYTPUBCHHOTO NPHUMEHEHMsI Mapaleramosa y OepeMeHHBIX OrpaHHUYCH.
OnHako  SNUASMHUOJIOTHUECKHME  JIaHHBIE  IEepOpPaJIbHOTO  IPUMEHEHHMsT HE  BBIIBHIHM
HEKeJIaTeNIbHBIX TOOOUHBIX AP (PeKTOB Y OEpeMEHHBIX U Y TUI0a/HOBOPOKISHHOTO. OKugaeMbie

JAAaHHBIC BJIMAHHSA ITapalicTaMoJia IpHu IIPUMCHCHHUHN BO BPCM:A GGPCMGHHOCTH HS IIOKa3aJIkn
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NOCNENOBATEN
IMMOBBINICHUA PUCKA BOSHUKHOBCHUA ITOPOKOB paBBUTHA ﬂ%ﬂa-‘l LJ‘” BATEI

PenpoaykTHBHBIE HCCIIIOBAHUSI BHYTPUBEHHBIX (OpPM TapalieTamosia HE MPOBOJMIUCH Ha
JKUBOTHBIX. OJHAKO 10I00HBIE MCCIICIOBAHUS MapaleraMosia JUisi IepopaibHOTO MPUMEHEHHS
HE TTOKA3aJTH pa3BUTHA (PETOTOKCHUYSCKUX TTOOOTHBIX 3PPEKTOB.

Tem He Menee, npenapar HOUMOJI® cneayeT NpUMEHSTH BO BpeMsl GEpeMEHHOCTH, TOJBKO
©CJIM OJKUaeMast MoJIb3a MPEBBIIIAeT BO3MOIKHBIN PUCK JIJISI MATepH U 1U10/1a. PekoMeHT0BaHHbIE
JTO3BI ¥ JUTUTEILHOCTH IIPUeMa JOJIKHBI CTPOTO KOHTPOJIUPOBATHCS.

Ilpumenerniue ¢ nepuod zpyoHoz0 6CKAPMAUGAHIUA

[Ipu npueme mapareramoiia BHYTpbh €r0 HeOOJBNIHE KOJIMYECTBA DKCKPETHUPYIOTCS B TPYIAHOS
MoJioko. [TosiBienue cpinu ObLIO OTMEUEHO V JeTeH, UbM MaTepH NPHUMEHSIIH MaparjeTaMmos B
NIEPUOJI TPYAHOTO BCKApMJIUBAHHUSL.

Tem He MeHee, MapaleTaMosl MOXKET IPUMEHATHCS B TIEPUO] TPYAHOTO BCKAPMIIMBAHUS, O/THAKO
cIeayeT coOII0aTh OCTOPOIKHOCTH MPH MPUEME Tpenapara B 5TOT HepHO/I.

Crioco6 nmpyMeHeHUs U T03bI

BuytpuseHHast oqHoKpaTHas UHPY3Us B TeUeHHe 15 MUH.

[IpemapaT Hesb3sl CMEIIUBATh B OJHOM (hyiakoHe Ui MHQY3UH ¢ JPYTHUMH JIEKApCTBEHHBIMHU
npenapaTamu.

HUndysuto crieayeT NpoBOAUTh HEMEJICHHO TOCJE BCKPHITHS (hJIaKoHA, HEHMCIOIb30BAHHBIN
OCTaTOK MpemnapaTa yHHUUTOXaT. [lepen Hauarmom uHpy3uu (JIakoH ¢ IpemapaToM CleayeT
BHUMATEJIBHO OCMOTPETh Ha IIpeJMeT OTCYTCTBHSl BHWIMMBIX MEXaHUUYSCKMX YacTHUIl U
W3MEHEHUs I[BETa PacTBOPA.

JlomyckaeTcss jonoJiHUTeNbHOE pasBefeHue 0,.9% pactBopoM xsopujaa Hatpus wim 5%
pPACTBOPOM JISKCTPO3bl, JOMOTHUTENLHO Ha 1/10 "acTh mepBoHavgaibHOTO 00heMa. PazpeneHHBIN
pacTBOp ClelyeT MCIONIb30BaTh B TeUeHHE 1 Yaca Mociie ero MpUTOTOBJICHUS, BKIIOYAs BpeMs
HHDy3HUH.

Jist uHy3uu TpUMEHSIOT Uiy AuamerpoM 0,8 MM, KOTOpYIO BBOJAT Bo (DJIAKOH, Jiepika
(pJTaKOH CTPOTO BEPTUKAIIHHO.

Kak u B citygae Ipyrux pacTBOpOB ISl HHPY3UH, Bo H3bekanue YMOOTHH My3bIphKaMH BO3/TyXa,
cIeayeT coOIoIaTh 0COOYIO OCTOPOIKHOCTD, 0COOSHHO B KOHIIE HH(Y3UH, HE3aBUCHMO OT TOTO,
B KaKyl0 BeHY BBOJIUTCS Ipernapar.

HenpennamepeHHoe MNpeBbINIEHUE PEKOMEHOBAHHBIX /103 MOYKET IPUBECTH K CEpPhe3HOMY
HapylIieHuIo (YHKIUU MeYeHH, B TOM YHCJIe ¢ JIeTAbHBIM UcXoJoM. [Ipu ompeneneHuu 0361
cleqyeT TaKKe YUUTHIBATh HHAUBUAYaIbHbIE (AKTOphl pHCKAa TeMaTOTOKCHUHOCTH,
MPUCYTCTBYIOMINE Y TMalMeHTa: MEUYSHOUHYIO HEJOCTATOUYHOCTh, XPOHUYESCKUU aJIKOTOJIU3M,

XPOHHUYCCKHUC HAPYIICHUS IMTUTAHUS, 00e3BOKUBAHHE.



l[O?,I)I PACCUMTHIBAIOTCH MCXO/IHA M3 MAacChl TE

Macca Te1a manmenTa | Jloza mapaieraMoJsia MunnMaabHbIil | MakcuMasibHast
Ha 0/IHO NIpUMEHeHM e HHTEPBAJI MeKAY | CyTOYHAA q03a*
(pactBop 10 mr/muin) npHeMaMu

> 30 kr 1 r,Te. 1 dnakon 4 gaca He Gonee 4 r

o 100 mi uiu 2
dnakona mo 50 v

J10 4-X pa3 B CYTKM

>33 kr - <S50 kr 15 Mr/kT, T.€. 4 yaca < 60 Mr/Kr,
1,5 mi/kr HO He Ooyee 3 1
J0 4-X pa3 B CYTKHA

> 10 kr - £33 kr 15mr/kr, T.e.1,5Mi/kr 10 | 4 yaca <60 Mr/kr, HO He
4-X pa3 B CyTKH Gomee 2 1T

<10 kr ** 7,5 M1/ X1, T.€. 4 yaca < 30 Mmr/kr,
0,75 i1 /kr MaKCHMaJIbHasl
210 4-X pa3 B CYTKH CyTOYHAs 7034 - HE

6oiee 30 Mr/kr

*  MaxkcumabHasg CYTOUHas Jio3a ¢ YYeTOM IIpHeMa BCeX IpenaparoB, COAepIKaIlUuX
rapareTamMmoJ WM MporaneTaMol.

**BezonmacHOCTh U 3P PeKTUBHOCTH MpenapaTa Jiisl HeJOHONMICHHBIX JIeTeH He YCTaHOBJICHA.

[Ipu pRe/leHUHU Tpemapara JIeTSIM U MOJAPOCTKaM (PJIakoH ¢ IpermapaToM Heb3sl MOJBEIIUBATh
KaK UH(Y3HOHHBIN COCY/] B CBA3HU ¢ HEOOIbIIHUM 00BeMOM BBOJUMOTO Tpenapara.

Bo ms0exanue omMOOK TIpH pacyere 03 I JeTell Maccoil Teima meHee 10 kr
peKoMeHIyeTcsl YKa3hbIBaTh 00beM ISl OJJHOKPATHOTO BBeleHUSI B MILTMJIMTpax (M),
MPU HTOM Y JAHHOI I'PYNIIbI NMAIMEHTOB BBOIUMBII 00heM JieKapCTBEHHOTo Iperapara
HPUMOJI®, pactBop aas mudysmii 10 Mr/miI He Jo/DKeH NpeBLIIATL 7,5 MJI HA OTHY
vHYy3uI0.

Y mnaimueHTOB ¢ MeHbIIeli Maccoil Tea TpeGyeTcsi BBeJleHHe MeHBIIMX 00HEMOB
npernapara.

Jlist Toro, yToObl OTMEPHUTH JIO3Y MpemapaTa ¢ Y4eTOM Macchl Tejla peGeHKa U HeoOXOoJUMOro
oObeMa, clie/TyeT UCTIOIb30BaTh MIIPHIBI 00beMoM 5 M Wi 10 Mt

HeoOxoaumplil 1l BBeICHUS MAIUEHTY 00heM TIpenapara HeoOXOoAUMO U3BJIeUh U3 (JiakoHa U
pazBect B 0,9% pacTBOpe Xj0opHja HaTpus WK B 5% pacTBope JEKCTPO3bl B COOTHOIIEHUM
OJIMH K JeciaTd (oJuH oObeM Ipemapara B JeBATH 0oObeMaxX pacTBOpa VISl pa3Be/CHHUS) U
BBOJIUTH MAIIUCHTY B TeUSHHUE 15 MUHYT.

[Ipu TspKeTBIX HApYMEHHSIX (PYHKIUU MOYeK (KIUpeHC KpeaTmHWHA < 30 MJI/MHH) HWHTEpBAJ
MEIKAY BBEJCHUSIMH IIperapaTa JIOJDKeH COCTABIIATh He MeHee 6 U.

Y manmueHToB ¢ HapyIICHUAMHA q)yHKL’[I/II/I IMEUCHU CYTOUYHAas O03a IapancTaMoJia JOJIKHA OLITH
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CHHWJKCHA WK YBEJIWYCH HHTEPBAJ MEKTY MIPUSMaMHU Hﬂglapa;lé—*%/{aﬂé‘p}—mngﬁdﬁ cvmq‘ﬂit;ﬂ j103a

napaieTamoJia He JToJKHA MpeBbimath 60 MI/Kr (He Oosiee 2 I/CYTKH) B CJIEIYIOMUX CIYUasX:

-V B3pOCIIBbIX ¢ BecoM MeHee 50 Kr;

- IpU XpOHHUUYCSCKUX 3a00JICBAHUSX NEUSHHU WIM KOMICHCHPOBAHHBIX 3a00JIeBaHMSIX IICUCHU B
AKTUBHOMU CTAJUU Y B3POCIBIX, B OCOOSHHOCTH IPU NEUSHOYHON HEIOCTATOUHOCTH JICTKOH WIIH
Cpe/IHeH CTeTeHH TSDKECTH,

- cunpoM Kunrbepa (cemelinasi runiepOUIMpyOUHEMHU),

- Yy HALIUEHTOB ¢ XPOHUYECKHUM AJIKOTOJIM3MOM;

- TIpU HApYIICHUSX MUTAHUS (HU3KHE 3aIachl IEUSHOYHOTO ITyTaTHOHA),

- Y TAIIUEHTOB ¢ 00S3BOKHUBAHUCM.

Koppexkiuu 10361 1JIsI HOKUJIBIX TMAIIUEHTOR He TpeOyeTcs.

IloGounoe neiicTBUE

YacroTa moGouHBIX 3(peKTOB MpHUBEIeHA B COOTBETCTBHE CO CISAYIONMSH MKAION: 0UeHb 9acTo
— 1/10 Haznauenut (He meree 10 %), wacto — 1/100 HazHauenuii (He meHee 1%, HO MeHee 10%),
Heyacto — 1/1000 mazHaueHnuit (He meree 0,1%, Ho MeHee 1%), peako — 1/10000 HazHaueHUH
(ae menee 0,01%, Ho menee 0,1%), ouens peako — 1/10000 naznauenwnii (menee 0,01%).

Co cmopoHsl nedeHu U OJICeNue6bleo0aux nymeil. PeaKo — TIOBBINICHHE AaKTUBHOCTH
«IIEUSHOUHBIX» (PEPMEHTOB, KaK MPaBUIIO, 6e3 pa3BUTHS JKEITYXH.

Co cmoponbl cepOedHo-coCyOUCmoli cucmemsl: peJIko — MOHMKSHHE apTepHATILHOTO JaBICHHUS,
OYEHb PEAKO — TAXUKAPUsL.

Co cmoponsvt 0OpeaHO8 KpoeemeopeHus: O4eHb pPeIKO — TPOMOOLMTONECHUS, JeHKOIEHHUS,
HEUTPOIICHUSL.

Co cmopoHbl KOJICHLIX NOKPOGOS: OUSHBb PEIKO — MOKpPAaCHEHHE KOXKH, 3Y[, ChIllb Ha KOXe U
CIU3UCTHIX (OOBITHO SPUTEMATO3HAS WU YPTUKAPHAS).

Obujeco xapaxmepa: peKo — HeJOMOTaHHE.

VYkazanuble HuxKe M0o0ouHbIe 53(PQeKThl TakkKe OTMEYAIUCh MPH MOCTPETUCTPANUMOHHOM
IIPUMEHEHHUH TpernapaTa, 0JHAKO UX 4acToTa He YCTAHOBJICHA!

Annepenveckue peaxkyun: peakiiU THIEPUYBCTBUTSIBHOCTH, aHA(DWIAKTHUSCKHUN IIOK,
aHaduIakcus, otek Kpunke.

Co cmoponbl KOJICHBIX NOKPOE06: OCTPHIK TEHEPAJIW30BAHHBINM SK3aHTEMATO3HBIH IYCTYJe3
(AGEP), cungpom CtuBeHca-/[3koHCOHA, TOKCHYECKHUH SIS PMATIbHbIM HEKPOJIHU3.

Co cmopoHvl neyeHu U JKIcendesbleo0auux nymet. MOTHUCHOCHBIH TeNaTUT, HeKpo3 IeUeHH,
[IeYCHOTHASI HEJTOCTATOYHOCTh, MOBBINICHUES AKTUBHOCTH «IICYSHOUYHBIX» (PePMEHTOB.

Co cmoponbl JHCeryO0UHO-KUMEY HO20 MPaKma: TOIHOTA, PBOTA.

Mecmmnwie peaxyuu’ 00JIE3HEHHOCTD U YYBCTBO JOKCHHUA B MCCTC BBCICHUA IIpeIiapaTa.
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Opyeue nobounvie sghghexmot, He YKA3aHHbIC 6 UHCMPYKYU, CO0DWUme 06 5MOoM 6payy.
Ilepeno3upoBka

Ilpu mnepeno3upoBKe BO3MOXKHO HapylleHHe (QYHKIHMH IeYeHH (BKIIOYAs MOJHUEHOCHBIH
TeIaTHT, TII€YEHOUYHYIO HEJOCTATOYHOCTh, XOJIGCTATHYSCKUH TeNaTHT, IUTOJIUTHYECKHUU
TelaTUT), 0COOCHHO Yy IMOKUIIBIX TAIHeHTOB, JeTeH, MAllUeHTOB ¢ 3a00JICBaHUSAMH ICUCHH,
HAIUEHTOB ¢ XPOHUUYECKHUM AJIKOTOJIM3MOM, MAIUeHTOB ¢ HApYIISHWsMH IIUTaHHS, a TakkKe y
NAI[MeHTOB, IPUHUMAIOIUX HHIYKTOPbI MHKPOCOMAJIbHBIX (DEPMEHTOB IIeUYeHHU. B yKka3aHHBIX
BBIIIE CITYYasiX — MOXKET OBITH C JISTAJILHBIM HUCXO/I0M.

Kimuudeckast kKapTHHA OCTPOH IIEPEJO3UPOBKH Pa3BUBAETCs B TeUeHHE 24 4 1OCIIe NIpHEMa.
Cumnmomul: XKeIyAOUHO-KUIISYHbIE pAcCTPOHCTBA (CHH)KEHHME alllleTHTa, TOIIHOTA, PBOTA,
omymeHue guckoMpoprta B OpromrHON MoJIocTH, abAoMUHAIBHAS 00JIb), OJETHOCTh KOMKHBIX
HOKpoBOB. [Ipy 0JHOMOMEHTHOM BBEJCHHH MapaleTaMoJia B3pocibiM B J1o3e 7,5 T u Goiee, a
neTsiM Oosee 140 MI/KI NPOMCXOAMT IUTOJIM3 TeNATOIUTOB ¢ IOJHBIM U HEOOpaTHMBIM
HEKpO30M II€YeHH, Pa3BUTHEM I€YeHOUHOM HEJOCTATOYHOCTH, MeTabOIMUYeCKOro amujgo3a H
sHIe(aIONAaTHH, KOTOPbIe MOTYT IIPUBECTH K KOME U JieTalbHOMY Hcxoay. Uepes 12-48 4 nocite
BBE/JICHUS IIapalleTaMojla OTMEYaeTCsl IOBBIMIEHHE aKTUBHOCTH «II€YSHOYHBIX» TpaHCaMHUHa3,
JIAKTaTAeTH/IPOTeHA3b], KOHIIGHTpAaMK OWIMpyOrHa U CHUKCHHUE YPOBHS IIPOTPOMOHUHA.
KimHudeckue CHMITOMBI TOBPSKISHUS I[I€USHHM MPOSIBISIIOTCS 4Yepe3 2 CYTOK IOCie
IIEPEIO3UPOBKHY IIpernapaTa U JJOCTHUTal0T MAaKCHUMyMa Ha 4-6 JIeHb.

Jeuenue:

- HeMe/JICHHAsI TOCTIMTaIH3alHs;

- Ollpe/ieieHHe KOJIMYECTBEHHOIO COJIepKaHUs MapaleTamMolia B IJJa3Me KPOBH Iepesl HadaloM
JICUSHHS B KaK MOKHO 0oJiee paHHUE CPOKH IOCTIe NIepeJO3HPOBKH,

- BBeJIeHHE JoHaTOpoB SH-Tpymi U npe/imecTBeHHUKOB CUHTE3a TJIYyTaTHOHA - METHOHHUHA U
N-anetwinuctenHa — B TeueHue 10 u mocisie mepego3upoBku. HeoOGXoUMOCTh B IPOBE/ICHUH
JOTIOJIHUTEIBHBIX  TEPAlleBTUYECKUX MEpOINPHATHH (JajlbHeHIee BBeJACHHE METHOHHHA,
BHYTPUBEHHOE BBEJICHHE AaleTWIIUCTEHHA) OINpeIessieTCs] KOHIEHTpallMed IapaneramMosa B
IJ1a3Me KpOBH, a TAKXKe BpeMeHeM, IIPOLIS/IIIUM II0CTIe €T0 BBEICHHUS,

- CHMIITOMaTHYECKOE JICUCHHE;

- II€YEHOYHBIE TeCTHl CJIAyeT INPOBOJUTH B Hadajle JICYSHHMs] M 3aTeM Kaxasle 24 4. B
OOJIBIIUHCTBE CJIyYaeB aKTHBHOCTH IIEUEHOUYHBIX TPAaHCAMMHA3 HOPMAJIU3YETCS B TeUCHUE

1-2 Hetenb. B oueHB TSDKEIBIX CIIyUasX MOXKET HOTpeOOBaTHCS MepecaKa MeucHH.
B3anmopeiicTBHe ¢ APYTHMH JIeKaPCTBEHHBIMH Cpe/ICTBAMH

[IpoGeneruy1 moYTH B JBa pasa MOHMKAST KJIMPEHC IMapaneramoiia, HHTHOHpYs HpoIece ero
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pPaccMOTPeTh BOIIPOC O CHUIKSHHH JO3bI MapaneTaMoJia.

WHAYKTOpPHI MHKPOCOMAJILHBIX  (PEepMEHTOB Ie4YeHH (HampuMep, (PEeHHUTOHMH, STAHOJL,
GapOuTypaTsl, W30HUA3U/, pUQaMIIHUIHH, AHTHKOATyJISHTHIL, 3HIOBY/IHH,
AMOKCHUIIWJUIMHTKJIABYJIAaHOBAsI KHUCJIOTa) YBEJIWYHMBAIOT IPOAYKIHIO THAPOKCHUIMPOBAHHBIX
AKTUBHBIX METAOOJIUTOR, UTO OOYCIIOBJIHUBACT BO3MOIKHOCTE PA3BUTHUSA TSDKEJIOH MHTOKCHKAIIMU
1py HeGOJIBIION MepeIo3UPOBKe MapaleTaMoJia.

QenuTonH cHUKAeT HPQPEKTUBHOCTh IapaleTaMojia M YBEJIMYMBAET PHUCK Pa3BUTH
renaroTokcuuHocTH. IlaruenTam, npuHUMaOMUM (PEHUTOUH, clieayeT u3deraTh NPUMEHEHUS
napareTaMoJia B BBICOKHMX J103aX W/WIM B Te4YeHHe JUIMTEJbHOro BpeMeHH. HeobGxogumo
KOHTPOJIMPOBAaTh COCTOSIHUE TAKUX ITAIUEHTOB Ha MIPeIMET Pa3BUTH IelIaTOTOKCHYHOCTH.
DTaHOJI CIIOCOOCTBYET PA3BUTHIO OCTPOTO MAHKPEaTHUTA.

WHrubuTopel MHUKPOCOMAJIBHBIX (PepMEHTOB NeueHH (B T.U. I[UMETHUAMH) CHIDKAIOT PHCK
renaToTOKCHYECKOT O SHCTBHA NapaneTaMoJa.

JinTesIbHOE UCTIONb30BaHUe OapOUTYpaTOB CHIbKAeT 5 (PeKTUBHOCTD ITapaneTaMoJa.
JlmuTenbHOE  COBMECTHOE IpUMEHEHHME IlapaleramMola ¢ JPYTHMH — HECTePOM/IHBIMH
IIPOTUBOBOCTIAJIUTENIBHBIMM ~ [IpelapaTaMM  (CAJIMIMJIAMHJL)  IIOBBIIIAeT PUCK  Pa3BUTHUSA
aHAJIbIeTUYeCKOW HepoNmaTHH M [OYEYHOTO MNANWUBIPHOTO HEKpo3a, HACTYILICHUS
TepPMHHAJILHOM CTA/IMM TIOYEYHON HEJIOCTAaTOYHOCTH.

OpHOBpeMEeHHOE JUIMTEJILHOE NPUMEHEHHE IapaleTaMoJia B BBICOKHX [103aX M CAJIUIUJIATOB
IIOBBINIAET PHCK Pa3BUTHs paka IIOYKHM WIM MOYEBOro Iy3bIpsa. CaluIWIaMuj YBEJIMUYUBAEST
IIepHO/ TOIYBBIBE/ICHHUS NTapareTaMoJIa.

OpHOBpeMeHHOS TIpUMEHEHHUe MapareTaMosia B Bujae UuHQY3ul (4 1/cyTKH, He MeHee 4 CYyTOK) U
KyMapuHOB, BKJIIOYas Bap(apuH, MOKET MPHUBOAUTH K HE3HAYUTEIIBHOMY W3MEHEHHUIO
MeIKIyHapogHOTO HopMalimzoBaHHoro otHomeHus (MHO). Caexyet konTponupoats MHO Bo
BpeMs JICUCHHSI U B TeUCHHE HE/IeNIM TI0CIIe IpeKpameHus] HHQY3UH MapaleraMoria.

Cnenyer coOmroflaTh OCTOPOKHOCTh IIPH OJHOBPEMEHHOM IIPMMEHEHMM Ilapalieramoia ¢
QITYKIOKCAIMIUIMHOM BBUJY TMOBBIIIEHHOTO PUCKA METa0OJMUYECKOro aryao3a ¢ BBICOKOU
aHWOHHOW pasHULled, OcoOeHHO VY TMalMeHTOB ¢ (akTopaMud pHUCKa pa3BUTHUA
HEJIOCTAaTOYHOCTH IVIyTaTHOHA, TAKMMHM KaK, TsDKeJasl IToYeYHasi HeJJOCTaTOUYHOCTh, CEIICHC,
HeJloeJaHue, XPOHUYECKMH aJKoroju3M. PekoMeHIoBaHO TInaTesbHOe HaOJIIOJIeHHE C
LIeJIbIO BBIABJICHUS I[IPU3HAKOB HApPYIIEHUW KHUCJIOTHO-INEJIOYHOro OajlaHca, a WMEHHO
MeTaboJIMYeCKOTO al|ao3a ¢ BBICOKOW aHMoHHOW pasnurneir (HAGMA), BkiIoyas
coJiepKaHUe 5-OKCOIIPOJIMHA B MOYe.

Oco0ble yKazaHUusa
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TOJIHLKO TOSIBJISICTCS] TaKast BO3MOKHOCTb.
Puck pasBuTHsI OUYEHb Cepbe3HBIX TMMOPAKCHUM TICUCHH BO3pacTaeT IMpU INPEBHINICHUA
PEeKOMEH/JIOBAaHHBIX J03 (B TOM 4YHCIe IIpU OJHOBPEMEHHOM IIPUMEHEHHHM IIperapaTa
UOUMOJI® u 1pyrux mpenapartoB, cojepKallixX MapaleTaMos H IPONaneTaMol), a TaKke Y
MAIMEHTOB ¢ XPOHUYESCKUM JIKOTOIM3MOM. KiMHMYeckHe CUMNITOMBI U MPU3HAKHU HOPAKESHUS
NeYeHU (BKJIIOYAs MOJIHUCHOCHBIM TelaTHT, NMEUYSHOUHYI0 HEJOCTATOYHOCTh, XOJSCTATUHUSCKUN
TeNaTUT, IUTOJUTUYSCKUN TenaTUT) OOBIUYHO HaOMIOJAIOTCs dYepe3 2 JHs Ioc/ie Tpuema
nmpenapara U JIOCTUTAIOT MaKCUMYyMa, OObIYHO, Yepe3 4-6 THeH.

IIpu npueme npenapara UOHUMOJI® MoryT pa3BHBaThCS Cepbe3Hble KOJKHBIE PEAKI[MH, TaKUe
Kak OCTpbIM TeHepalu30BaHHBIA SK3aHTeMaTo3HbIM mycTyie3 (AGEP), cunapom CruBeHca-
J3KOHCOHA, TOKCUUSCKUHN AITUASPMAIBHBIM HEKPOJIN3, KOTOPbIe MOTYT IPUBOJAUTH K JIETAILHOMY
ucxojy. llamueHTsl JOJDKHBI OBITh NMPOWH(MOPMHPOBAHBI O TPH3HAKAX CEPHhE3HBIX KOIKHBIX
peakuui. Ilpuem mpemapata AomkeH OBITH TNpEeKpalmieH IMPU IMEPBBIX MOSBICHUSIX KOXKHBIX
peakui WK JrO0ObIX HHBIX MPU3HAKAX THIEPUYBCTBUTEILHOCTH.

Bo m3bexxaHue pucka TepeTO3MpPOBKHA HE PEKOMEHIYeTCSl OJHOBpEeMEHHBIM MpHeM Ipemapara
HUOUMOJI® u apyrux mpenapaToB, COJEpP:KAINUX MapareTamos HJIM TporaneTamMon (Kak
OTITYCKAEMbIX T10 pelleNTy Bpaua, Tak U Oe3pelleNTyPHBIX).

[TapareTamon HCKaxaeT pe3yibTaThl KOJMUYSCTBEHHOTO OIPEACIICHUS! MOUYEBOW KHUCJIOTHI B
Ij1a3Me KpOBH.

BmisiHiie Ha cTIOCOGHOCTH YIIPABJIATH TPAHCIIOPTHHIMHU CPeAcTBAMM M MeXaHN3MAMU
[TapameramMosi He PBIHSAET HAa CHOCOOHOCTh VIPABISITh TPAHCHOPTHBIMU CpEACTBAMH U
MeXaHU3MaMH, TPeOYIOM MU TOBBIMNIEHHON KOHIICHTPAIUHA BHUMAHUSI.

dopma BhITYyCKA

Pacteop mist undyzuid 10 Mr/mit.

ITo 100 mut Bo pJIaKOH M3 MOJUATHICHA HU3KOW TJIOTHOCTH, YKYTIOPSHHBIH 3aIIeIKABAIOTIHMCST
KOJITAYKOM.

Onua  ¢unakoH B 1ewiodpanHoBod oO0epTKe TOMEMIAIOT B KAPTOHHYIO MMAYKy BMeECTE C
HHCTPYKIUEH 1O IPUMEHEHHUIO.

Y ciioBus XpaHeHUsn

XpaHuTh NpU TeMmnepaType He Bolie 25 °C.

XpaHUTh B MeCTaX, HEJOCTYIIHBIX JIJIS JISTEH.

Cpox rogHocTH

2 rona.

He mcnonp30BaTh MOC/Ie HCTSUCHHS CpOKa roJJHOCTH.
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COOTBETCTBYET SKCNEPTHOMY OTUETY

ot 26.04.2023 N 7935
. — (NOCNEAOBATENLHOCTS 0001)

OTIIyCKaoT 10 perenTy.

JlepkaTeIb perucTpaAllMOHHOTO Y/I0CTOBEPEHUS/ TIPOU3BOUTETH

«}Onuk ®apmacwrorukai JlaGopaTopus»

(Otnenenne pupmbl «/[3x. b. Kemukasc sun ®apmacerotukaic JITa.»),

Bopsu, Mymb6ait 400 030, Uaaus

AJpec IIPOU3BOICTBEHHOM TLTOIIA KU

Yuactok Ne4, ®aza IV, I'WJI[.K. Uunacrpuan Hcreiit, ropoxa: Ilanonum - 394 116, okpyr:
bxapyu, Ungust/ Plot No. 4, Phase IV, G.1.D.C. Industrial Estate, City: Panoli - 394 116, Dist.:
Bharuch, India.

OpraHusaius, MPUHUMAIOIIAS MPeTeH31H ToTpeduTe/Iel:

IIpeacraBuresmbeTBo B Poccnn

r. Mocksa 121059, yn. bpsanckas, 1. 5

Ten.: (495) 662 1811, @axc: (495) 662 1812



