COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.10.2024 N= 22737
WUHCTP VKHMH':' CNEOOBATENEHOCTE 000%)

1O MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

UOUMOJI®

PerncrpanuoHHblii HOMep:

Toprosoe nanmenosanue: UGUMOJI®

MexayHapoaHOe HEMATEHTOBAHHOE WM IPYNIIHPOBOYHOE HAUMEHOBAHHUE: IIapaleTamMmoll
JlekapcTBeHHas (popma: pacTBOp I HHDY3UA

Cocras

Cocras Ha 1 M1 pacTBopa:

eiicmeyiowee sewjecmeo: napaneramoi 10,0 mr

Bcnomocamenvhvie eewyecmsea: nponuneHraukoiab 8,0 Mr, JIUMOHHOM KHUCJIOTBI MOHOTHUIpAT
0,47 wmr, natpus aucynsdur 0,50 mr, Harpus ruapodocdara nuruapar 0,89 mr, HATPUS XITOPHIT
2,00 Mr, Boja I MHBEKIMH - 10 1 M.

Onucanue

[Tpo3paunblii pacTBOp OT OECIIBETHOTO IO CBETIO-XKEJITOTO IIBETA.

dapmakoTepaneBTHYECKAs TPYNIA: aHAIBI€3UPYIOIEEe HEHAPKOTUIECKOE CPEJICTBO

Kon ATX: NO2BEO1

dapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

[Tapanieramon o6sagaeT 00€300IUBAIOIINM H SKaPOTIOHMKAIOIIUM JIEHCTBHEM.
OGe30onuBaroliee JIeWCTBUE TMapareTamolia HacTynaeT B TedeHue 5-10 MuH mocie Havana
MH(QY3UU U TIOCTUTaeT MaKCUMyMa 4epe3 | yac; IIUTeNbHOCTh JeHCTBUS — OT 4 10 6 4.
Kapononmxaroniee neicTBUE Mapaneramosia HacTynaeT B TeueHue 30 MUH mociie Hayalia
UHQY3UU; JTUTETHOCTD JeHCTBUS — HE MeHee 6 u.

Tounblii MexaHuU3M 00€300JMBAIOIIETO W KAPOMOHWKAIONIETO NEHWCTBUS Tapaieramosa He
ycraHoBieH. [lo-BuauMoMy, OH BKJIIOYaeT B ce0s LEHTpalbHbIH U HepudepudecKuii
KOMITOHEHTHI.

W3BecTHO, UTO mapaineramon UHruoupyer nukiookcurenasy | u Il npeumymecrsenno B [HTHC,
BO3/JCICTBYS Ha IIEHTpbl OOJM U TepMOperyiasiuuu. B BochajdeHHbIX TKaHSIX KJIETOYHbIE
MEePOKCHUIa3bl HEUTPaIU3yIOT BIMSHHE Mapaleramojia Ha LUKIOOKCHI€Ha3zy, 4TO OOBSACHSET
NPAaKTUYECKH TOJHOE OTCYTCTBUE Y HEro NPOTHBOBOCHAIUTENBHOTO 3ddekta. OTCcyTcTBUE
BIIUSTHUS HA CHHTE3 MPOCTArJIaHMHOB B MEPUPEPUUECKUX TKAHAX 00YCIOBIUBAET OTCYTCTBUE Y

napaieraMmosia OTPHUIIATEILHOTO BIUSHUS Ha BOJIHO-COJIEBOM OOMEH (3aJiep’KKa HaTpHs U BOJIbI)
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 17.10.2024 N2 22737
(NOCNEOQBATENLHOCT 0005)

U CIIU3UCTYIO 000JIOUKY ey I0YHO-KUIIEUHOT ) TPAKTA.

DapmakoKuHemuKka

VY B3pOCHBIX NMPU OJHOKPATHOM M MOBTOPHOM BBEACHWHU Maparieramojia B TeueHHe 24-X 4 B
J103ax 710 2 T ero ¢papMaKOKMHETHKA HOCUT JIMHEHHBIN XapakTep.

buopocTtynHocTh mapaneramosa npu BBEACHUU B BUAE UH(Y3uu B 103e | T HE OTIMYAETCS OT
OuonmocTtynHocTd 2 T mpomaneramonia (cogepkut 1 T mapareramosia). MakcumaiabHas
KOHIIGHTpALUs IapareraMmosia B Iula3Me KPOBH JTOCTUTAETCs uepe3 15 MUH mocie BHYTPUBEHHON
uH(y3uu B go03e 1 1 u cocrapnser 30 mxr/mi. O0beM pacrpeneseHus! Y B3pOCIbIX COCTABIISET
1 n/kr. Ilapaneramon cmabo cBs3biBaeTcs ¢ Oenkamu mmiua3Mel.  [IpoHukaer uepes
rematosHIedanuueckuii 6aprep. Yepes 20 MuH mocie BHyTpuUBEHHOW HMH(Y3MH 1036l 1 T B
CIIMHHOMO3TOBOHM KHJIKOCTH OOHApYXMBAeTCSl 3HAYUTENbHAs KOHIICHTpAIMsS Iapaneramosa
(okoso 1,5 MKMOIB/MIT).

VY B3pocibIX Mapaneramoll MeTab0OJM3UPYeTCs B OCHOBHOM B II€YEHU C OOpa3oBaHUEM
IIIOKYPOHHUJIOB W CcynbdaToB. HebGombiras gacte (4%) maparneramona MeTa0OIUu3UpyeTcs
nuroxpomom P450 ¢ oOpa3oBaHMeM aKTUBHOTO mpomexyrodnoro wmerabomutra (N-
aleTHUIOCH30XNHOHUMHHA), KOTOPBIH B HOPMAaJbHBIX YCIOBHUAX OBICTPO 00€3BpEKUBACTCS
BOCCTAHOBJICHHBIM TJIYTATHOHOM M BBIBOJUTCS MOYKAMH IOCIE CBS3bIBAaHUS C IHCTEUHOM U
MepKanTypoBoi Kkuciaoroil. OJHAKO 0IpU MaCcCUBHOM Mepeao3UpOBKE KOJIMYECTBO 3TOTO
TOKCUYHOI0 MeTabonuTa Bo3pactaer. lleprosa nomyBbIBeIeHUS Y B3pOCIbIX COCTaBIsAET 2,7 4, y
nereit — 1,5-2 4, obmuit kiupeHc — 18 a/4. Y B3poCHbIX Mapaneramoi BBIBOJUTCS, IJTaBHBIM
obpa3om, ¢ Mouoit; 90 % MpUHATON O3Bl BEIBOJUTCS MOYKaMU B TeueHHe 24 4, B OCHOBHOM B
Buze rmokyponuaa (60-80%) u cymedara (20-30%). Menee 5% BBIBOIUTCS B HEM3MEHEHHOM
Buge. [lpu Tspkenoil moyedyHoll HeAOCTaTOYHOCTU (KJIMpeHC KpeaTMHMHA Huke 10-30 mu/muH)
BBIBEJICHHE MapalieTaMoJia HECKOJIBKO 3aMeIIsIeTCs], a MEPUO/]T TOTYBBIBEICHHS COCTABIISIET

2-5,3 4. CKOpoCTh BBIBEJICHUS TIIOKYPOHHIA U cylb(daTa y HNAlMEHTOB C TSHKEJIOW MOYEeYHOMH
HEJ0CTAaTOYHOCTBIO B 3 pa3za HUXKeE, YEM Y 370POBBIX T0OPOBOJIBIIEB.

VY narueHToB ¢ HapymeHUsMU (QYHKIMHA TIEYCHH HEOOXOIUMO COOJII0IATh OCTOPOKHOCTH MPHU
nprueMe napaneTaMmosia, ocKoinbky HHAyKIus u3opepmenta CYP2E] npuBoIUT K yBEIWYEHHUIO
00pa30BaHMs renaToTOKCHYHOr0 MeTaboIuTa MapareTamora.

dapMakOKHHETHKA Tapameramoia y TOXHIIBIX MMallieHTOB HEe U3MEHSETCS; Y JeTel OTIIMYaeTCs
TOJIBKO TIEPHOJ TTONYBBIBEICHUS W3 IIa3Mbl, KOTOPBI HECKOJIHKO KOpOYE 1O CPAaBHEHHIO CO
B3pocibimu (1,5-2 4). Kpome Toro, y nmereét mo 10 nmet maparneramon B OoJblied CTENeHU
BBIBOJMTCS B BHJIE Cyiab(aTa, a HE INIIOKYPOHH/IA, YTO XapaKTEPHO Ui B3POCIBIX MAIMEHTOB.
[Tpu sTOM 00ImIMK KIMPEHC MapareraMosia U ero MeTabOJUTOB y TAIMEHTOB BCEX BO3PACTHBIX

TPYIII OMHAKOB.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 17.10.2024 N= 22737
(MOCNEOCBATENEHOCTE 000%)

IHoka3anusi K NpUMeHEHUI0

Jleuenne ocTpoil OOJM CpeaHEW CTeNneHH BBIPAKEHHOCTH (OCOOEHHO B IOCIIEONEPALMOHHOM

NepUoAc) M KPaTKOCPOUHOE KYIHPOBAaHUE JIMXOPAaAKU Yy B3pOCIBIX U JeTell, Korua

BHYTPUBEHHOE IIPUMEHEHHME KIMHUYECKH OIPABJAHO WM IIPU HEBO3MOYKHOCTH BBEIEHUS

JPYTHMH ITyTSAMH.

IIporuBonokaszanus

- TOBBIIIEHHAs YyBCTBUTEIBHOCTh K IapaleTamMojy WIH M[pONaleraMoily T'HIPOXJIOpPUIY

(mposexapcTBO NapareTaMosia) Win Jr00My ApyroMy KOMIIOHEHTY IpernapaTa B aHaMHE3€;

- TsDKenas MEeYeHOYHas HeJ0OCTaTOYHOCTh WJIM JIEKOMIICHCUPOBaHHbIE 3a00JIeBaHUS IIEUEHH B

aKTUBHOM CTaauM;

- JIETCKU BO3pacT 10 3 Mec.

C 0CTOPOKHOCTHIO

- TSDKeJast MoYevHasi HeJOCTaTOYHOCTh (KIMpeHe KpeaTnHuHa < 30 MiI/MUH);

- 1o0poKavyecTBEHHbIE TUNIEpOMIMpyOnHeMun (B T.4. cuHApoM JKuiapOepa, BUPYCHBIN TeNnaTwur,
QIKOTOJILHOE MOPAXKEHUE TICUCHH ),

- XpPOHUYECKHI aJIKOTOJIU3M;

- XpPOHUYECKOE HEIOENAHNUE;

- aHOPEKCHS;

- Oynumust;

- KaXEKCHs;

- TUTIOBOJIEMMS;

- 00€3BOKUBAHUE;

- IEpHOJ] TPYJHOTO BCKapMJIUBAHUS;

- 1euuUT rIr0K030-6-hocdaraerniporenassr;

- TO>KWJION BO3PAcCT.

Ecnu y Bac o0Ho u3 nepeuuciennvix 3a001e6anuii, neped npuemom npenapama o0:13amenbHO

NPOKOHCYIbMUPYUMECH C 6PAYOM.

IIpumenenne npu 0epeMEHHOCTH M B MIEPHO/ TPYIHOI0 BCKAPMJINBAHUS

bepemennocmeo

Knunuueckuil onbIT BHYTPUBEHHOTO NMPUMEHEHHUs Mapaineramoia y OepeMEHHBIX OTrpaHHYEH.

Opnako  SMUAEMHUOJIOTUYECKHE  JIaHHbIE  MEepOpajibHOrO0  MPUMEHEHHS HE  BBISIBHIU

HE)KeNaTeNbHBIX TOOOYHBIX AP PEKTOB y OEpEMEHHBIX U Y TU10/1a/HOBOPOXKIeHHOTr0. OKumgaeMble

JTaHHbIE BJIMSHUS Tapareramoja IMpH [PUMEHEHMH BO BpeMsi OEpEeMEHHOCTH HE IMOKazajiu

MOBBILICHHS pUCKAa BOSHUKHOBEHHUSI TOPOKOB Pa3BUTHUSI IIJI0/A.

PenponykTuBHBIE HCClIeIOBaHMS BHYTPUBEHHBIX (OpPM Mapaneramosia HE MPOBOIWINCH Ha
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COOTBETCTBYET SKCMNEPTHOMY OTUETY
ot 17.10.2024 Ne 22737

JKUBOTHBIX. OQHAKO MOAOOHBIE HCCIIELOBAHUS napaue'ﬂﬂ\igj;a—lﬁfgf:i%%g%lé%;g -FIBI/I%&;&;HI/ISI

HE MMOKa3aJIM Pa3BUTUSA (PETOTOKCUYECKUX MOOOUHBIX 3(PPEKTOB.

Tem He Menee, npenapar UOUMOJI® crenyer IpUMeHATH BO BpeMs OepeMEHHOCTH, TOJIBKO
€CJIM 0XKMJIaeMas 110J1b3a IPEBbIIIAET BO3MOXKHBIN PUCK AJIS MaTepHU U I10o1a. PekoMeH10BaHHbIE
JI03bl M JUINTENIBHOCTh MPUEMA JOJKHBI CTPOTO KOHTPOJIUPOBATHCS.

Ilepuoo zpyonozo eckapmaueanus

[Ipu mpueme maparneramosia BHYTPb €ro HEOOJbIINE KOJMYECTBA SKCKPETUPYIOTCS B TPYAHOE
MoJioko. [losiBienue copinu ObIIIO OTMEUYEHO y JEeTed, YbM MaTepd NMPUMEHsUINM Mapaneramol B
HEepUoJI TPYAHOTO BCKAPMIIMBAHUS.

Tem He MeHee, napaneTaMoll MOXKET IIPUMEHATHCS B IEPUO IPYIHOTO BCKapMJIMBAHUS, OJHAKO
cienyeT coOaoaTh OCTOPOKHOCTD NP MPUEME Mpernapara B 3TOT IEPUOA.

Cnoco0 npuMeHeHMsI U 103bI

BuyTpuBeHHas oJHOKpaTHas UH(Y3Us B TeueHue 15 MuH.

[Ipenapat Henmb3s CMEIMIMBATH B OAHOM (uiakoHe Ui MH(QY3HH ¢ JPYrUMH JIeKapCTBEHHBIMHU
npenapaTamu.

WNudy3uto cienyer NpoBOIUTb HEMEMJIEHHO IIOCIE BCKPBITHSA (DIaKOHA; HEUCIOJIb30BaHHBIM
OCTaTOK Ipenapara yHHuyToxaroT. [lepen Hauanom MHQY3uu (IakoH ¢ HpernapaToM ciexyer
BHHUMATEJIbHO OCMOTPETh Ha IMpEeIMET OTCYTCTBUS BHJIMMBIX MEXAaHMYECKMX YacTHL U
M3MEHEHUs [IBETa pacTBOpA.

Honyckaercs nomnonHuTensHoe passeacHue 0,9% pactBopom xiopuzpa Hatpus wm 5%
pPacTBOPOM JIEKCTPO3bl, JOMOJHUTENbHO Ha 1/10 yacTh nmepBoHavaIbHOro o0beMa. PazBeneHHbIM
pacTBOp ClelyeT MCIONb30BaTh B T€UEHHE | Yaca mocie ero MpUroTOBJICHUS, BKIIOYAs BpPEeMs
uHQYy3UH.

Jns mHby3uM npuUMeHsT uriay auamerpoMm 0,8 MM, KOTOpYH BBOIAT BO (JIAKOH, Jepika
(J1aKOH CTPOro BEPTUKAIBHO.

Kak u B cimyuyae npyrux pacTBopoB JUlsl HHPY3Hii, BO n30exaHne IMO0INHU My3bIpbKaMU BO31yXa,
cienyeT coooaaTh 0COOYI0 OCTOPOKHOCTh, OCOOEHHO B KOHIIE HH(Y3UH, HE3aBUCUMO OT TOTO,
B KaKyl0 BEeHY BBOJUTCS IIpernapar.

HemnpennamepeHHOE NPEBBINIEHHE PEKOMEHIOBAHHBIX 103 MOXET INPUBECTH K CEPHE3HOMY
HapylIeHWI0 (QYHKIUU MEYEeHU, B TOM YHCJe C JeTaabHbIM HcxonoM. [Ipu ompeneneHuu 0361
clenyeT TaKKe YYMTBIBaTh HWHAUBUAYaJIbHbIE (AKTOpbl pHCKa TeMaTOTOKCHUYHOCTH,
IPUCYTCTBYIOIIME Yy MALMEHTAa: INEYEHOYHYK) HEAOCTAaTOYHOCTh, XPOHMUYECKUN aJIKOTOJIU3M,
XPOHMYECKHE HapyILIEHHsI MUTaHUs, 00€3BOKUBAHHE.

I_[03bl PACCIUTHIBAKOTCH UCXO0AHA U3 MACCHI TEJIa MALIMEHTA.



COOTBETCTBYET SKCMNEPTHOMY OTUETY
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(MOCEQOEA TENBHOC To 0005)

Macca Tena nanuenTa | Jlosa mnapameramosia MunumanbHblii | MakcumaabHan
Ha O/THO MPUMEHeHue HHTEPBAJI MEKAY | CyTOUHas Jg03a*
(pactBop 10 mMr/mur) npueMamMu

> 50 kr I r,T.e. 1 ¢pnakon 4 gaca He 6onee 4 r
no 100 mn

110 4-X pa3 B CyTKHU

>33 kr - <50 kr 15 mr/kr, T.€. 4 yaca < 60 mr/kr,
1,5 mu/kr HO He Oojiee 3 1
110 4-X pa3 B CyTKHU

>10 kr - <33 kr 15mr/kr, T.€.1,5M0/kT 10 | 4 yaca < 60 MI/KT, HO HE
4-X pa3 B CyTKH Oonmee 2 T

<10 kr ** 7,5 mMr/ KT, T.€. 4 gyaca < 30 mr/kr,
0,75 ma /kr MaKCHUMallbHas
110 4-X pa3 B CyTKH CyTOYHas 71034 - HE

ooitee 30 Mr/kr

* MaxkcumalipHas CyTOYHas Jl03a C Y4YeToM I[IpHeMa BCeX IpenapaToB, COAEpKaIIUX
napareramMoJsl WM MporaneTamo.

**Bbe3onacHOCTh U A3PPEKTUBHOCTH Mperapara Jjisi HeJOHOIIEHHBIX JeTel He YCTaHOBJICHA.

[Ipu BBeneHuM mpemnapara JeTSIM M MOJIPOCTKaM ()JIaKOH ¢ MpenapaToM Helb3s MOJIBEIINBATH
Kak HH(QY3MOHHBIN COCY/ B CBSA3U C HEOOJIBIIUM 0O0bEMOM BBOJIMMOTO IIperapara.

Bo wu3be:xxanue ommMOOK mNpH pacyere 03 A Jereii Maccoid Tena menee 10 kr
PEeKOMEeHAyeTCsl YKa3bIBaTh 00beM /Jisi OAHOKPATHOIO BBeJAeHHUSI B MWUIMJIMTPaxX (MJI),
NPH 3TOM y JAHHOW IPynnbl NAallMEHTOB BBOAMMBIH 00beM JIEKAPCTBEHHOIO INpenapara
UOUMOJI®, pacrBop miast unpysuii 10 Mr/mu1 He X0JGKeH MpeBbIIATH 7,5 MJI HA OIHY
HHpy3uIo.

Y nanumeHTOB € MeHblIell Maccoii Tena TpelOyercsl BBeleHHEe MeHbIIMX 00beMOB
npenapara.

s Toro, 4ToOBI OTMEPUTH 103y Iperapara ¢ y4eToM Macchl Tella peOeHKa U He00XOAUMOro
o0bema, ciaeyeT UCIoIb30BaTh IIPULIBI 00beMoM 5 MiI uiu 10 mut.

Heob6xoauMmerit 17151 BBeIEHUS MAlIMEHTY 00BhEM Mpernapara HeoOX0AMMO U3BJIeUb U3 (plakoHa U
passectu B 0,9% pactBope xsiopuja Hatpus uian B 5% pacTBOpE NEKCTPO3bl B COOTHOILIEHUU
OIMH K aecatu (oauH oOBbeM Ipemapara B JEBATH OObeMax pacTBOpa A pa3BelCHUs) H
BBOJIUTH MALIMEHTY B T€YEHUE 15 MUHYT.

[Tpu TspKenbIX HapylleHUsAX (GYHKIUHM Movek (KiaupeHc KpeaTuHuHA < 30 MJI/MHH) MHTepBaj
MeX1y BBEACHHUSIMH NIpernapara J0JKEeH COCTaBIsATh He MeHee 6 d.

V namueHToB C HapyHCHUAMU (I)YHKI_II/II/I MEYCHU CYyTOYHaA [03a MapancramMolia JOJIKHa OBITh
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CHIDKEHA WJTU YBEJIMYECH MHTEPBA MEXy TprUeMaMu np'&%%%%ﬁ'é‘nmg [c_sjtl%ia;gﬁosa

napaieraMmosia He TOJDKHA mpeBbimaTth 60 Mr/kr (He 6oiee 2 T/CYyTKH) B CICIYIOIINUX CIIyYasX:

- y B3pOCIBIX ¢ BecoM MeHee 50 Kr;

- P XPOHUYECKUX 3a00JIeBaHUSAX MEYEHU WM KOMIICHCHPOBAHHBIX 3a00JIEBAHUSX IEUYECHU B
AKTUBHOM CTaJIuH Yy B3pPOCIBIX, B OCOOEHHOCTU MPU MEUYEHOUYHON HEOCTaTOUYHOCTH JIETKOW HIIN
CpEIHEN CTENIEHU TAXKECTH;

- cunpoM JKunsbepa (cemeliHasi runepOnIupyOnHEMHs );

- y MalIUEHTOB C XPOHUYECKUM aJIKOTOJIM3MOM;

- IPY HAPYILIEHUSAX MUTAaHUs (HU3KKE 3aIachl IEYEHOYHOIO TIIyTaTHOHA);

- y MAIIMEHTOB ¢ 00€3BOKUBAHUEM.

Koppekiuu 10361 UIst MOKWIIBIX MTallMEHTOB He TpeOyeTcs.

ITo0ouyHOE nelicTBUE

Yacrora no604YHbIX 3PHEKTOB MpHUBEIEHA B COOTBETCTBUE CO CIEAYIOUICH IIKAlOi: OYeHb 4acTO
— 1/10 na3nauenuii (He mernee 10 %), gacto — 1/100 Haznauenuit (He menee 1%, Ho menee 10%),
Heuacto — 1/1000 nasnauennii (He menee 0,1%, Ho Menee 1%), penko — 1/10000 HazHavyeHuit
(ue menee 0,01%, Ho Menee 0,1%), ouens penko — 1/10000 naznauenuii (menee 0,01%).

Co cmoponbl neweHu u JHcenuesblgOOAWUX Nymeli. PEIKO — TOBbIIIEHHE aKTUBHOCTU
«TMIEYCHOYHBIX» (PEPMEHTOB, KaK MPaBUIIO, O€3 Pa3BUTHUS JKEITYXH.

Co cmopoHnbl cepOeuno-cocyoucmoti cucmembpl: PeIKO — MOHWKEHUE apTepUaAIbHOTO JaBJICHUS,
OYEHb PEJIKO — TAXUKAPIHSL.

Co cmopoHbl opeano8 KposemeopeHus: OUYEHb PEIKO — TPOMOOIMTONEHHUS, JIEWKOMEHUS,
HEUTPOIICHHUS.

Co cmopoHbl KOMCHBIX NOKPOBOS. OYEHb PEIKO — TOKPAaCHEHUE KOXH, 3YII, ChIIIb Ha KOXE U
CIIM3UCTHIX (OOBIYHO IPUTEMATO3HAS WM YPTUKApHAas).

Obwezo xapakxmepa: peaKo — HETOMOTaHUE.

VkazanHple HIKe T000YHBIE HS(PQPEKThl TaKkKe OTMEUYAINCHh IMPU TMOCTPETUCTPAIMOHHOM
NpUMEHEHHUH TpenapaTa, OJJHaKO UX 4acToTa He YCTaHOBJICHA:

Annepeuueckue peaxyuu: PEAKIUH TUNEPUYBCTBUTEIBHOCTH, aHAa(UIAKTUYECKU IIIOK,
aHadunakcus, otek KBunke.

Co cmopoHbl KOJCHBIX NOKPOB0G: OCTPBI TeHEpAIN30BaHHBIA DK3aHTEMATO3HBIN ITyCTYJe3
(AGEP), curapom CtrBeHca-/[»KOHCOHA, TOKCHUECKHI SMUACPMAaTbHBIA HEKPOJIH3.

Co cmopoubl nevenu u dHcenuesvigoOAWUX Nymel: MOTHHUEHOCHBIN TeNaTUT, HEKpO3 IEYEHH,
MEYEHOYHAsl HEJI0CTATOYHOCTh, MOBBIIIEHNE AKTUBHOCTHU «II€Y€HOYHBIX» (PEPMEHTOB.

Co cmopoHbl dHcey0ouHO-KUUeyH020 mpakma: TOIIHOTa, PBOTA.

Mecmmubie peakyuu. 0O0JIE3BHEHHOCTE U YYBCTBO XKCHHA B MECCTC BBCICHUA IIpCIiapara.
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opyeue nobounvie Ighexmol, He YKA3aHHbIe 8 UHCMPYKYUU, CO0Ouume 06 3mom epay.
Ilepeno3upoBka

[Ipu mnepeno3upoBKke BO3MOKHO HapylieHue (GYHKIUMM TMeueHU (BKJIOYas MOJHHEHOCHBIN
renaTut, I[EYEHOYHYI0 HEIOCTaTOYHOCTb, XOJECTaTUYECKUN TremaTUT, IUTOJUTHYECKUN
TeMaTuT), OCOOCHHO Yy MOXWIBIX MAalMEHTOB, NETCH, MAIMEHTOB C 3a0O0JEBAHUSMU TEYCHU,
MAIUEHTOB C XPOHUYECKUM QJIKOTOJU3MOM, MAalMEHTOB C HAPYIICHUSMU MUTAHHS, & TaKXKe Y
MNAIMEHTOB, IPUHUMAIOIIUX HUHIYKTOPbl MHUKPOCOMANIbHBIX (DEpMEHTOB MeuyeHUu. B ykazaHHBIX
BBIIIIE CJIY4asiX — MOXKET OBITh C JIETAIbHBIM UCXO/I0M.

Knuaundeckast kapTiHa OCTPO NIEPEI03UPOBKH Pa3BUBACTCS B TeUCHHE 24 U MMOCIIE IPHEMA.
Cumnmompl: KEIyIOYHO-KUIIEYHbIE PACCTPONCTBA (CHMKEHHE AamIeTuTa, TOIIHOTAa, PBOTA,
olymieHue auckomdopra B OpIOLIHOW MOJOCTH, abJoMHUHalIbHAsA 00Jb), OJIETHOCTh KOKHBIX
nokpoBoB. [Ipy oTHOMOMEHTHOM BBEICHHH Tapareramoia B3pOCibIM B 03¢ 7,5 T u Oonee, a
nersm Oonee 140 MI/KT NMPOMCXOAWUT IUTONM3 TENATOIMTOB C TOJIHBIM M HEOOpaTHMBIM
HEKPO30M II€YEHH, Pa3BUTHEM IEYEHOYHON HEJOCTATOYHOCTH, META0O0IMYECKOrO ammao3a u
sHIe(aNTONaTHH, KOTOPbIE MOTYT NMPUBECTH K KOME U JieTallbHOMY ucxoay. Uepes 12-48 1 mocne
BBEJICHUS MMapalieTamMosia OTMEUYaeTCsl MOBBIIICHUE AKTHUBHOCTU «IIEYEHOYHBIX» TpaHCaAMHHa3,
JaKTaTACTUAPOTECHA3HI, KOHIICHTPAIIMH OMIIMPYOHHA M CHUKCHHE YPOBHS IPOTPOMOMHA.
Kimmaudeckre CHMITOMBI TOBPSKICHUS TICYCHH TMPOSIBISIFOTCS dYepe3 2 CYTOK IOCIe
nepe03uPOBKH Mpenapara 1 JTOCTUraloT MakcuMyMa Ha 4-6 J1eHb.

Jleuenue:

- HEMEeJUICHHAs TOCTINTAIIN3 AL

- OTpe/eTieHne KOJIMYECTBEHHOTO COJEp KaHUs IapareraMmoiia B Iia3Me KpOBH Tepe]l HadaioM
JiedyeHus B KaK MOXHO 0oJiee paHHUE CPOKH MOCIe Mepe103UPOBKY;

- BBEJIEHUE JIOHATOPOB SH-rpymnn U npeAnecTBEHHUKOB CHHTE3a IIIyTaTHOHA - METUOHUHA U
N-anerwinucrensa — B TedeHne 10 4 mocie nepeno3upoBku. HeoOxonauMocTh B MpOBEACHUU
JIOTIOTHATEIBHBIX ~ TEPANeBTUYCCKUX MEPOIPHUATHI  (IalbHEWIlee BBEJACHHEC METHOHUHA,
BHYTPUBEHHOE BBEJCHHE AalleTUIIUCTEHHA) OMpeAeNseTcs KOHIIGHTpallel MapameraMmoiia B
M1a3Me KPOBH, a TAK)KEe BPEMEHEM, MPOIIEAIINM TOCIE €0 BBEICHUS;

- CUMITTOMaTHYECKOE JICYCHHE;

- TEYCHOYHBIC TECTHI CJICIyeT IMPOBOIUTH B Hadaje JICYCHHWS M 3areM Kaxkasle 24 4. B
OOJBIIMHCTBE CIIY4aeB aKTUBHOCThH NIEYCHOYHBIX TPAHCAMUHA3 HOPMATTU3YETCs B TEUCHHE

1-2 Henenb. B oueHb TSHKETBIX CIydasx MOXKET MOTpeOOoBaThCs Mepecaka MeYeHH.
B3aunmoneiicTBHe ¢ APYrUMH J1eKAPCTBEHHBIMH CPeACTBAMU

[TpoGenennr mouTy B JBa pasza MOHIKAET KIMPEHC MapaleraMmolia, MHruOupys Mpolecc ero

7



COOTBETCTEYET 3IKCNEFPTHOMY OTYETY
o 17102024 N2 22737
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paccMOTPETh BOIIPOC O CHMXKEHHUH JI03bI TapalieTaModa.

WHAYKTOpPBI MHUKPOCOMAJbHBIX (EpPMEHTOB TMe4eHH (Hampumep, (EHUTOMH, JTAaHOI,
O6apOutyparsl, U30HUa3u7, pudamMnuuH, AQHTHKOATyJISIHTBI, 3UJIOBYJUH,
AMOKCHULWJIJIMH+KIIaBYJIaHOBAs KHUCIJIOTA) YBEJIMYMBAIOT MPOJYKLHUIO TUAPOKCUIMPOBAHHBIX
AKTUBHBIX METa0OJIMTOB, YTO OOYCIOBIMBACT BO3MOKHOCTh Pa3BUTHUS TSDKEIOH MHTOKCHKALIUU
npu HeOOJIBIION MepeJ03UPOBKE MapaneTamona.

@®eHuTOMH CHIWXKAeT 3((EeKTUBHOCTh NapaleraMojia M YBEJIWYMBAE€T PHUCK Ppa3BUTHUSA
rernatorokcuuHocty. [lanuenram, npuHUMarOmUM (EHUTOUH, ciexyeT U30eratb NPUMEHEHUs
mapareraMosia B BBICOKMX J103aX W/WIM B TEYEHHE IUTEIHHOro BpeMmeHH. Heobxommmo
KOHTPOJIMPOBATh COCTOSIHUE TaKUX MTallUEHTOB HA IPEIMET pPa3BUTHSI F€aTOTOKCUYHOCTH.
OTaHoJ1 crI0COOCTBYET Pa3BUTHIO OCTPOI0 MAHKpPEaTUTa.

WNHruburopel MHKPOCOMAJIBHBIX ()EPMEHTOB MEYeHM (B T.Y. IUMETUAMH) CHIDKAIOT PHCK
renaToTOKCUYECKOro AeMCTBUS MapaleTaMmona.

JlmnTensHOE UCTIONb30BaHNe 0apOUTypaToOB CHIDKAET 3((EKTUBHOCTH Mapareramoia.
JlrenpbHOe  COBMECTHOE IIPUMEHEHHME Iapaneramoja ¢  JpYTMMH — HECTEPOUIHBIMU
IPOTHBOBOCHAJIMTENBHBIMUA  IpenaparaMu  (CaJIMIUIaMUJ) MOBBIIIAET PHUCK  Pa3BUTHUSA
AQHAIbIeTUYECKOM HeppomaTUM M [OYEYHOro MalWUIIPHOTO HEKpOo3a, HACTYILICHUs
TEPMHUHAJIBHOM CTaIMM ITI0YEYHON HEJOCTATOYHOCTH.

OnHOBpEeMEHHOE AJUTENBHOE NPUMEHEHHUE MapaleTraMosia B BBICOKHMX J103aX M CaUIWIATOB
MOBBIIAET PUCK Pa3BUTHs paka MOYKU WIM MOYEBOro Mmy3bipsa. CanvuuiaMuj, yBEIUYMBAET
NepUo/ MOITYBbIBEICHUS MTapaleTaMolia.

OpnHoBpeMeHHOE MPUMEHEHHUE MapaleraMmosia B Buie HHPy3uil (4 r/cyTku, He MeHee 4 CyTOK) U
KyMapHHOB, BKJIoYas BapdapuH, MOXeT MPHUBOAUTH K HE3HAUYUTEIbHOMY W3MEHEHUIO
MEXyHapoaAHOro Hopmanu3zoBaHHoro otHomenus (MHO). Cnenyer kontponuposats MHO Bo
BpeMsl JIEUeHHsI U B TE€UEHUE HEeJIeNH T0cie NMpeKpalieHus nHpy3uil mapaneraMmona.

Cnenyer coOmr0naTh OCTOPOXKHOCTH MPHU OJHOBPEMEHHOM IPUMEHEHUHU Mapaleramosa C
(bITyKIOKCALMIZIMHOM BBUJY IMOBBIIIEHHOI'O PUCKa METabOJIMYECKOro alua03a ¢ BBICOKOU
AHUOHHOM pa3HULEel, OCOOEHHO Yy TMAalMeHTOB ¢ (aKTOpaMu pHUCKa pa3BUTHUSA
HEIOCTAaTOYHOCTH TNIyTaTHOHA, TAKUMH KaK, TsDKelasi moYeyHasi HeJJOCTaTOYHOCTb, CEIICHC,
HEIOe/IaHue, XPOHUYECKHUM aKoroin3M. PeKomMeH/I0BaHO TIIATENIbHOE HaAOJII0JAEHHE C
LENIbIO BBIABJICHUS MPU3HAKOB HAapYLIEHWH KHCIOTHO-IIEJIOYHOTro OajlaHca, a MMEHHO
METa0OJIMYEeCKOro amujo3a ¢ BBICOKOW aHuoHHOW pasHuien (HAGMA), Bxiatouas
cozep KaHHUEe 5-OKCOMpOJIMHA B MOYE.

Oco0ble ykazaHus
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PeKxoMeHTyeTcsl IepeBol MAIMEHTa Ha TIepopabHbIi HD%QBQ%%J}EHEJZ' gp('-e-lr;&'pg;gyz,]KaK

TOJIBKO HOSIBIISIETCS TaKasi BO3MOXKHOCTb.
Puck pa3BuTHs OYEeHb CEpPbE3HBIX NOPAKEHUNM I€YEHM BO3pACTaeT IpU IMPEBHILICHUU
PEKOMEH/IOBaHHbIX 103 (B TOM 4MCJI€ IpH OJHOBPEMEHHOM NPUMEHEHHHU IpernapaTa
NOUMOJI® u npyrux mpenaparoB, COAEP/KAIIUX MAapaleTaMol M MPOMareTaMod), a TaKkkKe Y
HAIUMEHTOB C XPOHUYECKUM ajKorosn3smMoM. KilMHHYecKue CUMOTOMBI M MPU3HAKU MOPAKEHUS
NEYECHU (BKJIHOYAsi MOJHUEHOCHBIM I'eNaTuT, IEYEHOYHYI0 HEIOCTaTOYHOCTh, XOJECTaTUUECKUN
rernaTuT, LUTOJUTHYECKUI TIemnaTuT) OOBIYHO HaAOMoAaoTcs uepe3 2 JAHA Iocie IMpuema
npenapara U JOCTUraroT MaKCUMyMa, 0ObIYHO, yepe3 4-6 JHel.

Ipu npueme npenapatra UTOHUMOJI® moryT pa3BuBaThCs cepbe3HbIe KOKHBIE PEaKIHH, TAKHE
KaK OCTpBI TEHEpaM30BaHHBIN sKk3aHTeMaro3ubiii mycryne3 (AGEP), cunmpom Crusenca-
JI>KOHCOHA, TOKCUYECKHUI MM IEPMAIIbHBIN HEKPOJIU3, KOTOPBIE MOT'YT IPUBOJUTH K JIETAJIBHOMY
ucxony. IlanmeHTsl MODKHBI ObITH HNPOMH(MOPMUPOBAHBI O IMPHU3HAKAX CEPHE3HBIX KOXKHBIX
peaknmii. [Ipmem mpemnapara 1oKeH OBITH NMPEKPALICH NPU TMEPBBIX TOSBICHUAX KOXKHBIX
peakuuii WK Jr00bIX UHBIX IPU3HAKAX TUIEPYYBCTBUTEIBLHOCTH.

Bo n30exanue pucka nepero3sMpOBKM HE PEKOMEHIYETCS OJHOBPEMEHHBIM IpHUeM Ipernapara
UOUMOJI® u apyrux IpemaparoB, COAEPKAIIMX MapaneTaMoll MM mpomaneramon (Kak
OTITYCKa€MBIX 110 PELENTY Bpaya, Tak U O€3pelieNTypHbIX).

[TapanieraMosl MCKa)kaeT pe3yibTaThl KOJIWYECTBEHHOI'O OIPEJECIIEHHUS MOYEBOM KHCIOTHI B
I1a3M€e KPOBH.

Bcnomozamenvnoie éeujecmea

Jannsiit npenapat conaepkut 1,138 mr Harpus Ha 1 mu. HeoOxoaumo y4uThIBaTh ManueHTam,
HaXOJSAIIMMCS Ha IUETE C OFPaHUYEHHEM MOCTYIUICHUS HaTpHsL.

Biansinne Ha CIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHU3MaMH
[TapanieraMonn He BIUSET Ha CHOCOOHOCTh YINPABJIATH TPAHCIOPTHBIMH CPEACTBAMHU U
MeXaHU3MaMH, TPEOYIOIIMMHU MOBBIIIEHHOW KOHIEHTPAllUu BHUMAHUSI.

dopMa BbIIIYCKa

PactBop g undy3uii 10 mr/mi.

I[To 100 M1 BO py1akOH M3 MOTUATUIIEHA HU3KOU TUNIOTHOCTH, YKYTIOPEHHBIN 3aIIEIKUBAIOIINMCS
KOJITAYKOM.

Omun ¢nakoH B 1emwIo(aHoBOil o0epTke NOMENIaloT B KApTOHHYIO TIayKy BMeECTE C
MHCTPYKLMEN M0 TPUMEHEHHUIO.

YciaoBus XxpaHeHUs

[Tpu Temmneparype He Bbiiie 25 °C, B OpUrHHaIbHOMN yrakoBKe ((p1akoH B mayke) JUIsl 3alIUThI OT

CBCTAa.
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XpaHUTh B HEAOCTYITHOM JIJIs IETE MECTE.

Cpok rognocTu

2 roja.

He npuMeHsATh 0 HCTEYEHUU CPOKA TOJHOCTH.

YcaoBus oTnycka

OTIyCKalT MO pelenTy.

JlepikaTesib perucTPAIMOHHOTO Y10CTOBEPEHUsI/ TPON3BOAUTED

«tOnuk ®apmacprotukan JlabopaTopus»

(Otnenenue dupmsal «/Ix. b. Kemukanc sun @apmacerotuxanic JItm.»),

Bopmu, Mymb6ait 400 030, Uuaus

Ajipec MPOU3BOJACTBEHHOI MJIOIAIKHA

VYyactok Ned, ®aza IV, 'M.J.K. Uunactpuan Wcreiitr, ropon: Ilanomu - 394 116, okpyr:
bxapy4, Uuaus/ Plot Ne. 4, Phase IV, G.I1.D.C. Industrial Estate, City: Panoli - 394 116, Dist.:
Bharuch, India.

Opranu3anusi, (PUHEMAIOIIAS TPEeTEeH3UU MOTpeduTeIeii:

IIpeacraBurtenbcTBo B Poccun

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

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