COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 23.10.2023 N= 21118

WMHCTE yKHH}In QCNEOQBATENEHOCTE 0001)

MO MEJNITMHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOI'O ITPEITAPATA
IBakcua® rade
Ilepeo npumenenuem 1ekapcmeenHo20 npenapama 6HUMAMeNbHO NPOYUMALMe UHCMPYKYUIO.
Coxpansiime uncmpykyuio 00 okonuanus npuema npenapama. Ilpu 603nuxnosenuu

OONOIHUMENbHBIX 60NPOCO8 3a0atime ux Bawemy nevawemy apauy.

PerncrpanuoHHblii HOMep:

Toprosoe HauMeHoBaHHe: JBakcUI® TabC

MesxkayHapoaHOe HEMATEHTOBAHHOE HAUMEHOBAaHNe: HATPUs TUKOCYIb(paT

JlekapcTBeHHas popma: TabIeTKU

Cocras

CocraB Ha oHY TaOJIETKYy

Heticmsyrowee sewjecmso: Hatpus mukocyibdara moHoruapar — 5,187 mr (B mepecuere Ha
Hatpus mnukocynbdar) — 5,000 Mr; ecnomocamenvhvie 6ewjecmea. JTAKTO3bI MOHOTHAPAT,
Kpaxmall KyKypy3HbIid, KpEMHUS TUOKCU]] KOJUTOUAHBIN (a9pOCHIT), MarHus creapar

Onucanue

Kpyrabie miockouumuHaprudeckue TaOJIeTKH O€JIoro WM TMOYTH Oenoro nBera ¢ (ackod u
PHCKOM.

dapmakoTepaneBTHYECKasi TPYNIA: CIa0UTEIbHOE CPENICTBO.

Kon ATX: AO6ABOS

DapMaKoJIOrH4ecKue CBOMCTBA

Dapmakoounamuxa

JlelicTByromiee BELIECTBO — HATpus NHKOCYIb(paT MpeacTaBiseT coOoi  craburenbHOe
TpUApUIMETaHOBOM rpynmnbl. Kak MecTHoe crnabuTenbHOe HATpUs MTHUKOCYIbGaT Mocie
OaKTepHUaIbHOTO PACIIEIUIEHHUs] B TOJCTOM KHIIEUHUKE OKa3blBae€T CTUMYJIHpPYIOIEe JeWCTBHE
Ha CJIM3HUCTYIO TOJICTOIO KHUIIEYHHUKA, YBETUYMUBAs MEPUCTAIBTUKY, CIOCOOCTBYET HAKOIIEHUIO
BOJIBI M DJICKTPOJIHUTOB B TOJICTOM KHIIIEYHHKE. DTO MPUBOIUT K CTUMYJISIIIUHN aKTa NedeKamuu,
YMEHBIIIEHUIO0 BPEMEHH 9BaKyalliu U Pa3MITYCHHIO CTYIIA.

Hatpus nuxocynbsdar, SBIsSsACh C1aOUTENBHBIM CPEJICTBOM, JEHCTBYIOIIUM Ha YPOBHE TOJICTOMN
KHILIKHA, CTUMYJIHPYET €CTECTBEHHBIM IMPOIIECC ABAKyallMH COAEPKUMOIO U3 HIKHUX OTIENIOB
KEIYAOYHO-KUIIIEYHOTO TpakTa. [loaToMy HaTpus mukocynb(ar He OKa3biBaeT BIUSHUS Ha
nepeBapruBaHue UM BCACHIBAaHHE KaJOPUITHOW MHIM WU HE3aMEHUMBIX MUTATEIbHBIX BEIIECTB

B TOHKOM KHIICYHHKCE.
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DapmaxkoKunemuxa (MOCNEOOBATENEHOCTE 0001)

Bcacvieanue u pacnpedenenue

[Toce mepopalbHOTO TpHEMa HATPUS MUKOCYIh(AT IMOCTYHaeT B TOJICTYIO KHIIKY Oe3
3HaYUTENbHON alcopOuuu. Takum oOpa3om, sHTeporemnaruyeckas HUPKYISIIMS Ipenapara
UCKJTIOYaeTCs.

Memabonuszm

B pamcranpHOM OTHENEe TOJNCTON KHINKK MPOUCXOAWT OaKTepUaTbHOE paCIleIJICHHE HaTpUS
nukocynbdata ¢ 00pa3oBaHMEM aKTUBHOIO MeTaboauTa Ouc-(I-THAPOKCH(ESHIIT)-TTUPHIII-2-
merana (bBI'TIM), o6nanaroriero cirabuTeaIbHbIM JICHCTBUEM.

Buigeoenue

[Tocne pacmiennienuss HeOousbiioe konuuectBo BI'TIM abcopOupyercss u jajnee HpakTHUECKU
MOJTHOCTBIO CBSI3bIBACTCSI B KHINEYHOW CTEHKE M IME4YeHH ¢ (POpMHpOBaHHEM HEAKTUBHOIO
rmokyponuna. Ilocne mpuema BHYTph HaTpus nukocyibdara B no3e 10 mr (okomno 10,4 %
oOuieil 103b1) mpenapat BeiBoAUTCA ¢ Mouoit B Bujie BI TIM-rimtokyponuia uepes 48 yacos.

[Tpy mpuMeHeHWU HATpHsl MUKOCYyIb(paTa B 00jiee BBICOKUX J03aX BBIBEJICHUE €0 MOYKAMU
YMEHbIIIAETCSl.

Bzaumocsazv papmakokunemuxu / hapmaxoouHamuxu

Bpemsi  pasButus  cmaburensHOro  3ddexkTa  mpemapara  ONpEAeNseTcs  CKOPOCTHIO
BBICBOOOXKIeHUs1 akTuBHOro Merabomuta (BITIM) u cocraBmser 6-12 4acoB (B cpemHem
10 gacoB).

[Tpsimast unu oOpaTHas CBsA3b MEXIY ClIaOUTENbHBIM d()PEKTOM aKTUBHOTO METabONIHUTa U €ro
KOHIIEHTpaIiel B CBIBOPOTKE KPOBH OTCYTCTBYET.

IMoka3aHusi K NPUMeHEHHIO

B kauecTBe cnabUTENsHOrO CPEACTBA B CIASAYIONINX CIyJasiX:

. 3amop, OOYCJIOBJIICHHBIA aTOHHUEW WM THUIOTOHUEH TOJICTOM KHUIIKA (B TOM YHCIE B

IMMOXXUJIOM BO3pPaCTE, y JICIKAYNUX 6OJ'IBHBIX, IMOCJIC onepaunﬁ, IOoCJIC pOJAOB U B MICPUO T'PYAHOT'O

BCKapMIIMBaHMUs);
. 3aro0p, BbI3BAHHBIN IIPUEMOM JIEKAPCTBEHHBIX CPE/ICTB;
o JUIS PEryJIupoOBaHUsl CTyJla TNPU TEeMOpPpoOe, MPOKTUTE, aHaIbHBIX TpeuMHax (Iis

pasMATYCHHUA KOHCUCTCHIIUU I(a.]'[a);

. 3a00JIeBaHUs KEITYHOTO MY3bIps, CHUHAPOM pa3IpakeHHON KHUIIKK C MpeodiagaHueM
3aI10pOB;
o 3arop, 00yCIIOBIIEHHBIN TUCOAKTEPHO30M KHILIECUHUKA, HAPYIICHUSIMH TUCTHI.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 23.10.2023 N= 21118
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IIporuBonokazanus
o Kuieynast HeIpoXoIMMOCTb UM OOCTPYKTHUBHBIE 3a00JI€BaHUS KUILICYHUKA,
o ocTpble 3a00JIeBaHUs OPraHOB OPIOIIHOM MOJOCTU WM CUJIbHAS 00Jb B )KUBOTE, KOTOPHIE

MOI'YyT COIIPOBOXIATHCA TOIHHOTOI>'I, pBOTOfI, IOBBIIICHUEM TEMIIEpATYyphl TEJIa, BKIKOYAasd

aIlIeHIUIINT;
° OCTpBIE BOCTIAJIUTEIIbHBIE 3a00JICBaHUS KUIIICUHUKA;

° MOBBIIICHHAS YYBCTBUTEIBLHOCTh K HATPUSA NMUKOCYJIb(aTy WIM APYrMM KOMIIOHEHTaM
npenapara;

° TSDKeJast JeTHapaTaIus;,

° Ne(UIMT JIaKTa3bl, HEMEPEHOCHMMOCTh JIAKTO3bI, CHHAPOM TJIFOKO30-TaJTaKTO3HON
MajababcopOoIuu;

) JIETCKUI BO3pacT 10 4 JerT.

IIpumeHeHnne npu 6epeMEHHOCTH M B NIEPHO/ TPYIHOT0 BCKAPMJINBAHUS

bepemennocms

B Teuenue nMTENBHOrO ONbITA NMPUMEHEHUS MpernapaTra HeKelaTeldbHbIX SBJICHUHA BO BpeMs
OepeMEHHOCTH BBISBIECHO He ObU10. OAHAKO, B BUAY OTCYTCTBHUS MCCIIEOBAaHUM, MpPUMEHEHUE
HaTpus NUKOCYylb(paTa BO BpeMs OEpEMEHHOCTH PEKOMEHJOBAHO TOJBKO B CIIydasx, €CIH
NOTEHLMaJbHAs MMOJIb3a JJII MaTepu IPEBBILIAET BO3MOXHBIM pUCK A miona. B mepuop
OepeMeHHOCTH TpenapaT MOXKET ObITb NPUMEHEH TOJIBKO TII0CJI€ KOHCYNbTALUU CO
CIEUAJIACTOM.

Ilepuoo epyonoeo eckapmauganus

AKTHBHBI METaOOJIUT W €ro TJIOKYPOHHUIBl HE BBIIEIAIOTCA C TPYAHBIM MOJOKOM. Takum
o0pa3om, rpenapaT MOXET ObITh UCIIOJIb30BAH B IEPUO IPYAHOTO BCKAPMIIMBAHHUS.
DepmunbHocmo

HccnenoBanuss O BIUSHUM Tpernapata Ha (EpTUIBHOCTh HE MNpOBOAMINCH. B Xxoxe
JOKJIIMHUYECKUX HCCIEI0BaHUN TepaTOreHHbIX 3((EeKTOB Ha PErnpoayKTUBHOCTH BBISBICHO
He ObLIO.

Cnocod npuMeHeHus U 103bl

Buytps. TabieTtkn HE0oOXOAMMO 3amMBaTh JTOCTATOYHBIM KOJHMYECTBOM JKUIKOCTH (HE MEHee

MOJICTAaKaHa BOJIBI).
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PexoMeHnmyeTcs clienytoni pexuM 103UpOBaHus:

Makcumanvhasa cymounan
Bospacm Ho3uposexa
003a
Heru crapuie 10 et u
1-2 tabnetku (5-10 Mr) B CyTKM 10 mr (2 TabneTkn)
B3pOCIIbIE
Hetu 4-10 net Y/>-1 Tabnerka (2,5-5 mr) B cyTKH 5 mr (1 Tabnerka)

Pekomenayercss HaUMHATH ¢ HAUMEHbIIEH A03bl. /11 TOro yToObl JOCTUYB PETYISIPHOTO CTYIIa,
71032 MOKET IIOBBILIATHCA JO0 MaKCUMAaJbHOW pekomenayemon. He cneagyer mnpesslaTh
MaKCHMaJbHYI0O PEKOMEHJIYEMYIO CYTOYHYIO J03y. Tak Kak mpemapar HE BbI3bIBAET
MPUBBIKAHUS, 7032 MOXKET MHAWBHUIYATbHO KOPPEKTHPOBATHCS MAIIMEHTOM: J1032 MOXET OBITh
YMEHbIIIEHA B 3aBUCUMOCTH OT HWHIUBUAYAIbHBIX MOTPEOHOCTEH WM TMpemapaT MOXKET
IPUMEHSTHCS Pa30BO 110 MEPE HEOOXOAUMOCTH.

Ora nexkapcTBeHHast (hopMa HE JOJDKHA PUMEHSTHCS y IeTeld B Bo3pacte 1o 4 ner. [t naHHOU
BO3PACTHOM T'PYMIIBI MAIIEHTOB BO3MOXKHO MPUMEHEHUE HATPHUS MUKOCYIb(paTa B BHJIE Kareib.
Jns nonydyenust cnaburensHoro 3Qdexra B yTpEHHUE 4Yachl CIENyeT NMPUHUMATh Mpernapar
HaKaHyHE Ha HOYb.

Jliss BOCCTaHOBJIEHUSI €CTECTBEHHOTO pHUTMa Je(eKald Hapsay C MPUEMOM CIAOUTEIBHOTO
npenapara peKOMEHAYEeTCsl MOBBIIIEHHE (PU3NYECKOW aKTUBHOCTHU, AOCTATOYHOE MOTpediieHne
MUIIEBBIX BOJIOKOH B paruoHe (20-25 © B CyTKH), AOCTATOYHOE MOTPEOICHHUE KUAKOCTU
(He MeHee 2 JTUTPOB).

ITob6ouHoe nelicTBue

Hapywenus co cmopomnst dceny0ouno-KuueyHo2o mpakma: BO3MOXKHBI JUCKOM(OPT, TOIIHOTA,
pBOTa, Cria3Mbl U OOJM B 00JIACTH )KUBOTA, TUAPES].

Hapywenus co cmoponvl HepeHoti cucmembl: BO3MOKHBI TOJTOBOKPYKEHUE U 0OMOPOK.
["onoBokpykeHue 1 0OMOPOK, BO3HUKAIOLIME I10CIIE TpUeMa Mpenapara, Ho-BUAUMOMY, CBA3aHbI
C Ba30oBarajibHbIM OTBETOM (HampHUMep, HampsHKeHHeM INpu JedeKkaluu, clasMamMu B 00iacTu
JKUBOTA).

Hapywenus co cmopoubt uMMyHHOU cucmembvl: BO3MOXHBI PEAKIUH TOBBIIIEHHON
YyBCTBUTEIHLHOCTH.

Hapywenuss co cmoponvt Kodxcu u NOOKOMCHbIX MKAHeU: BO3MOXHBI KOXHBIE pEaKIuH,
HaIlpuMep, AHTHOHEBPOTHUUECKUH OTEK, JIEKAPCTBEHHAs ChIllb, KOKHAS ChIlb, KOKHBIN 3Y/.
Baoicno coobwams o pazeumuu HexcenamenvHvlx peakyuil ¢ yenvlo obecneduenus HenpepbieHO20
MOHUMOPUH2A OMHOWIEHUs NOJb3bl U PUCKA JleKapcmeeHHo2o npenapama. Ecau nobvie u3
VKA3AHHBIX 68 UHCMPYKYuU NnoOOuHbIX 3¢pgexmos ycyeyoaaomes, uiu Bui 3amemunu nrobdwvie

opyeue nobounvie 3¢hghekmoul, He YKA3AHHLIE 8 UHCMPYKYUU, CO0Owume 00 2MOM 6pauy.
4
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npenapama yepe3 HayuoHAIbHble CUCTEMbL COOOWEHUS O HeHCEIaMeNbHbIX PeAKYUSIX.
Ilepeno3upoBka

Cumnmombi: TpU TpUEME BBICOKMX 03 BO3MOXXHBI: JHapesi, 00€3BOKMBAaHUE, CHUKCHHE
apTepHalIbHOTO JABJICHUS, HapYIIEHHE BOJHO-3JIEKTPOJIUTHOTO OajaHca, TUMOKAIUEMUS,
CyJIOpOTH.

Kpome TOro, umMeroTcsi COOOIIEHUsT O CIIy4asX HIIEMHH MYCKYJIaTypbl TOJICTOTO KHIICYHHUKA,
CBS3aHHBIX C NMPHUEMOM J03 Iperapara, 3HAUYUTEIbHO MPEBBIMIAIOIINX PEKOMEHOBAHHbBIE IS
OOBIYHOTO JIEYSHHUSI 3a110pa.

[Ipenapar Dakcun® Tabc Kak M Apyrue clabHTeNbHBIE, TP XPOHMUYECKOH IEepeo3UpPOBKE
MOKET TPHBECTH K XPOHHUYECKOH jamapee, OOJIIX B O0OJIACTH JKHBOTA, THUITOKATHCMHH,
BTOPUYHOMY THUIEPATIbJOCTEPOHU3MY, MOYEKaMEHHOW Oone3Hu. B cBsI3W ¢ XpOHUYECKUM
3M0YNOTPEOICHUEM CIIA0UTENbHBIMI MOXET Pa3BUTHCS MOBPEXKICHHUE MOUYEHHBIX KaHAIbLIEB,
MeTa00INYECKHUI aIKalo3 U MBIIICYHAs CJ1a00CTh, CBSI3aHHAS C THITOKAIIMEMUECH.

Jleuenue: niia ymeHblleHUs a0copOLMU Mpernapara nocie npueMa BHyTPb MOKHO BBI3BaTh PBOTY
WIK TPOBECTH MPOMBIBaHHE >XKemyaka. MoxkeT moTpeOoBaThCS BOCHOJIHEHUE KHUAKOCTU U
KOppeKius OajiaHca 3JeKTPOIUTOB, a TAKXKE Ha3HAUCHUE CTIa3MOJUTHYECKHUX CPEJICTB.
B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHbIMH CPeICTBAMU

JuypeTuku WM TIOKOKOPTUKOCTEPOHIBl YBEJIMYUBAIOT PUCK HAPYIICHHS JIJIEKTPOIUTHOTO
OanaHca (TUIOKAJIMEMHUH) TIPU TIpUeMe BBICOKUX /103 TIperapaTa.

Hapymienne snekTponutHOro 6amaHca MOXKET MOBBIIIATH YYBCTBUTEIBHOCTH K CEPACYHBIM
TJIMKO3U/IaM.

CoBMecTHOE MPUMEHEHHUE TIpernapaTta 1 aHTHOMOTUKOB MOXKET CHUXKATh MOCIa0stomuid ekt
npenapara.

OcoO0ble ykazanus

Jlnst MHOTHX TMAIMEHTOB, CTPAJAIOIINX 3allOPOM, HET HEOOXOAMMOCTH B €XEIHEBHOM MPUEME
MOJIHOM JI03bI, J03a MOXET OBITh YMEHBIICHa B 3aBUCHUMOCTH OT WHIWBHAYATbHBIX
NOTPEOHOCTEH MalreHTa WU Mpenapar MOXKET MPUMEHSITHCS Pa30BO MO Mepe HEOOXOIUMOCTH.
He npumeHsaTh mpemapaT exxeAHEBHO 0e3 KOHCYIbTaluu Bpaua 6omnee 10 qHeil.

JImuTenbHBIA TIPHEM  BBICOKMX JI03 TIpemapara MOXKET MPUBOJIUTH K TOTEpe KHIKOCTH,
HapyIICHHIO OanaHca AJIEKTPOJIUTOB, TUITOKAINEMHUH.

['onoBokpykeHHe © OOMOPOKM HAOMIONANKCh Y MAIMEHTOB, MPUHUMABIIMX HATPUS
NUKOCYIb(GaT. AHaAIN3 MOKa3al, YTO TH CIy4daW CBSI3aHBI C OOMOPOKOM IpH Aedexaruu (Huiu

00MOpPOKOM, BBI3BaHHBIM HANpsKEHUEM IMpHU jAedexariu), Wik ¢ Ba3oBarajbHbIM OTBETOM Ha
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MIPUEMOM TIpernapara.

Bcnomocamenvhuvie sewecmea

B omnoit Tabnerke (5 mr) copepxkurcsa 71,0 Mr nakto3sl. B MakcMMalbHOW pEKOMEHI0BAaHHOMN
CYTOYHOM J103€ ISl JIeYeHHs B3pociblx M jAered crapme 10 ner m mna nerert 4-10 ser
coaepxutcs 142,0 mr u 71,0 Mr 1aKTO3b COOTBETCTBEHHO.

Hetu crapiie 4 neT A0MKHBI MPUHUMATD MpernapaT TOJAbKO M0 Ha3HAYEHUIO Bpaya.

Biusinue Ha ClIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPeCTBAMM, MEXaHU3MAMHU
CrieunanbHbIX KIMHUYECKHX HCCIEAOBAaHUN BIMSHUS Tperapara Ha CHOCOOHOCTh YIPAaBISATH
aBTOTPAHCIIOPTOM WM paboTaTh C MeXaHW3MaMH He TmpoBoauiiock. Hecmorpss Ha 93TO,
MalyeHTaM CcleayeT cooOIaTh, YTO y HUX BCJIEICTBHE Ba30BarajbHON peakiuu (TO €CTh, BO
BpeMsl Cla3Ma KHUIIEYHUKA) MOTYT BO3HUKATh TOJIOBOKpYXeHHEe u/uiu oOMopok. Ecmu y
MAIMEHTOB BO3HUKAET CIa3M KHILIEYHHKA, OHHM JOJDKHBI HM30eraTh MOTEHIIMAIBHO OIACHBIX
BUJIOB JICSITEILHOCTH, B TOM YHCJI€ BOXKICHUS aBTOTPAHCIIOPTA WIIH YIIPaBJICHUS MEXaHU3MaMH.
®opMa BbINIYCKa

TabneTku, 5 mr.

[To 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YMAKOBKY M3 IJICHKH MOJMBUHUIXJIOPUIHOU U
(boJIbru aMIOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

2, 3, 5 KOHTYPHBIX SYEMKOBBIX YIMakoBOK 1Mo 10 TabieToOK ¢ MHCTPYKIUEW MO MPUMEHEHHUIO
MOMEIIAIOT B AYKy U3 KapTOHA JUISI MOTPEOUTENHLCKON Taphl.

YciaoBus XxpaHeHus

B opurunanbHOl ynakoBke (KOHTYpHasl siu€lKOBas yIakoBKa B TayKe) NpHU TeMIeparype
He BoIre 30 °C.

XpaHUTh B HEIOCTYITHOM JUJIsI IETEH MecCTe.

Cpoxk rognocTu

3 rona.

He mpumeHsTh 10 UCTEYEHHH CPOKA TOTHOCTH.

YcaoBus ornycka

OtnyckaroT 6e3 perenra.

IIpousBoaurenn

Axmmonepaoe obmectBo «lIponsBoacTBeHHas (apmareBTuueckass kommanuss OOHOBIEHUEY,
Poccus.

Adpec mecma npouszsoocmea

Hosocubupckas 061., HoBocubupck, yiu. Crannuonnas, 1. 80.
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OT norpeduresen

Bnaoeney pecucmpayuonnozo yoocmoseperus

Axkuuonepaoe odmectBo «lIpousBonctBenHas (apmaneBTuueckass kommnaHusi OOGHOBIICHUE,
Poccus.

KOpuanaeckuii aapec: 633621, HoBocuOupckas o061., Cy3yHckuid paiioH, pr. Cy3yH,
yi1. Komuccapa 3sTpkoBa, 1. 18.

Ten./dpakc: 8 (800) 200-09-95.

Wurepuer: www.pfk-obnovlenie.ru

Opeanuzayus, npunuMarowas npemeH3uy om nompeoumerneti

Axmmoneproe obmectBo «I[Ipom3BojacTBeHHas (apmareBTudeckas komranus OOHOBICHHEY,
Poccus.

630096, r. HoBocubupck, yn. Ctaniuonsnas, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru



