COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.07.2026 N2 13741
(NCCNEOOBATENEHOCTE 0008)

OBLIAS XAPAKTEPUCTHUKA J1

1. HAMUMEHOBAHMHME JIEKAPCTBEHHOI'O IIPEITAPATA

BousbTapen, 25 Mr, Cynnmo3uTOpyun peKTaabHbIE.
BousbTapen, 50 Mr, cynnmo3uTopun peKTajabHbIE.

BonsTapen, 100 Mr, cynno3uropun peKTajbHbIE.

2. KAUYECTBEHHBIA M1 KOJJMYECTBEHHbBII COCTAB

JlelicTByrol1ee BELECTBO — AUKIO(EHAK.

1 cynno3utopuii peKTanbHbIi (25 M) COAEPKUT 25 MI' TUKIIOpEHAK HATpUs;

1 cynno3uropuii pexranbubii (50 Mr) conepxut 50 Mr 1ukiIopeHaK HaTpus;

1 cynnosurtopuii pextanbhblil (100 mr) cogepxut 100 Mr nukinodeHax HaTpusl.

ITonubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Cynno3uropuu peKTaibHbIE.
Ot Genoro 10 Genoro ¢ KeNITOBATHIM OTTEHKOM I[BETa TOPIEeA000pa3Hoi (OpMBI CYNIO3UTOPUU

C IJ1aJIKOM WJIM cJIeTKa HEPOBHOM MOBEPXHOCTHIO, CO CIIA0BIM XapaKTEPHBIM 3aIIaXOM.

4. KJIIMHUYECKHUE JAHHBIE

4.1 TIloka3aHusi K NPUMEHEHHIO

[Ipenapat BosibTapeH nokasan K NPUMEHEHHIO Y B3pOCIbIX (JUIs J03UpoBoK 25 mr, 50 mr u 100
MT'), IIeTeil B Bo3pacTe oT 6 1o 14 net (ans qo3upoBKH 25 MT), MOAPOCTKOB B Bo3pacTe oT 14 1o
18 net (s 703upoBOK 25 mr u 50 mr) npu:

e BocnanurenbHble U JereHepaTUBHbIE 3a00JIEBaHUsI OMOPHO-/IBUTATENILHOTO ammapara, B
TOM UUCIIE:

- PEBMaTOWIHBI}, FOBEHWJIbHBIN XPOHUYECKU apTPHT;

- AHKWJIO3UPYIOIIMM CIIOHUIIUT U IPYTHE CIIOHAMIOAPTPONIATHH;
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- OCTE0apTPO3;

- IOAArPUYECKUN apTPUT;

- OypcHT, TeHJJOBarMHUT.

e bojeBble CHHAPOMBI CO CTOPOHBI IO3BOHOYHMKA (JIFOMOAro, HIMHAITHS, OCCAITHA,
HEBpaJITUsl, MUAJITUSL, apTPAIITUs, PAAUKYJIUT).

e [locTTpaBMaTHYECKH M TOCIICONEPAIIMOHHBIA O0JICBOW CHHIAPOM, COIPOBOKIAIOIIUNACS
BOCIAJICHUEM, HAIIpUMEP B CTOMATOJIOTMU U OPTOIIEIUU.

e  ABroaucMeHopes; BOCIAINTENbHbIE IPOLIECCH B MAJIOM Ta3y, B TOM YHCJIE aJIHEKCHT.

e [Ipucrynsl MurpeHu.

e HHupexkunonno-pocnanutensHbie 3a0oneBanus JIOP opraHoB ¢ BbIpa)k€HHBIM OOJIEBBIM
CHUH/IPOMOM (B COCTaBE€ KOMIUIEKCHOM Tepanuu): (papuHIuT, TOH3WUIUT, OTUT.

N3onupoBanHas Inxopajika He sBJsSETCs MOKa3aHUEM K IPUMEHEHUIO Ipernapara.

[Ipenapat npeaHa3HavyeH A1 CUMIITOMAaTHYECKOM Tepanuu, yMEHbLICHUs 00JIM U BOCHAJICHHS

Ha MOMCHT IIPpUMCHCHUS, Ha IIPOIrPECCUPOBAHHUC 3a0071€BaHUs HE BIIUAET.

4.2 Pexum 103MpOBaHMSA U CTIOCO0 MPUMEHEHUs!

Pexxum 103UpoOBaHUS.

Jlo3a npenapata 1noaOupaeTcs WHAUBUIYAIbHO, IPU 3TOM C LIEJIbI0 CHUKEHUS PUCKA PAa3BUTHUS
MOOOYHBIX 3(PPEKTOB PEKOMEHIYETCS NPHUMEHEHWE MUHUMaIbHON 3((EKTUBHON 03Bl IO
BO3MO>XHOCTH C MAaKCUMaJIbHO KOPOTKUM IEPUOJIOM JICUEHHUSI, B COOTBETCTBUH C LIEJIbIO JI€UEHUS
U COCTOSIHUEM ITallEHTA.

Pexomennyemass HavanbHasg ngo3a - 100-150 wmr/cyr. B OTHOCHTENBbHO JIETKHX Cllydasix
3a0051€eBaHus, a TAKXKE JIJIS ITTUTEIHLHOM Tepanuu ObIBaeT OOBIYHO 10CTaTOUYHO 75-100 MT B CyTKH.
CyTouHYI0 103y CIeAyeT pa3JenuTh Ha HECKOJIBKO MpUeMOoB. J[Jist 00sierdyeHust HOuHOM 00U Win
YTPEHHEN CKOBAaHHOCTH Ipenapar BoabTapeH NPUMEHSIOT B CYNIIO3UTOPHUAX PEKTAIBHBIX MEPE]
CHOM, B JIONIOJHEHHE K NMPUMEHEHUIO MpernapaTa B BUAE TaOJETOK B TEUEHUE JTHS; MPH ITOM
CyMMapHO CyTOYHas 103a He JOJKHA npeBnlmath 150 mr.

[Ipn nepeuunoii Ooucmenopee CyTOUHYIO 1103y TNOAOUPAIOT WHIMBUIYaJIbHO, OOBIYHO OHA
cocrapisieT 50-150 mr. Havanpnaas mo3a gomkHa coctaBisath 50-100 mMr; mpu HEOOXOAMMOCTH B
TE€UEHUE HECKOJIbKMX MEHCTPYaJbHBIX IUKJIOB €€ MOXXHO MOBBICUTH a0 150 mr/cyt. Jleuenue

CJICAYCT HAYUWHATH IIPpU MOSABJICHUHU TICPBBIX CHUMIITOMOB. B 3aBucuMocTH OT JUHAMHUKHU
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KJIIMHUYECKUX CUMIITOMOB JICYEHHE MOXHO IPOA0KATE B TCICHITC HCCKOTBKITX TTHCI:

[Ipu npucmyne mucpenu HadanpHas no3a cocrapiser 100 mr. [IpenapaT npuMeHSIOT IpU HEPBHIX
CUMITOMAax MpHOIIKAOIErocs mpuctymna. lIpu HEOOXOAMMOCTH B TOT K€ J€Hb MOXKHO
JOTIOJTHUTEIBHO MPUMEHUTh Tpenapar BoibTapeH B PEKTaIbHBIX CYNIO3UTOPHUSAX B J103€ /O
100 mr. IIpu HEOOXOAMMOCTH MPOJOJDKEHUS JICUCHUS B MOCIEAYIOLIUE THU CYTOYHas 1032
npenapara He JI0JDKHA MpeBbImath 150 Mr (B HECKOIBKO BBEICHH).

Oco0ble rpynibl MalueHTOB.

Jluya noscunoeo sospacma (> 65 1em)

Koppekiiny Ha4yaabHOW 03Bl y MAIMEHTOB B BO3pacTe 65 JeT W CTapile, Kak MpaBUiio, HE
tpeOyercsi. OmHako, UCXOIs W3 OOIIMX MEIUIIMHCKAX COOOpaXCHUH, CIeIyeT COOJI0IATh
OCTOPOYXKHOCTh Y OCJTA0JICHHBIX MMOKUIIBIX TAIIMEHTOB WK MAIIUEHTOB C HU3KOW Maccoi Tela.

Hayuenmor ¢ 3a001e8aHUIMU cep()ewo—cocy()ucmoﬁ cucmemysl  Ujiu  6bICOKUM — PUCKOM

3a004e6aHUN CePOCYHO-COCYOUCNOU CUCTEMbL

Cnenyer ¢ 0co00il OCTOPOXKHOCTBIO MPHUMEHATH Mpenapar y MNalHeHTOB ¢ 3a00JeBaHUSMU
CepJICYHO-COCYIUCTOM CHUCTEMBI WM BBICOKHM PHCKOM pa3BUTHs 3a00JICBAaHUU CeplIeIHO-
cocymuctoii cuctemsl. [Ipu HeoOXomuMOCTH JuMTeNnbHOU Tepamuu (Oojee 4 Henenb) y TaKuX
MalKUEHTOB CIEAYET IPUMEHSTD MpenapaT B CyTOYHOM J103€, He nmpeBbiiatomieit 100 mr.

HauueHrnbl C NOYeYHOoU HedoCmMAamo4HoCbIO

Her naHHBIX 0 HEOOXOIMMOCTH KOPPEKIHHU J03bI TPU MPUMEHEHUH TpenapaTa y HalHeHTOB C
HapyIIeHUSIMA (QYHKIMM TIOYEK B CBS3M C OTCYTCTBHEM HCCIEJOBAaHUN OE30MaCHOCTH
IPUMEHEHMs Tpernapara y NallMeHTOB JJaHHOM kateropuu. CiemyeT coOoJaTh OCTOPOKHOCTD
NpY IPUMEHEHUH MTpernapaTa y NalueHToB ¢ HapylleHHeM (yHKIMU TTOYeK.

[Ipumenenue mnpenapara y HanUMeHTOB ¢ mnodeyHo HepoctaTtoyHocThio (CK® wmenee 15
mi1/muH/1,73M?), IPOTUBOMOKA3AHO.

HauueHrnbl C NeYyeHoYHoU HedOCMamo4HOCbIO

Het nanHHBIX 0 HEOOXOIMMOCTH KOPPEKLMHU J03bI MPU NPUMEHEHUU NpenapaTa y HalMeHTOB C
HapyueHus MU QYHKIUN TE€UYEeHU JIETKOW M CPeHEH CTEeNEeHU TSKECTH B CBSI3U C OTCYTCTBUEM
uccieoBaHui 0e30MacHOCTH MPUMEHEHUS Ipernapara y JaHHOW KaTeropuu MalyueHToB.

[IpumeHeHue mpenapara y MalUEHTOB C HapyIIEHUSAMH (YHKIMU MEYEHU TSKEIOW CTEeNeHHU

MMPOTHUBOIIOKA3aHO.
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eTH
Pexomenayemas no3a npenapara BosbrapeH Cynmo3uTopuu y IeTei B BO3pacTe OT 6 JIET U cTaplie
Ha JaHHBIA MOMEHT cocTaBJsieT 0,5 - 2 MI/KT Macchl TeJia B CyTKH (CYTOYHYIO 103y, B 3aBUCUMOCTH
OT TSDKECTH MPOSIBJIICHUH 3a00JIeBaHMsI, CIICYET pa3IeuTh Ha 2-3 pa3oBbie 103b1). [1o moka3zaHuio
IOBCHWJIBHBIH PEBMATOUIHBIN apTPUT Yy IETEH B BO3pACTE OT 6 JICT M CTapIle CYTOYHAsS 10332 MOKET
OBITh MAaKCUMAIILHO yBEIIMYEHA JI0 3 MI/KT (B HECKOJIBKO BBEICHHMIT). MakcUMalbHasi CyTOYHAS
no3a — 150 Mr He 10KHA OBITH MPEBBIIICHA.

Cooco0 nmpuMeHeHust

Cynno3utopuu HeoOX0IUMO BBOJUTH B MPSAMYIO KUIIKY. PekoMeHayeTcsl MpUMEHSITh npenapar

IIOCJIC OIIOPOKHCHUA KHIICYHUKA.

4.3 IIpornBONOKa3aHUA

e OO6ocTpeHue A3BEHHOM 00JIE3HU JKeNlyAKa U JBEHAIATUIIEPCTHON KUIIKH, KPOBOTEUCHMS
13 opraHoB xenygouHo-kumeyHoro tpakta (KKT), nepgpopanus opranos XKXKT.

e [ 'unepyyBCTBUTENIBHOCTh K AUKIOPEHAKY WIN K JTIOOOMY U3 BCIIOMOTaTeIbHbBIX BEIIECTB,
MEepPEUYNCIICHHBIX B pazjeine 6.1.

e bepemenHoCTh B cpoke Oonee 20 Heemb.

e Kak u apyrue HIIBII (HecteponnHble IpOTUBOBOCTIATUTENbHBIE ITPENapathl), Mpenapar
BosbTapeH npoTrBOnoka3aH MalyueHTaM ¢ MOJTHBIM WM HEMOJHBIM COYETaHHEM OpOHXHATbHON
acTMbl, AaHTMOHEBPOTHYECKOI'O OTEKa, KPaNMWBHHUIBL, OCTPOr0 pPHUHUTA, PELUIUBUPYIOIIETO
MIOJIUII03a HOCA MJIM OKOJIOHOCOBBIX Ma3yX M HEMEPEHOCHUMOCTH alleTHIICATULUIOBON KHCIOTHI
WM IPYTUX HECTEPOUIHBIX TPOTUBOBOCTIAIUTENBHBIX MIPENApaTOB (B TOM YHCIIE B aHAMHE3E).

e Hapymenue (yHKIMM TMEUYEHHU TOKENON CTeneHW, mouyedyHas HemaocTtarodHocTh (CKD
Menee 15 mi/mun/1,73Mm?), Xponuueckas cepednas HepoctatodnocTsb (II-IV QyHKIHMOHANBHBII
kiacce no kinaccupukanuu NYHA).

e KimHMYeCcKH MOATBEPXKACHHAS HIlleMUyeckasi 00JIe3Hb cepaLa.

e 3aboneBaHus nepupepUIecKux apTepuil U COCyI0B FOJIOBHOTO MO3Ta.

e HekonTponupyemas apTepuaibHasi THIEPTEH3HUSL.

e CocTrosiHUS, COIPOBOXKIAIOLINECS] PUCKOM Pa3BUTHS KPOBOTEUEHUH.

e [loaTBepkneHHas TUIIEPKATHEMUSI.

¢ AOpPTOKOpOHAapHOE IIYHTUPOBaHHE (IIEPUOIIEPALIMOHHBIN IEPUONT).
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e BocnanutenbHble 3a00JI€BaHMS KUIIICUHUKT (O0IC3Hb Kpuua, ST3BCHHBIIN KOIINAT) B Cpasc
obocTpeHwusl.

e AxTHBHBIC 3200JI€BaHUS ITCUYCHHU.

e [IpokTturt.

e Ilepuon rpyaHOro BCKapMIIMBaHUA.

e He pexomeH10BaHO NPUMEHEHUE CYNIO3UTOPUEB B J03€ 25 MI y JieTell B BO3pacTe A0

6 net, 50 mr y gereit B Bo3pacte 10 14 nert, B 1o3e 100 mr — y gereit 1o 18 ner.

4.4 OcoOble ykazaHusi U MepPbl PEI0CTOPOKHOCTH NIPH PUMEHEHU U

C 0CTOPOKHOCTBIO

Ocobvle  ykasamus, obwue Ol CUCEMHbIX HECMEPOUOHBIX  NPOMUBOBOCNANUMENbHBIX
npenapamos.

[Ipu npumMeHeHNH HECTEPOUAHBIX MPOTUBOBOCTIANUTENbHBIX NpenapaToB (HIIBII), ne3aBucumo
OT TOTO, SIBIISIFOTCSL OHU CEeNeKTUBHBIMU uHruouropamu L{OI'-2 unu Het, B m000€ BpeMsl MOTYT
BO3HUKHYTH SI3BBI JKEITYJOYHO-KMIIEYHOTO TPAKTa, KPOBOTEUECHHE WM Nepdoparusi Jaxe MpH
OTCYTCTBUM CHMIITOMOB-TIPEJABECTHUKOB WJIM OTSATOLIEHHOIO0 aHaMHe3a. UTOObl CHU3UTH PHUCK
JAHHBIX OCJOXXHEHWH, Mpemnapar cieayeT NMPUMEHSATh B HauMeHbIIeld 3()QexTUBHONU 03¢ B
TE€YEHHE MUHUMAIBHOTO CPOKA JICUEHUSI.

B xoze nnanebo-KOHTPOIUPYEMBIX HUCCIETOBAaHUI NIPU NMPUMEHEHUH HEKOTOPBIX CEJIEKTUBHBIX
uHruouTopoB LIOI'-2 ObL1 BBISBIEH MOBBIIEHHBIH PUCK TPOMOOTHUECKUX CEPAEUHO-COCYTUCTBIX
U 11epeOpOBaCKYJISIPHBIX OCIIOKHEHHMH. B HacTosiIiee BpeMsi He U3BECTHO, KOPPEIUPYET JIU 3TOT
PHUCK HanpsAMYIO ¢ ceneKTUBHOCThIO 0TnenbHbIX HIIBII B otHOmEeHNn LIOI'-1/110OI"-2. TTockonbKy
COIIOCTaBUMBbIE JJaHHBIE KIIMHUYECKUX HUCCIIEIOBAaHUI ATUTEIBHOIO NPUMEHEHUS TUKIOo(eHaKka B
MAaKCUMaJIbHOM J103€ OTCYTCTBYIOT, BO3MOKHOCTb CXOJHOTO IIOBBIIICHHS PUCKA HCKIIOYHTH
Heunb3s. J{o Tex mop, moka Takue JaHHbIe He OYIyT MOJTyYeHbl, Iepel IPUMEHEHUEM JUKIopeHaKa
y TalMeHTOB C KJIMHUYECKU IMOATBEPXIACHHOW MIIEeMHUYECKON 0OJEe3HBbIO CepAlla, HapylleHHeM
MO3TOBOTO KpOBOOOpAIEHHS, OKKIIO3MOHHBIM 3a00jeBaHHeM Nepudepudeckux apTepuidl wiu
3HAYUMBIMU (pakTOpamMH pucka (HampuMmep, apTepHabHON TMIEpTEeH3UEW, THIepIIUINIEeMueH,
caxapHbIM JuabeToM, KypEeHHEM) CIEeIyeT IMPOBOJIUTH TIIATEIbHYIO OLIEHKY COOTHOILIEHUS
IOJIb3bl M pHUCKA. BcrencTBue yka3aHHOIO pHCKa Ipenapar TakkKe CleAyeT NpPHUMEHSATh B

HauMeHbIIEH B(I)(beKTI/IBHOI\/II A03¢€ B TCUCHHUC MUHHUMAJIbHOT'O CPOKa JICUCHU .
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K moueunsim 3dpdexkram HIIBII oTHOCAT 3anipRERy—KMAKOCTI—C—PasBUTICM —OTCKA I/ 7T
apTepuaNbHON TUrnepTeH3uu. [lo 3Tol mnpuuMHE AMKIOPEHAK CIEAYeT C OCTOPOIKHOCTHIO
MPUMEHSTh Yy TMAlMEHTOB C CEPJACYHON HEAOCTATOYHOCTHIO WM JPYTUMHU 3a00JIEBAHUSMU C
MOBBIIICHHBIM PUCKOM  3aJepXKKHU JKUAKOCTH. [Ipemapar Takke Clemyer Ha3HadaTh C
OCTOPOXKHOCTBIO TMAIUCHTaM, KOTOPbIE MPHUHUMAIOT TUYPETUKUA WU UHTHOMTOpHI AIID wmmm
MUMEIOT MOBBIICHHBIA PUCK THIIOBOJICMHH.

Bonee cepbe3Hbie MOCHENCTBUS OOBIYHO BO3HUKAIOT Yy TOXKWIBIX Jtofei. Eciau y marueHToB,
MPUHAMAOIINUX BonabTapeH, BO3HHUKACT KEIyJIOYHO-KUIICYHOE KPOBOTCUCHHE WM $3Ba,
JICKapCTBEHHBIH Mperapar clieAyeT OTMEHHUTb.

HapynieHus co CTOPOHBI KEIYI0YHO-KMILIEYHOT'O TpaKTa

[Ipu npumenenmn mnpenapata Boaprapen u apyrux HIIBII nHeobxomumo colOmonath
OCTOPOXXHOCTh M THIATEJIBHO  HAONIOJaTh MAIMEeHTOB C  CHMITOMaMH/TIPH3HAKaMH,
yKa3plBaloUMH Ha mnopaxenus/3a0oneBanus JKKT, unm ¢ aHaMHECTMUECKMMM JaHHBIMU,
MIO3BOJISIFOIIMMH 3aII0I03PUTh A3BEHHOE MOPaKEHUE JKEIyJKa WIA KHLIEYHUKA, KPOBOTEUYECHUE
wi nepdopanuto; y nanueHToB ¢ mHpekmueirr Helicobacter pylori B anamHese, sS3BCHHBIM
KomutoM, Oonesnpto KpoHa, ¢ HapymeHneM (QyHKIUHM MEYEHH B aHAMHE3E, W Y TAlHUEHTOB C
KajmobamM, MO3BOJLIIOMUME 3arnono3puth 3aboneBanuss JXKKT. Puck pasButus sxemymodHo-
KHMILIEYHOIO KpOBOTEUEHHUs Bo3pacTaeT npu ysenumdeHuu n03bl HIIBII wmnam npu Hamumumn
SI3BEHHOT'0 MOPa)KEeHUsI B aHaMHe3€, 0COOEHHO KPOBOTEUEHHH U nepdopalinu S3Bbl U 'y TOKUIBIX
MTallMEeHTOB.

ITpuem HIIBII, Bkimtovas AukiIopeHak, MOXKET ObITh CBS3aH C MOBBIIIEHHBIM PUCKOM NPOTEUKH
aHacTOMO3a, PACIIOJIOKEHHOIO B JKEIyJOYHO-KHIIEYHOM Tpakre. [Ipu mpumeHeHnn mpemnapara
BonprapeH mnocime OnepaTMBHOIO  BMEIIATENBCTBA HA  JKEJIYJOYHO-KHUIIEYHOM  TPAKTE
PEKOMEHIyeTCsl TIIATENIbHOE METUIIMHCKOE HAOII0I€HUE U OCTOPOKHOCTD.

Crnenyer cobOmogaTb 0COOYyI0 OCTOPOKHOCTh IpU TNPUMEHEHUHW mpenapara BosbrapeH y
MAlMEHTOB, TOJYYaIOLUX I[penapaTsl, YBEIWYMBAIOIIME PUCK  IKEITYAOYHO-KHIIEUHBIX
KPOBOTEUEHHI: CHUCTEMHBIE TJIIOKOKOPTUKOCTEpOUAbl (B TOM UHCJIE€ IPEIHU3O0JIOH),
AHTUKOAryJHThl (B TOM uMcie BapdapuH), aHTUArperantbl (B TOM 4YHCIE KIONUAOTpEN,
alleTWICAIMIIMIIOBAs KMCIIOTA) WK CEeJIEKTUBHbIE MHTHOUTOPBI OOpaTHOI O 3aXBaTa CEPOTOHMHA (B

TOM YHUCJIC NUTAJIOIIPaM, (I)J'IYOKCCTI/IH, ITapOKCETHH, CepraJ'II/IH).
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KoskHble peakimn

Takue cepbe3Hble AEPMATOIIOTMYECKUE PEAKIMM KaK SKC(HOJMATUBHBIA NEpPMaTUT, CHHAPOM
CruBenca-J[>koHCOHA, TOKCHYECKUM HMUACPMAIIbHBIA HEKPOJIU3, B HEKOTOPBIX CIydasX CO
CMEpTEIbHBIM UCXOJIOM, a TaKXKe TeHepalin30BaHHas OyJuie3Has (GUKCHPOBAHHAS JICKAPCTBECHHAS
Chlllb Ha ()OHE NMPUMEHEHUs IUKIO(eHaKa OTMEYaluCh O4eHb peako. Hambonbuime puck u
4acTOTa pa3BUTHUS TSHKEIIBIX IEPMATONIOIMYECKUX PEAKIUN OTMEYAIIUCH B IIEPBBIA MECSL] JICUCHUS
muknopenakoM. [lpu pa3BUTHM y TanUeHTa, MOJYYaroIIero JIEKAPCTBEHHBIM MpenapaT
BonbrapeH, nepBbIX MPU3HAKOB KOXXHOM CHINHU, TOPAKEHHS CIU3UCTBIX 000JI0YEK WM JPYTUX
CUMIITOMOB THIIEPYYBCTBUTEIBHOCTH IIpENapar cieyeT OTMEHHUTD.

B penkux ciaywasx mpu NPUMEHEHUM JIEKapCTBEHHBIN Ipenapara BoabTapeH, Kak U Ipyrux
HIIBII, BO3MOXHO pa3BUTHE aHA(PHIAKTHUECKUX/aHA(DWIAKTOUTHBIX PEAKIMi Yy MaIMeHTOB,
paHee He MOJyYaBIIUX TUKIO(EHaK.

Hapymienue (bVHKHI/II/I INICYCHHU

OcTOpoKHOCTh HEOOXOAMMa NpH NPUMEHEHWU TMpenapata BonbTapeH y MalMEHTOB C
HapymeHneM (QyHKIH NIEYeHH JIETKON M CPEeTHEH CTENeHH, a TAaKXKe Y MAlMEeHTOB C IIEYCHOYHOM
nopdupuel, Tak Kak nmpenapaT MO>KeT IPOBOIUPOBATH MPUCTYIIBI TOPHUPHH.

HapyiieHnst co CTOpOHBI AbIXaTeIbHON CHCTEMBI

Crnenyer ¢ OCTOPOXHOCTBIO IMPHUMEHSATh Mpenapar y MAlHeHTOB ¢ OpOHXMAJIbHOW acTMOM,
CE30HHBIM AJJIEPTUYECKUM PUHUTOM, OTEKOM CIM3UCTON 00O0JIOUKM HOCOBOW MOJIOCTH (B TOM
YHCJI€ C HOCOBBIMHU IOJIUIIAMU ), XPOHUUECKON 0OCTPYKTUBHOM OOJIE3HBIO JIETKUX, XPOHUUECKUMU
MHQPEKIMOHHBIMU 3a00JIEBaHUSMH  JIbIXaTeIbHBIX MyTel (OCOOEHHO AacCOLMHPOBAHHBIMHU C
aJJIeprUYeCKMMU PUHUTONOJOOHBIMU CUMIITOMAMH).

HapyIiueHns co CTOPOHBI CePACUYHO-COCYAUCTON CUCTEMBI

Ocobast  OCTOPOKHOCTH TpeOyeTcsl MpU JICUCHUH TAlMEHTOB C CEPJCYHO-COCYAUCTHIMU
3a00/IeBaHUSAMU, HAPYIICHUSAMH (YHKIMM TIOYEK, BKIIOYAs XPOHHUYECKYIO MOYEHHYIO
HegocratouyHocTh (CK® 15-60 mu/Mun/1,73M2), AMcTunuaeMUel/ TAIEPIUTHASMUEH, CaXapHBIM
nuabeToM, apTepHATbHON THMNEPTEH3WEH, PH JICYCHUH KYpSIIIUX MAlMeHTOB WM IAaIlMeHTOB,
3JI0yTOTPEOIISIFONTNX ATKOTOJIEM, TIPH JICYCHHUH TTOKIIIBIX TAIMEHTOB, MAlEHTOB, MOIYJYarOTuX
TUYPETHKU WIA JPyrHUe TMpemnapaThl, BIAUSIONINE Ha (QYHKIHUIO MOYEK, a TaKXKE MAIEHTOB CO
3HAYUTENBHBIM yMEHbIIeHHeM o0bema mupkymupyoomeid kpou (OLK) mroboi aTHONOTHH,

HAImpuMEpP B MIEPHUOALI 10 U ITOCIIE MACCUBHBIX XUPYPIrui4€CKUX BMCIIATCIIBCTB.



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.07.2026 N2 13741
(NCCNEOOBATENEHOCTE 0008)

T'emocTas
CrnemyeT ¢ 0CTOPOKHOCTBIO IPUMEHSTH ITpernapaT BoibTapeH y manueHToB ¢ AeeKTaMu CUCTEMBI
reMocTasa.

Bospact > 65 ner

Crnenyer coOnrofaTh OCTOPOXKHOCTh IMpH NpPUMEHEHUH Ipernapata BonbTapeH y manueHTOB
MIOKUJIOTO BO3pacTa. TO 0COOEHHO aKTyaJbHO ISl OCIA0IEHHBIX MM UMEIOUINX HU3KYIO MacCy
TeJa NOKUJIBIX JIOJEHN — y MallMEeHTOB JaHHOW KaTeropuy peKOMEHIyeTcs IPUMEHATh IIperapar B

MUHHMaJIbHOU 3D PEKTUBHON J103€.

4.5 B3aumogeiicTBMe C JAPYIrHMH JIEKADCTBEHHBIMHM MpenapataMu H JApyrue BH/bI
B3aUMO/IeHCTBUA

Bsaumonericteue ¢ yyactueM uaruouropos nzodpepmenta CYP2C9

Crnenyer coOmromaTe OCTOPOKHOCTH TIPHM  OJHOBPEMEHHOM NpPHUMEHEHHMH JUKIO(eHaKa u
uHrnOouTOpoB M30depmenta CYP2CY (Taknx Kak BOPUKOHA30]) U3-3a BO3MOYKHOTO YBEITHUCHHUS
KOHIIEHTPALUU TUKIO(EeHaKa B CBIBOPOTKE KPOBHU U €r0 3KCIIO3ULHH.

BzanMoielicTBHE C JIMTHEM, TUTOKCHHOM

I[I/IKJ'IO(l)eHaK MOJKECT MOBBIIIATb COACPKAHUEC JIMTHA U KOHICHTPAIIUIO AUT'OKCHHA B IJIa3ME KPOBHU.
PGKOMGHI[yeTCSI KOHTPOJIb COACPIKAHUS JINTUA N1 KOHOCHTPAINH IUTOKCHUHA B CBIBOPOTKE KPOBHU.

BzauMonencTBHe ¢ IMYPETUYSCKUMH U THIIOTEH3UBHBIMU CPEICTBAMU

IIpy OIHOBPEMEHHOM NPUMEHEHHUU C JUYypPEeTUKAaMHU M TUIIOTCH3UBHBIMHM IIpenaparaMmu
(mampumep,  Oera-azpeHOONOKATOpaMH,  HHTUOMTOpaMHM  AQHTMOTEH3MH-IPEBPAIIAIOIIEr0o
¢depmenta — AII®) nukiodeHak MOXKET CHMXKAaTh UX THIIOTEH3MBHOE nelcTBHe. B cBs3u ¢
BBIIIECKA3aHHBIM Yy MAallMEHTOB, OCOOEHHO TMOXXWUJIOrO BO3pacTa, IMpPH OJHOBPEMEHHOM
IPUMEHEHUH JUKIO(peHaka U AUYPETUKOB WJINM THIIOTEH3MBHBIX CPEJCTB CIEAYET PEryJIspHO
U3MepATh aprepuanbHoe napieHue (AJl), KOHTpoaupoBaTh (GYHKIMIO IOYEK U CTENEHb
ruapaTanuu (BCieICTBUE MOBBIIEHHS pUCKa HE(YPOTOKCUIHOCTH).

BzauMoieiicTBHE ¢ ITUKIOCOOPHHOM M TAKPOJINMYCOM

Bnusnue nauknodeHaka Ha aKTUBHOCTh IPOCTAIVIAHAMHOB B IOYKAaX MOXET YCHUJIMBATh
HEe(POTOKCUYHOCTh ULUKIOCIIOPUHA M TakpoiuMmyca. B cBs3u ¢ BbIIIECKa3aHHBIM 1032

)II/IKJ'IO(beHaKa Y NaUCHTOB, MOJYYArOIUX HUKIOCIIOPUH HIIW TAKPOJIUMYC, NOJIKHA OBITh HUXCE,
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4YEM Yy MaMECHTOB, HEC IMOJIYyYaroluX YKAa3aHHBIC IITPCHapaTsr:

BzamMojielicTBHE ¢ IpenapaTaMy, CIIOCOOHBLIMH BEI3BIBATH TUIICPKAJINEMUTIO

OnHOBpeMEHHOE TpUMEHEHHE JUKIOpeHaka C KaIui-cOeperarolmuMu  JHypeTUKaMHU,
UKJIOCTIOPHHOM, TaKpPOJIMMYCOM W TPUMETONPUMOM MOXKET TMPHBECTH K TOBBIIICHHIO
CoZIepKaHMs KaJus B IUIa3Me KPOBH, (B CIIydae TAKOTO OJHOBPEMEHHOTO NPUMEHEHHUS JaHHBIHA
MI0Ka3aTelb CIEAyeT YaCTO KOHTPOJIUPOBATH).

B3aHMO[[eI>'ICTBI/IC C aHTI/I6aKTeDI/IaJIBHBIMI/I CpC€ACTBAMH - IPOMU3BOAHBIC XMHOJIOHA

HwmeroTcss  oThenbHBIE COOOIIEHUS O pa3BUTHH CYJOPOr Y IALMEHTOB, MOJy4YaBIIUX
OJTHOBPEMEHHO ITPOU3BO/IHbIE XMHOJIOHA U TUKIIO(EHAaK.

Bsanmonerictsue ¢ HIIBII u IITIOKOKOPTUKOCTEPONAMHU

OnHOBpEeMEHHOE CHCTEMHOE MpHMEHeHHe aukiodenaka u npyrux cucremHsix HIIBII wimm
[JIFOKOKOPTUKOCTEPOUIOB MOXKET YBEIMYMBATH YacTOTy BO3HMKHOBeHHs HS (HexenarenbHBIX
SIBJICHUH) (B 4acTHOCTH, co cTopoHbI JKKT).

BzanMojieficTBHE ¢ aHTHKOAryISHTAMU UM aHTUArPETaHThI

Heo06xo1uMo ¢ 0CTOPOKHOCTHIO TPUMEHSTH TUKIOPEHAK ¢ IpenapaTaMu 3TUX TPYIIIT U3-32 pUCKa
PasBUTHA KpOBOTequHﬁ. HCCMOTpfl Ha TO, 4YTO B KIIMHHYECKHX HCCICAOBAHHAX HEC OBLIO
YCTAHOBJICHO BIUSHUSI JUKIO(EHAKa Ha JEHCTBUE aHTHKOATYJISIHTOB, CYIIECTBYIOT OTJIEIbHBIC
COOOIIIEHUSI O TOBBIIIEHUHM pPHUCKA KPOBOTEUEHUH Yy TMAlMEHTOB, NPUHUMABIIUX JAHHYIO
KoMOuHaimio mpemnapatoB. CremyeT TIIaTeabHO HAOMIOAATh TMAIMEHTOB, MOJYYarOIINX
OAHOBPEMCHHOC JICUCHUEC NAHHBIMU JICKAPCTBCHHBIMU IpPCIiapaTaMu.

BzauMoneicTBUEe ¢ CEIeKTUBHBIMU I/IHFI/I6I/ITODaMI/I O6DaTH01"O 3axBaTa CCPOTOHHHA

O,Z[HOBpeMeHHOG IMPUMCHCHUC I[I/IKJ'IO(I)eHaKa C CCIICKTHBHBIMU I/IHFI/I6I/ITOpaMI/I O6p8.THOl"O 3axBaTa
CCPOTOHHMHA IMMOBBIIIACT PUCK PA3BUTHA KEITYJOYHO-KUIICUHBIX KpOBOTe‘-IeHI/II\/JI.

B3auMoaelicTBre ¢ TUIIONIMKEMUYECKUMHU OpenapaTaMu

B KIMHHYECKHX MCCIEOOBAHHSIX YCTAaHOBJICHO, YTO BO3MOXHO OJHOBPEMCHHOC NPHUMCHCHUC
,Z[I/IKJ'IO(I)CHaKa N TUIIOTJIMKECMHWYCCKUX MpCraparoB, MpHU 3TOM B(I)(I)CKTI/IBHOCTB noCJICIHUX HE
U3MCHSCTCH. OHHaKO, HU3BECTHBI OTACIIBHBIC COO6HI€HI/I$I O Pa3sBUTUH B TaKHUX ClIydasdxX KakK
THIIOTTIMKEMHUH, TaK W THIICPIIIMKEMUHU, YTO O6yCJ’IOBJ’II/IBaJ'IO H€O6XOHI/IMOCTB U3MCHCHUA O03bI
THIIOTTIMKCMUYCCKUX  MPCIapaToB Ha (I)OHC MPUMCHCHUA III/IKJ'IO(I)eHaKa. B cBm3u c
BBIIICCKAa3aHHBIM BO BPpEMA OJHOBPEMCHHOI'O ITPUMCHCHU A ,Z[I/IKJ'IO(I)CHaKa U THIIOTTITMKECMHUYCCKHUX

mnpenapaTtoB pEKOMCHAYCTCS NPOBOJAUTH KOHTPOJIb KOHIICHTPAIIUX I''TFOKO3EI B KPOBH.



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.07.2026 N2 13741
(NCCNEOOBATENEHOCTE 0008)

HOqueHBI OTACJIbHBIC COO6HICHI/Iﬂ O Pa3BUTHUHU MCTAOOMITICCROTO AT A03a TIPIT O OB PCTMCITITOM
IIPpUMEHCHUU ,Z[I/IKJIO(I)eHaKa C MeT(bOpMI/IHOM, B OCOOECHHOCTH Y HaMEHTOB C HapPyHMICHHUEM
(YHKIIMY TIOYEK.

BzauMoelicTBre ¢ METOTPEKCATOM

Crnenyet cobio1aTh OCTOPOKHOCTD NPU MPUMEHEHUH JUKIo(]eHaka MeHee, yeM 3a 24 yaca 110
WK 4yepe3 24 yaca mocie npuemMa MeToTpeKcaTa, Tak Kak B TaKHX CIy4dasX MOKET MOBBIIIATHCS
KOHLIEHTpaLKs METOTPEKCaTa B KPOBU U YCUIIMBAThCS €T0 TOKCUYECKOE JIEICTBHE.

BsaumoneiictBue ¢ GEHUTOUHOM

[Ipun ogHOBpEeMEHHOM NpUMEHEHUU (DEHUTOMHA M AMKIO(PEeHAKa HEOOXOIUMO KOHTPOJIUPOBATH
KOHIIEHTpaluioo (PeHUTOMHA B IJIa3Me€ KPOBU HM3-3a BO3MOXKHOTO YCHIIEHHS €r0 CHUCTEMHOIO
BO3JE€HUCTBUA.

Bsaumoneiicteue ¢ unaykropamu nzodepmenta CYP2C9

Cnenyer co0OmoaTh OCTOPOKHOCTh TPU MPUMEHEHUU JUKIO(pEeHaka OJHOBPEMEHHO C
unaykropamu uzopepmenta CYP2C9 (takumu, Kak pu(aMOHUIMH), TMOCKOJIBKY 3TO MOXET
MPUBECTH K 3HAYUTEIBHOMY YMCHBIICHUIO KOHIICHTPAIIMU IUKIOPEHAaKa B IJIa3Me KPOBH U

YMCHBIICHHIO €T0 3KCIIO3UIIHNHU.

4.6 DepTHIBHOCTb, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTH

[Ipn npumenenun HIIBII y xeHmuH, HauuHast ¢ 20-i Henenu OepeMEHHOCTH, BO3MOXKHO
pa3BUTHE MAJOBOJUS M/ WM MATOJOTHH MOYEK y HOBOPOXKAECHHBIX (HEOHATaJbHAs MOYeyHas
micynkuus). HemoctarouHo maHHBIX O 0O€30MAaCHOCTH NPUMEHEHHUs JUKIopeHaka Y
OepeMEHHBIX JKEHIIMH, B CBSI3U C 4eM MpUMEHSTh mpenapaT Bonbrapen no 20-i1 Hexenu
OepeMEeHHOCTH CJelyeT TOJIbKO M0 Ha3HAUEHUIO Bpaya B TEX CIydasix, Korja okKujaemas mojb3a
JUISL MaTEPU MPEBBIIIAET MOTEHIMAIBHBIM PUCK AJIA IUIOAA.

Juxnodenak, kak u agpyrue HIIBIT (MHruOuTOpHI CHHTE3a MpOCTarjaHAnHOB), IPOTHBOIIOKAa3aH
B TociieHue 3 Mecsa 0epeMeHHOCTH (BO3MOYKHO TIO/IABJICHHE COKPATHTEIbHOW CIIOCOOHOCTH
MaTKH{ W/WJIH MPEXIEBPEMEHHOE 3aKPhITHE apTEPHAIIBHOTO IPOTOKA Y TI0/1A).

Jlakranus

Hecmotps Ha To, uTo Auknodenak, kak u apyrue HIIBII, npoHukaeT B rpyJHOE MOJIOKO B MajloM

KOJIMYCCTBE, IpcrapaT HE CIACAYCT IPUMCHSATH B IEPHUOA I'PYAHOTI'O BCKaPMIJIMBAHUA BO n30exKaHue

10



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.07.2026 N2 13741
(NCCNEOOBATENEHOCTE 0008)

HCXKCJIATCJIIBHOI'O BJIIMAHHUA Ha pe6eHKa. HpI/I mublyl TTPUMCHCHIYDT  nperapara y
JKCHINWHEBI B 3TOT NICPHUO TPYyAHOE BCKAPMIIMBAHUEC IIPCKPAIAIOT.

DepTHabHOCTD

[Tockonbky muknodenak, kak u apyrue HIIBII, MmoxkeT oka3piBaTh OTpPHUIIATEIHHOE ICHCTBUE HA
(bepTUIbHOCTD, KEHIIMHAM, IUIAHUPYIOIIUM OepeMEHHOCTb, HE PEKOMEHJyeTCs NPUMEHSTh
npenapar.

[TanenTKaM, MPOXOAAIIMM O0OCIIEOBaHUE U JICUEHHUE 110 TIOBOAY OecIuionus, mpenapat cieayer

OTMCHUTA.
4.7 BuusiHHe HAa CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeICTBAMM M PadoTaTh C
MeXaHu3MaMu

[TanenTam, y KOTOpbIX Ha (poHe mpuMeHeHus npenaparta BoibTapeH BO3HHKArOT 3pUTENIbHBIE
HapyILIEHUs], TOJOBOKPY)KEHHUE, COHJIMBOCTb, BEPTUIO WJIM APYrHME€ HApYyIIEHHWS CO CTOPOHBI
LEHTPAJIbHOW HEPBHOM CUCTEMBI, HE CIIEIYET YIPaBISITh TPAHCIIOPTHBIMU CPEACTBAMU U paboTaTh

C MCXaHU3MaMH.

4.8 HexenaTejlbHble peakun

Pesrome nmpodmiig 0e30mmacHoCTH

Hwxe npuBeneHsl HexenaTenbHbIe JeKapcTBeHHbIe peakiuu (HP), koTopsie OblIN BHISIBIIEHBI B
X0JIe KIMHUYECKHX HCCIEIOBaHMUM, a Takke MpU MPUMEHEHUU TUKIOo(PeHaka B KIMHUYECKOU
MpaKTHKE.

st onienku yactoTel HP ncnonb3oBanb! cieayomme KpuTepun: «0o4eHb yactoy» (>1/10); «aactoy»
(= 1/100, <1/10); «negacto» (= 1/1000, <1/100); «peaxo» (=1/10 000, <1/1000); «o4eHb peaAKO»
(<1/10 000). HP crpynmnupoBaHbl B COOTBETCTBUU C CUCTEMHO-OPT'aHHBIM KJIACCOM MEAMIIMHCKOTO
cloBaps JIs HOPMAaTUBHO-TIPaBoBOil nesitenbHOCTH MedDRA, B mpeaenax kaxaoro kiacca HP
MEPEYHCIICHBl B TIOPAJIKE YOBIBAaHUS YAaCTOTHI BCTPEUAEMOCTH; B TIpeleNiaX Ka)XJIOW TPYIIIIbI,
BBIZICJICHHOW IO 4YacToTe BcTpeuaemoctd, HP pacnpenenensl B mopsiike YMEHBIICHHS WX

BaXXHOCTH.

Hapywenus co cmoponul kpogu u tumgamuyeckou cucmembl
OueHb peaKo — TPOMOOITUTONICHUS, JICUKOTICHUS, TEMOJUTUYECKAs] aHEMUS, aIIaCTUYECKast

aHEMUs, arpaHyJoIuTO3.

11
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Hapywenus co cmoponbl uMMyHHOU cucmembl
Penko — rumepuyBCTBUTENBHOCTD, aHA(DHIAKTHYCCKUE/aHAPUITAKTOUTHBIC PEaKIIMH, BKIIIOYas
cumxenue AJl u mok;

OdeHb peIKo — AHTHOHEBPOTHUECKUN OTEK (BKIIIOUAsi OTEK JIUIA).

Tcuxuyeckue napywenus
OdeHp penKko — JC30pUCHTANMS, JeNpeccHsi, OCECCOHHUIA, KOIIMAapHbIC CHOBHJICHUS,

PasapaKUuTCIbHOCTD, ICUXUYCCKHUEC HAPYIICHUA.

Hapywenus co cmoponwl nepsHoti cucmemwi

Yacto — roioBHast 6011k, TOJIOBOKPYKEHUE;

Penko — cCOHIUBOCTD;

O'—ICHI: PEAKO — HAPYUICHWA YyBCTBUTCIbHOCTH, BKJIIOYas MapCCTC3Uu, paCCTPOfICTBa IIaMsATH,
TPEMOp, CYAOPOTH, OUIYILIEHHE TPEBOTH, OCTPbIE HAPYLICHHS MO3TOBOTO KPOBOOOpalleHUs,

aceNTHYCCKU MEHUHTHT.

Hapywenus co cmoponvl opeana 3penus

OdeHb peiKo — HapyILIEHUs 3peHUsl (3aTyMaHUBAaHUE 3PEHNUS ), TUTLIONHUS.

HapymeHuﬂ CO CMOPOHBL Op2aHra ciyxa u ﬂa6upuHma
Yacro — BepTUro;

OdeHb peIKo — HapyILIEHUs CllyXa, IIyM B yIIax.

Hapywenus co cmoponul cepoya
HeuacTo — uHdapkT MuoKapa, cepieuHasl He0CTaTOUHOCTb, OIIyIeHUe cepreOneHus, 60b

B I'pyau;

Yacrora HensBecTHa - Cunapom KoyHuca (aymuiepruueckuii ocTpblii KOPOHAPHBIN CUHIIPOM).

Hapywenus co cmoponul cocy0os

OueHb PEAKO — NOBBIMICHUC AZ[, BAaCKYJIUT.

Hapywenus co cmoponbl 0blXxameibHOU CUCeEMbl, OP2aH08 2PYOHOU KIemKU U CPeOOCmenUs
Penko — 6ponxuanbHast acTMa (BKJIIOYast OJIBIIIKY);

OueHb PEAKO - MTIHCBMOHMUT.

Kenyoouno-kuuieunvie HapyuieHus
Yacto — abnomMuHanpHas 00Jib, TONIHOTA, PBOTA, TUApesi, AUCTIETICUS, METEOPU3M, CHUKEHUE

aIlrIe€TuTAa,

12
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Penkxo — TaCTpUT, XKCIYAOYHO-KUIICYHOEC KPOBOTCTUYCTHNCT, PBOTA KPOBBIO, MCIICHA, AMApCT:T C
IIPUMECBIO KPOBH, A3BBI XKCIyAKa W KHIONCYHUKA (C unn 0e3 KPOBOTCUYCHHUA, CTCHO3a HJIH
nephopanum, ¢ BO3SMOXKHBIM Pa3BUTHEM IIEPUTOHHTA);

Ouenb p€aKo — CTOMATHT, TJOCCHUT, TIOBPCKIACHHA IIHMIICBOAA, BO3HHKHOBCHHC
,I[I/Ia(bpaFMOHO,I[O6HBIX CTPUKTYP B KHIICYHUKE, KOJIUT (HCCHCHH(I)I/I‘IGCKHP'I I‘GMOppaI‘I/I‘IeCKI/Iﬁ
KOJIUT, UIIEMHYSCKUN KOJIUT, OGOCTpeHI/Ie SI3BEHHOI'0 KOJIUTA WU OOJIC3HHU KpOHa), 3ariop,

MMaHKpeaTuT, JUCreB3us.

Hapywenus co cmoponvl neuenu u stcenuedbleo0auux nymeti
Yacto — NoBbIIIEHHE aKTUBHOCTH aMUHOTpaHc(depas B I1a3mMe KpoBU;
Penxo — remarut, xenrtyxa, HapymeHus (yHKIINHA TICUeHH,

OueHb PEAKO — MOJIHHCHOCHBIN rermaTuT, HCKPO3 MEYCHH, IICYCHOYHAA HEA0CTATOYHOCTD.

Hapywenus co cmopoHbl KodHcu 4 NOOKOICHBIX MKAHel

YacTo — K0>KHas Chlllb; PEJKO — KPalMBHHULIA;

OueHp penko — OyJUIe3HBIH JepMATHUT, IK3€Ma, dSpUTEeMa, MHOTOQOPMHASL SpUTEMA, CHHAPOM
CruBenca-J[>xoncona, cunapom Jlaiienmna (TOKCHMYECKHH SNUEPMATBHBIM  HEKPOJIH3),
9KC(ONMATUBHBIN JePMATUT, 3y[, AJIONENHs, Peakuu (POTOUYBCTBUTEIBHOCTH, MypIypa,
nypmypa llenneiina-I'enoxa.

YacroTta Hen3BecTHa — (PUKCHPOBAHHAs JIEKAPCTBEHHAs! Chlllb, T€HEpAIN30BaHHAs OyJie3Has

(buKcupoBaHHas JEKApPCTBEHHAs ChIIb.

Hapywenus co cmopoHbl nouex u Mo4egbleo0auux nymeu
OueHb peaKo — OCTPOE MOpaKEHUE MOoYeK (0cTpas MmouedHasi HeJl0CTaTOYHOCTh), TeMaTypHs,
NPOTEUHYpHS, TyOyJI0-UHTEPCTULINATBHBIN HEQPUT, HEPPOTUUECKUN CUHIPOM, NaNHIIISIPHBII

HEKpO3.

Obwue paccmpoticmea u HapyuieHus 8 Mmecme 66e0eHUsl
Yacto — pa3apaxxeHue B MECTE BBEACHUS;

Penxo — orexmu.

Onucanue OTCIbHEIX HSXKEIATSAbHBIX PEAKITUN

HapylieHus co CTOpOHBI OPraHOB 3pPEHHUS

3puTenbHBIE PACCTPOMCTBA, TaKuMe KaK HapylIeHUE 3peHHs, 3aTyMaHUWBaHUE 3pEHUS WU
TUIUIONUS, TO-BUIUMOMY, sBIstoTcs kiacc-agdexkramu HIIBII, u oOpatumsl mocie

IpeKpalmCHus IMPUMCHCHU. Bo3MoXHBIM MEXaHHU3MOM Pa3BUTHA TAKUX paCCTPOI\/'ICTB SABIIACTCA

13
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I/IHFI/I6I/IpOBaHI/IC CHHTE3a NIPOCTArJIaHAWHOB U JPYyTHX COMTYyTCTBYIOINX BCHICCTB, 110 NSMCIDICT

PEryJSIIMI0 KPOBOTOKA B CETYATKE, KOTOPOE MPOSBISETCS MOTCHIHUAIbHBIMUA 3PUTEIbHBIMU
paccrpoiictBamu. Ilpu pa3BUTHM TaKMX CUMITOMOB Ha (pOHE Tepamnuu AUKIOPEHAKOM CIEayeT
paccMOTpeTh BO3MOKHOCTh O()TAIIBEMOJIOTHYECKOT0 00CIeI0BAHNUS ISl HCKITIOYSHUST KaKUX-JTH00
JIPYTUX IPUYUH.

HapyiieHnst co cTOpOHBI ceplia ¥ COCYI0B

JlaHHBIE KITMHUYECKUX HCCIICOBAHUI YKa3bIBAIOT Ha HEOONBIIOE YBETUYCHUE PUCKA PA3BUTHS
CepJICYHO-COCYIUCTRIX TPOMOOTHYECKHX OCJIOXHCHHI (Hampumep, wuH(]apKTa MHOKapia),
0COOEHHO TpH UTUTEIILHOM NMPUMEHEHUH JTUKIo(eHaKa B BRICOKUX J103aX (CyTo4yHas J103a Ooiee
150 mr).

Co00111eHrs 0 TOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0mare O MOA03PEBAEMBIX HEXKENATEIbHBIX PEAKLUAX IIOCIE PETUCTpPaLUU
JICKapCTBEHHOT'O Ipernapara ¢ Lellbl0 00ecleyeHns HePepbIBHOIO MOHUTOPUHIa COOTHOILICHHS
«T10JIb3a — PHUCK» JIEKapCTBEHHOI'O Ipenapara. MeIuIUMHCKUM pPaOOTHUKAM DPEKOMEH]yeTcs
coo0maTh O JOOBIX MOJO3PEBAEMBIX HEXKENATEIbHBIX PEAKIMSIX JEKAPCTBEHHOTO IIperapara
Yyepe3 HaMOHAJIBHBIE CHCTEMBI COOOIIEHHUSI O HEKENATEIbHBIX PEaKIUIX TOCYJapCTB — YWICHOB
EBpa3uiickoro 5KOHOMHUYECKOro COr03a.

Poccuiickag @enepannsa

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHeHUS

Anpec: 109012, r. MockBa, CnaBstHCKas 1101ab, 1. 4, cTp. 1

Tenedon: + 7 800-550-99-03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru unmu npr@roszdravnadzor.gov.ru

Caiit B MH(OPMaLOHHO-TEIEKOMMYHUKAMOHHON CeTH «HTepHEeT:

https://www.roszdravnadzor.gov.ru

4.9 Ilepeno3mpoBka

CHUMITTOMBI
PBoTa, )kenmyJ04HO-KUIIIEYHOE KPOBOTEUEHUE, THAPES], TOJIOBOKPYKEHHUE, IIIYM B YIIIaX, CYyJJOPOTH.
B ciyuyae 3HaUMTENBHOrO OTPABJIEHUS, BO3MOKHO Pa3BUTHE OCTPOM MTOYEYHOU HEAOCTATOYHOCTH

1 NOpaXKCHUS TICUCHU.
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Jleuenue
[TognepxuBaromiee ¥ CUMOTOMATHYECKOE JICUEHHWE TOKA3aHO MPU TAKUX OCJIONKHEHUAX Kak
cHkeHne AJl, mouyedHas HENOCTATOYHOCTb, CyAOpord, HapyuieHus co ctopoHbl JXKT u
yraetenue apixanus. DopcupoBaHHbIN 1uype3, TeMOIUANN3 WK reMonepdy3ust 1S BEIBEICHHS
HIIBII, B T.4. nuknodenaka, u3 opranu3dmMa Hed(PPEKTUBHBI, TAK KaK JCUCTBYIOIIME BEIIECTBA
3TUX MpenapaToB B 3HAYUTENILHON CTENEHU CBS3BIBAIOTCA C OelKaMu IUIa3Mbl KPOBH U

MOJIBEPrar0TCsl HHTCHCUBHOMY METab0IM3MYy.

5. ®APMAKOJIOTMYECKHE CBOHCTBA

5.1 ®apmakoauHaMHYeCKHE CBOHCTBA

q)apMaKOTepaHGBTI/I‘ICCKaFI prnHa: HpOTI/IBOBOCHaJII/ITCJH)HI)IG n HpOTI/IBOpeBMaTI/I‘-IeCKI/Ie
IpCIiaparTsbI; HeCTepOH,HHBIﬁ IMPOTHBOBOCIIAJIUTCIIBHBIC W IIPOTUBOPCBMATHUYCCKUC IIPCIIapaThl;
IIPpOU3BOJIHLIC YKCYCHOﬁ KHCJIOTBI U POACTBCHHBIC COCINHCHUA.

Ko ATX: MO1ABO5

MexaHu3M AeicTBUs

dapmarkonmaamudeckue 3O GEKTHI

IIpenapatr BonbTapeH coaepXHUT IUKIOPEHAK HATpuUsi, BELIECTBO HECTEPOMJIHOW CTPYKTYpBI,
OKa3bIBAIOLIEE BBIPAKEHHOE NTPOTUBOBOCIAIUTEIBHOE, aHAIBI€3UPYIOLIEE U KAPOIOHIKAIOIIEe
neiicrBue. OCHOBHBIM MEXaHU3MOM JIEUCTBUS TUKIO(EHaKa, yCTAaHOBJIEHHBIM B HCCIIEI0BAaHUSX,
CUMTAETCsl TOPMOKEHUE OMOCUHTE3a IpocTarjiananHoB. [IpocTarnanainHel UTParOT BaXXHYIO POJIb
B I'€He3€e BOCIaIeHus, 00N U JTUXOPAJIKH.

In vitro nuknodenak HaTpHs B KOHUEHTPALUAX, SKBUBAJIEHTHBIM TEM, KOTOPBIE IOCTUTAIOTCS TIPU
MIPUMEHEHHH y YeJIOBEKa, HEe MOJaBIsieT OMOCHHTE3 MTPOTEOTIIMKAHOB XPSIIEBOM TKaHHU.

IIpu peBMaTHuecKuX 3a00JIE€BAHUAX MPOTHMBOBOCIAIMTEIBHOE U aHAIbIE3UpYIOIIee CBOMCTBA
mpernapara o0ecleYuBarOT KIMHUYECKUH APQEeKT, XapaKTepU3YIOUMHCS 3HAYUTEIbHBIM
YMEHBIICHUEM BBIPQXKEHHOCTH TaKUX MPOSABIIEHUH, KaK 00JIb B TOKOE U MPH JBUKEHUH, YTPEHHSIS
CKOBaHHOCTh M TMPHUIYXJOCTh CYCTaBOB, a TAaKXKe yJIydlleHHMEeM (YyHKIHMOHAIBHOTO COCTOSHUS.
[Ipy mocTTpaBMaTHYECKUX M IOCIIEONEPALMOHHBIX BOCHAIUTENbHBIX SBICHUAX AUKIO(EHAK
OBICTPO KynupyeT 00Jb (Kak B IIOKOE, TaK U MPH JABWKEHUH), YMEHbBILIAET BOCIAIUTEIbHBIN OTEK

1 OTEK ITOCJIEONEPAIMOHHON PaHBI.
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COOTBETCTBYET QRCHEFTHOMY QTYETY

[Ipu npuMeHeHnH ITpenapaTa OTMEUCH BhIPaKCHHBIH afaTBT e3P YOS hCKT TP Y MCPCHHOMT

U CUJIBHOH OO0JIN HEpEeBMATUYECKOI'O MPOMUCXOXKIEHUs. TakxkKe yCTaHOBJIEHO, YTO AMKIO(EHAK
CIOCOOCH yMEHbIIATh OOJIEBbIC OUIYIICHUS W CHIXKAThb KPOBOIMOTEPIO TMPH TEPBHYHOU
miucMeHopee. Ilpenmapar oOneryaer NPUCTYNbl MUTPEHH MPH NPUMEHEHHH B PEKTAJIbHBIX

CYIIIO3UTOPUAX.

5.2 ®dapmakoKHHeTHYECKHE CBOIiCTBA

AOGcopOrms

BcaceiBanue nukiodenaka u3 pekTajibHbIX CYNIO3UTOPUEB HAUMHAETCS OBICTPO, XOTS CKOPOCTh
€ro BCacChIBaHUsI MEHBLIE [0 CPABHEHUIO C AHAJIOTMYHBIM IOKa3aTelieM IpH IMpUEME BHYTPb
Ta0JICTOK, TOKPHITHIX KHIIEYHOPACTBOPUMOW o00o0soukoi. Ilocne mpuMeHeHHs peKTaaIbHOTO
CYNIO3UTOpHUs, coaepxamiero S0 Mr akTHBHOTO BEIIECTBA, MAKCMMaJIbHAsl KOHIICHTPAIUS €ro B
IJ1a3Me JOCTUTaeTCs B CPEAHEM B Mpeenax 1 yaca, HO BeIMYMHA MAaKCUMaIbHON KOHIIEHTPALIHUH,
paccuMTaHHas Ha €OUHUI]y TNPUHUMAEMOW JIO3bI, COCTaBIseT MpuMepHO 2/3  OT
COOTBETCTBYIOLIErO0  IOKAa3aTessl, PETHUCTPUPYIOUIEroCs MOCJIe€ MpuemMa BHYTPb  JUIS
KMILIEYHOpPAcTBOpUMON TabneTku. KonuuecTBO BcachlBaroIIErocsl JEHCTBYIOIIErO BEIIECTBA
HaxoJUTCs B MPAMOW 3aBUCHUMOCTU OT BEJIMYMHBI JI03bI Ipenapara. Tak Kak OKOJIO MOJOBUHBI
nukiaodenaka MeTaboNMM3UpyeTcsl BO BpeMsl MEPBOTO MPOXOXKACHUA depe3 meueHb (dddekt
«TEPBOTO TPOXOXKIEHUS»), TUIOMAAL TOA KpuBOM «koHIeHTparus — Bpems» (AUC) mocne
MPUMEHEHUs TperapaTta BHYTPh WM PEKTAIBHO COCTABJISIET TNPUMEPHO TIOJIOBUHY OT
SKBUBAJIEHTHOM J103bl, IPUMEHIEMON MapeHTepaIbHO.

[Ipy TOBTOPHBIX BBEACHUAX TIperapara B BHUAE CYNIO3UTOpPHEB (HapMaKOKMHETHUECKUE
MOKa3aTeNN He U3MEHsIoTCs. [1pu yCioBuM COOMIOAEHUST PEKOMEHAYEMOT0 PEXXKIMa IO3UPOBAHUS
npernapara KyMyJIsiIHUA HE OTMEYAETCSI.

Pacnpenenenue

Cesi3p ¢ OenmkaMu CBIBOPOTKH KpoBU — 99,7%, mpeumyiiecTBeHHO ¢ ambOymuHOM (99,4%).
Kaxymuiics o0bem pacnpenenenus cocrasiuser 0,12-0,17 n/kr.

JlukiioeHak MPOHUKAET B CHHOBHAIBHYIO JKHIKOCTH, TJIE€ €r0 MaKCHUMalbHas KOHIIEHTPAIHS
JOCTHraeTcs Ha 2-4 yaca 1mo3»e, 4eM B Iia3Me KpoBH. Kaxymuiicst mepuo/| moayBbIBEICHUS U3
CHHOBHAJIBHOM KUIKOCTH COCTaBIsIeT 3-6 yacoB. Uepes 2 yaca rmoce J0CTHKEHUS MAKCUMaJIbHOM

KOHIOCHTpAMHU B IJIa3M€ KPOBHU KOHICHTpALUs )IHKJ'IO(I)GHaKa B CHHOBHAJILHOM KHUAKOCTHU BBIIIC,

16



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 10.07.2026 N2 13741
(NCCNEOOBATENEHOCTE 0008)

4Y€M B IIJIa3M€ KpOBH, U €€ 3HAYCHUA OCTaMTcmmunun TICPpoaa

BpeMeHu 10 12 yacos.

Jukiiodenak O6bu1 0OHapykeH B HU3KUX KoHIeHTpanuax (100 Hr/mi) B rpyTHOM MOJIOKE OJHOM
u3 Kopmsmux marepeit. [lpeanonaraeMmoe KoaM4ecTBO JUKIO(EHaKa, MTONAAI0IEr0 ¢ IPYAHBIM
MOJIOKOM B OpraHusM pedeHka, 3kBuBajieHTHO 0,03 Mr/Kr/cyTKu.

BI/IOTDaHCd)ODMaHI/IH

Metabonu3m AUKIO(PEeHaKa OCYIIECTBIISIETCS YACTUYHO MYTEM TIIIOKYPOHH3AIMY HEU3MEHEHHOM
MOJIEKYJBl, HO, TPEUMYLIECTBEHHO, IIOCPEACTBOM OJHOKPaTHOIO W  MHOT'OKPaTHOI'O
TMJIPOKCUIIMPOBAHUSI W METOKCUJIMPOBAHMS, YTO IPUBOJUT K OOpPa30BaHMIO HECKOJIBKUX
(heHOoMbHBIX MeTab0IuTOB (3'-rUApOKCH-, 4'-TUAPOKCH-, S'-THAPOKCH-, 4',5-TUTHApOKCH- U 3'-
THIIPOKCU-4'-MEeTOKCHIMKIO(eHaKa),  OOJBIIMHCTBO W3  KOTOPHIX  IpeBpaliaeTcss B
TJIIOKYPOHHIHBIE KOHBIOTAThl. J[Ba M3 3THX ()EHONBHBIX META0O0IMTOB OMOJOTHYECKH aKTHBHEI,
HO B 3HAYMTEJIbHO MEHBIIIEH CTEIEHH, YeM AUKIO(PEHAK.

OnuMUHaAIMS

OOmwmii cucTeMHBIH TUTa3MEHHBIN KIMPEHC AuKIIo(eHaka cocrapiseT 263+56 miu/muH. Koneunsrii
IepHoJ] MOJIyBbIBeeHUsl cocTaBisier 1-2 wyaca. Ilepuon mnomyBbiBeneHUs 4-X MeTa0OJUTOB,
BKJIFOYas JBa (hapMaKOJIOIMYECKH aKTUBHBIX, TAKKe HENPOJODKUTENEH U cocTaBiseT 1-3 yaca.
OnuH U3 MeTaboIuTOB, 3'-ruApoKCcH-4'-MeTOKCU-TUKIO(EHaK, UMeeT 0oJiee JINTEeNbHbIN MePHOA
MIOJIYBBIBE/IEHUS, OJTHAKO 3TOT META0OIUT MOJTHOCTHIO HEAKTUBEH.

Oxono 60% 1036l BBIBOAUTCS MOYKAMH B BUJE TIIIOKYPOHOBBIX KOHBIOTATOB HEM3MEHEHHOI'O
JIEWCTBYIOIEr0 BEIECTBa, a TAaKXK€ B BHJIE META0OJIMTOB, OOJBIIMHCTBO M3 KOTOPBIX TOXeE
MPEJCTABISAIOT cOOO0M IIIOKYPOHOBBIE KOHBIOTAThl. B HeM3MeHeHHOM BuJie BBIBOAUTCS MeHee 1%
nukiodenaka. OcraBuiasicst 4aCTh J103bl BBIBOAUTCS B BUJIE METAOOJIUTOB C JKETUBIO.
KonuenTpanus neilcTByromiero BemiecTBa B IUIa3Me€ KPOBU JMHEMHO 3aBUCHUT OT BEJIMYUHBI
MIPUHATON J03BI.

IloyeyHas HEIOCTATOYHOCTh

HpI/I CO6J'IIOJI€HI/II/I PEKOMECHAOBAHHOI'O peXHMa HOO3UPOBAHUA KYyMYJSIOUKM HCEU3MCHCHHOI'O
JeiicTByroliero BemiecTBa He orMedaercd. [lpu kmupeHce kpeaTuHuHa Menee 10 mi/MuH
pacueTHble PAaBHOBECHbIE KOHIIEHTPALUHU THIPOKCUMETA0OIUTOB JUKIO(pEHaKa MPUMEPHO B
4 pa3za BbIIlIE, YEM Y 310pPOBBIX T00POBOJIBLIEB, IPU ITOM META0OIUTHI BEIBOASATCS UCKIIOUUTEIBHO

C XKCJIYBbIO.
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Y

IleyeHOYHAs HEAOCTATOYHOCTH

Y TDanueHToB C XPOHWYECKUM TEMaTUTOM WM KOMIICHCHPOBAHHBIM IHPPO30OM TICUCHU
nmokasareiu (hapMaKOKWHETHKHU TUKIOPEHAKA aHATOTHYHbBI TAKOBBIM y TIAITUEHTOB C COXPAHHOMN
(hyHKIMEH ICYCHH.

JInI1a moKHUI0TO BO3pacTa

VY HEKOTOpBIX MAIMEHTOB MOXHJIOTO BO3pacTa mocjie 15-MUHYTHOW BHYTPUBEHHOWH HHQY3UH
OTMEYEHO yBEIMYEHUE KOHIICHTpauuu nukiodeHaka B ruia3me Kposu Ha 50% 1o cpaBHEHHIO C
TaKOBBIM I0Ka3aTeJIeM Yy 30POBbIX JOOPOBOIIBLIEB O0JIee MOJIOAOI0 BO3pacTa.

Oco0ble I'PYIIIBI MIAaIIMCHTOB

BcacpiBanue, MeTabomu3M U BEIBEICHUE TUKIO(EHaKa HE 3aBUCAT OT BO3pacTa.
eTu
KonuenTpanuu auknodenaka B mia3Me KpoBU MU MPUMEHEHUH YKBUBAJICHTHBIX J103 IIperapara

(Mr/ KI" MaCChbI Te.]'[a) CXOJHBI C COOTBCTCTBYIOIIMMHU ITOKA3ATCIIAMUA Y B3POCJIbIX.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1 IlepeueHb BcmoMoOraTebHbIX BelIECTB

Boabrapen, 25 Mr, CYOIIO3UTOPUN DEKTAIbHBIE

Tepasiii xup no 1,0 1.

Boasrapen, 50 Mr, CYNImO3UTOPHUM PEKTAILHbBIC

TBepapiii xup 10 2,0 T.

Boabsrapen, 100 Mr, CYNmo3uTOPHHA PEKTAIBHBIE

TBepasiii xup 10 2,0 1.

6.2 HecoBMecTUMOCTDH

He mpumennmo.

6.3 Cpok roagHocT# (CpoK XpaHeHHs)

3 roxa.
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6.4 Oco0Oble Mepbl PEIOCTOPOKHOCTH NPH

Xpanuts npu temnepatype He Boie 30 °C.

6.5 Xapaxrep H conep:kaHMe YIAKOBKH

Cynmosuropun pektanbHbie 25 mr wid 50 mr: mo 5 cynmosurtopuii B Onucrepe u3 I1BX,
JAMUHUPOBAHHOIO C BHYTpeHHed cTopoHbl IID Hu3koi motHoctu. Ilo 2 Oumcrepa c
cynmno3utopusiMu 1o 25 mr win 50 mr, wim 1 6xucrep ¢ cynnozutopusimu o 100 Mr BmecTe ¢
JIMCTOM-BKJIQJBIIEM B KAPTOHHYIO MTAYKy.

JlornyckaeTcst Hamm4yue KOHTPOJIS IIEPBUYHOTO BCKPBITHS HA KAPTOHHOM MavKe.

JlonmyckaeTcsl HaJMuue CTUKepa (Ui HAaHECEHUs CPEACTB MICHTU(UKAIMH JJIsi MOHHUTOPUHTA
JBUKEHMSI JIEKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO MIPUMEHEHUS OT IIPOU3BOIUTEINS 10

KOHEUYHOTO MTOTPEeOUTEs).

6.6 Oco0ble MepbI NPeAOCTOPOKHOCTH NMPH YTHIU3AIMHU UCI0JIb30BAHHOTO JIEKAPCTBEHHOI0
npenapara Win 0TX0/0B, MOJYYeHHbIX MOCJIe MPUMEHEHHs JIEKAPCTBEHHOT0 Mpenapara u
Apyrue MAaHUMYJISIIIAA € MPeNnapaTomM

Oco06ble TpeOoBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Hosaptuc ®@apma AT
JInxtmrpacce 35, 4056 basens, [1IBelinapus
7.1. IIpeacraBuTeNb AEPAKATEISI PETHCTPAIMOHHOIO Y10CTOBEPEHUS

[Iperen3uu notpeduTeneit HaNPaBIATH 110 aJIPECy:

Poccuiickag @enepanusa

000 «HoBaptuc ®apmay

Anpec:125315, r. Mocksa, JIeHuHrpaackuii mpocnexT, 1. 70
Tenedon: +7 495 967 12 70

®axc: +7 495 967 12 68

OnektponHas nmoyvra: drug.safety russia@novartis.com
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8.  HOMEP PETUCTPAIIUOHHOTI'O Y
JITI-Ne(001783)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA

JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTErOpUU OTIYCKa [0 PELENTy.

OO0mas xapakTepHuCTHKa JIEKapCTBEHHOTO Ipenapara BoibTrapeH JocTymHa B €IMHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB EBpa3suiickoro 3KOHOMHYECKOrOo cOl03a M Ha

ounmansHOM caiite YIOJHOMOYEHHOI'O oprasa (3xcnepTHOM OpraHH3aliu)

(https://Ik.regmed.ru/Register/EAEU_SmPC).
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