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OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOPO TIPEITAPATA 7005

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Bunpgarmunrua ®apmacunres, 50 Mr, TabNIeTKH.

2. KAYMECTBEHHBINA U KOJTMYECTBEHHbBINA COCTAB

JelicTByrolee BENIECTBO: BUIAATJIUIITHH.

Kaxxnas tabnerka comepxut 50 M BUJIIarIUNTHHA.

BcnomorarenbHble BelecTBa, HaJM4YUe KOTOPBIX HA0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOIO
npemnapara: Jakros3a (cM. paszaen 4.4).

[TonHbIi mepedeHpb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JIEKAPCTBEHHASA ®OPMA
Ta0OeTku.
Kpyrasie mnockonunuuapudeckre TabaeTku ¢ Gackoi ¢ IBYX CTOPOH U PUCKOH C OAHON CTOPOHBI

oT 0€JIOro 10 IMOYTH OEJIoro IIBETA.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

JlekapcTBeHnHbIil npenapaT Bungarnuntun @apMacuHTe3 MOKa3aH K MPUMEHEHHIO TIPU CaxapHOM
nuabeTe 2 TUMA y B3pOCHBIX MALMEHTOB (B COYETAaHUM C JAUETOTepanued U (pu3nyecKumu
YIPaXKHEHUSIMHU):

e B KauyecTBE MOHOTEpanuu B ciaydae HedI((HEKTUBHOCTH AMETOTEpPANuU M (PU3MUECKHUX
yIpaXHEHUH Yy TAIMEeHTOB C HaJUYMEM TNPOTHUBOMNOKA3aHUNH K TMPUMEHEHHIO/
HEMEepeHOCUMOCTH MET(POPMHHA MK B ciiydae Hed(pPeKTUBHOCTH METPOPMHUHA;

e B KOMOHMHAIMHU ¢ METPOPMUHOM B KayeCTBE HA4aJIbHONH MEAMKAMEHTO3HOH Tepanuu mpu
HEe0CTaTOYHOH 3(PPEKTUBHOCTU AUETOTEPANUHU U PUZNIECKUX YIPAKHEHUH;

® B COCTaBe JBYXKOMIIOHEHTHOH KOMOWHHUpPOBAHHOH Tepanmuu: C MeT(HOPMUHOM HIIH
TUA30JUINHANOHOM, WIM C WHCYJIMHOM B cilydyae HEd(p(EKTHBHOCTU IUETOTEpAINH,
(U3NYECKUX YNpaKHEHUI 1 MOHOTEpANUU 3TUMHU NIpenapaTaMu;

® B COCTaBe€ JIByXKOMIIOHEHTHOH KOMOMHHMpPOBAHHOM Tepamuu ¢ INPOU3BOJHBIMU
CyJIb(OHUIMOYEBUHBI Y MALIUEHTOB C HEAOCTATOYHBIM KOHTPOJEM ITIMKEMHM Ha (hoHe
MaKCHUMaJbHO TIEPEHOCHUMOM J103bl TPOM3BOJHOTO CYIb()OHMUIMOYEBUHBI WU IPH

HAJIMYUY TPOTUBOIOKA3aHUN K IPUMEHEHUIO/ HETIEPEHOCUMOCTH MeT(hOpMHUHa;
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CyIb(OHWIMOYEBUHBl U MET(OPMUHOM, Yy MAlMEHTOB, paHEe MOJy4YaBUIMX TEparuio
IPOM3BOJHBIMU CYTb(OHUIMOYEBUHBI M MET(GOPMUHOM Ha (OHE ITUETOTEepanuu H
¢u3nUecKrX ynpaKHEHUH U HE TOCTUTIINX a/IeKBaTHOT'O KOHTPOJIS TIIMKEMUH;

e B cOCTaBe TPOHHONW KOMOWHUPOBAHHOM Tepamuu: B KOMOWHAIMM C HHCYJIMHOM U
MEeT(GOPMHUHOM, y NAIMEHTOB, paHEEe IOJyYaBUIMX HHCYIUH B CTAOWJIBHOM /03¢ H
MerhopmuH Ha ¢oHE AMETOTepanuu W (U3HYECKUX YNPAKHEHUW, U HE JOCTUTIINX

AZICKBATHOI'O KOHTPOJIA TNITMKEMHHU.

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

Jo3y mnpenapatra Bungarmuntun ®apmacunre3 cieayer noaOWpaTb HHIUWBUAYalbHO B
3aBUCUMOCTH OT 3((HEKTUBHOCTH U MIEPEHOCUMOCTH.

Pexomennyemas noza npenapara Bunparnuntun @apmacunte3 50 mr 1 wim 2 pas3a B A€Hb.
MakcumaiibHas cyTo4Has J103a npenapara cocraiser 100 mr.

Pexkomenayemas 103a mpemnapaTa B MOHOTEpAMK UM B COCTaBe KOMOMHHUPOBAHHOMN Tepamuu ¢
MEeT(GOPMUHOM, THA3O0JIUIUHIMOHOM WM HHCYJUHOM (B KOMOMHAIMK C METGOPMUHOM MK Oe3
MeThopmuHa), coctapiser S0 mr wiu 100 Mr B CyTKH.

Pexomennyemass po3a mnpemnapara Bunparmuntun @apmacMHTE3 B COCTaBE  JIBOMHOM
KOMOWHHUPOBAHHOM Teparuu ¢ mperapaTtaMu Cyiab(GpoHUIMOUYEBUHBI cocTaBisieT S0 mr 1 pa3 B
CYTKH yTpoM. B 3T0il momynsiuu nanueHToB 3¢(heKTHBHOCTh BUIAArIUNTHHA B 103¢ 100 Mr B
CYTKH ObLIa CXOJIHOW C TaKOBOM B 103€ 50 MI' B CYTKH.

PexoMennoBanHas no3a mpenapara BuwimarmuntuH ®apmacuHTe3 B COCTaBe TPOWHOM
KOMOMHHMpPOBaHHOW Tepanuu (BWINAIVIMITUH + TPOU3BOJHBIE CYIb()OHWIMOYEBHHBI +
meThopMuH) coctarisier 100 MT B CyTKH.

Ecnu nenu ramkeMHYecKoro KOHTPOJS HE JOCTUTHYTHI Ha ()OHE NMPUMEHEHHUS MaKCHMaJIbHOM
cyrouHo# 10361 100 Mr, cieayeT paccMOTPETh BO3MOXKHOCTh TOOABJICHUS K TEPAITUH MIPErapaTom
Bunparnuntun @apMacuHTe3 APYrux TMIOTIMKEMUYECKUX MTPEnapaToB, TAaKUX, Kak MET(HOPMHUH,
MPOU3BOHBIE CYTb()OHIIMOYEBUHBI, THA30IUAUHIUOHBI MIIK UHCYIIHH.

Oco0ble rpyInel NAKMEHTOB

Tlayuenmul noscunoeo 6ospacma
VY mamueHToB MOXHIOTO BO3pacTa HE TPeOyeTCs KOPPEKIIUHA PEeKHUMa JTO3UPOBAaHMS Ipenapara
Bunparnuntun @apMacuHTes.

Iayuenmsi ¢ Hapywenuem hyHKyuu novex
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dusrpanuu (CK®) >60 ma/mun/1,73 M%) u cpenneii crenenu ¢ CK® 50-60 mn/mun/1,73 m? ne
TpeOyeTcsi KOPPEKIMH PEeXUMa JT03UPOBaHUs Ipenapara. Y MalueHTOB ¢ HapylnieHueM ()yHKIUU

nouek cpenneir crenenu ¢ CK® 30-50 mn/mun/1,73 M

u 1sokenon crenenn (CK® <30
mi/mus/1,73 M%), BKIIOYas TEpMHUHANBHYIO CTAJHI0 XpOHMUYecKoi OonesHn mouek (XBII) y
MAIUEHTOB, HAXOMAIIUXCA HAa TEeMOJUAN3EC WIH NPOXOISIIUX MPOLEAYpPYy TEeMOAHANN3a,
npenapar cieAyet NpuMeHsTh B 103e 50 mr 1 pa3 B cyTku.

eTu
D¢ dekTuBHOCTL U 6e30macHOCTh npenapara Bungarmunmua ®apmacunres y neteit 10 18 ner He

YCTAaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

Cnooco0 rnpuMeHeHus

Ho3y 50 mr/cyT ciaexyer nmpuHUMaTh | pa3 B IeHb yTpom, a03y 100 mMr/cyT cieayer nenuTh Ha 2
npuema — 1o S0 Mr yrpom u BedepoM. B cityuae mpomycka npuema npenapara cieAayeT IpuHITh
MPOMYIIEHHYIO 03y KaK MOKHO ckopee. [Ipu aTom cienyer n3berats mMpuHSATHS YABOCHHOM 03B
B OJUH JICHb.

[Tpenapat Bungarnuntun dapmacuHTe3 NpUHUMAIOT BHYTPh HE3aBUCUMO OT MpHUeMa IMUIIIH.

4.3. IlpoTuBONMOKA3aHUS

e ['unepyyBCTBUTENBHOCTh K BWINAIVIMITUHY WM K JIOOOMY M3 BCIOMOTaTelbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pasaene 6.1.

e (Caxapnsriii tuabet 1 Turma.

e OcTpplii WIM XPOHWYECKUH METa0OJMUYECKHi anuao3 (BKIOYas JUA0CTHYCCKUN
KETOAaIN103 B COYETAaHUU C KOMOU min 0e3 TakoBo# ). J[nabeTnueckuii KeToaumao3 T0HKEH
KOPPEKTUPOBAThCSI MHCYJIMHOTepanueil. Jlakratanumos (B TOM 4rclie ¥ B aHAMHE3¢E).

e Hapymenus ¢yHKuuM meyeHW, BKIOYAs MAIMEHTOB C TIOBBIIICHHONW aKTHBHOCTHIO
«I1EYEHOYHBIX» bepmeHTOB (amaHMHAMHHOTpaHC(Eepa3bl (AJIT) I
acnaptatamuHoTpancdepassl (ACT) B 3 u Gosiee pa3 BbIlIe BEpXHEH T'PaHUIIBI HOPMBI,
(3xBI'H).

e Xponwuueckas cepaeunas HeoctarouHocTh (XCH) IV dynknumonansroro kinacca (©K) mo
(GYHKIIMOHATBLHON  KJTacCU(pUKAIIHI HBIO-ﬁOpKCKOfI KapJAHOJIOTHYECKOW acCOLUAINU
(NYHA) (BBumy OTCYTCTBUSI [aHHBIX KJIMHUYECKUX HCCIICOBAHUIA O MPUMEHEHUU

BUJIIATJIMIITHHA y 9TOW IPyNIbl NAIIUEHTOB).

4.4. Oco0Oble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

Oco0ble yKazaHus
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pEKOMEHAYEMBIE JUTsl YeJIOBEKa, MIpernapar He BbI3bIBAJ HAPYIICHUH (epTHUILHOCTH.

[Ipu HEOOXOIMMOCTH WMHCYIMHOTEpANMU BWIJATIMIITHH MPUMEHSIOT TOJBKO B KOMOWHAIMU C
uHcynuHoM. [Ipenapar nmpoTruBonoka3aH y MallMeHTOB C caxapHbIM AuaberoMm | Tuma wiam Ass
JedeHus: AuabeTHYecKoro KeToarua03a.

CepeuHast HeIOCTATOYHOCTD

[lockonbKy JnaHHBlE O MNpuUMEHeHMM BuwgarauntuHa y mnauueHtoB ¢ XCH III @K mo
knaccuukanmmn NYHA orpaHwdeHbl W HE TO3BOJIIOT CJENaTh OKOHYATEIbHBINH BBIBOJ,
PEKOMEHIyeTCd C OCTOPOXHOCTBbIO MPUMEHATHh mnpenapaT Bunmarmuntun ®apMacuHTes y
MAalUEeHTOB JAaHHOUN KaTEeropuu.

He pexomenayetcs npumeHenne BuarauntuHa y nanueaTos ¢ XCH IV ©K no kinaccudukanmm
NYHA, BBUIY OTCYTCTBHS JaHHBIX KIMHUYECKUX UCCIECTOBAHUN O MPUMEHEHUH BUJIJAIMIITUHA
y TAllUEHTOB ATOM TPYIIIIHI.

Hapvuienne ¢dyHKIMHY ITOYEK

ITockOnBKY ONBIT MIPUMEHEHUS BUJAATIUNTHHA Y NALMEHTOB C TepMUHaINbHOU craguen XbBII,
HaXOZAIIMXCS HAa TEMOAMAIIN3E HITH IPOXOJAIINX IPOLEAYPY FEMOIUaNIN3a, OTPaHUYEH, ITpenapar
PEKOMEHAYETCS IPUMEHSATD C OCTOPOKHOCTBIO Y JAHHOM KaTE€rOpUH MalueHTOB.

HaDVI_HeHI/IH d)VHKUI/II/I IICUYCHHU

[TockonbKy B peaKuX cCiydasx MHpW MPUMEHEHHHM BWJIIATIMIITAHA OTMEYANOCh MOBBIIICHUE
aKTHBHOCTH aMHUHOTpaHcdepa3 (Kak MpaBwio, 0€3 KIMHUYCCKUX TMPOSBICHUN), Tepen
npuMeHeHneM npemnaparta Bungarnuntun @apMacuHTes, a TakKKe U PEryJsIpHO B X0Ji€ TIEPBOTO
roja mpuMeHeHus npenapara (1 pas B 3 Mecsia), peKOMEHIYeTCS OMPEICNIATh OHOXUMHYECKHE
nokazarenu (QyHKIMH nedeHu. [Ipu BBISBICHUM MOBBIIICHUS aKTHBHOCTH aMHHOTpaHcdepas
cleyeT MPOBECTH MOBTOPHOE MCCIEAOBAaHUE C IIENbI0 MOATBEPKICHHUS pe3yibTaTa, a 3aTeM
PEryisipHO TIPOBOJIUTH OIpeneieHre OMOXMMHUYECKHX MOoKazareiaed (PyHKIMHM MEYeHH J0 HuX
Hopmanu3aiuu. Eciau npesbimenne aktuBHOCTH ACT unu AJIT B 3 nnu 6onee pa3 Boimne BI'H
MOJTBEP>KJIEHO TOBTOPHBIM HCCIIEI0BAHUEM, NTpENapaT PEKOMEHYETCsl OTMEHHUTD.

[Ipu pa3BUTHM >KENTyXH WM JAPYTrUX TMPU3HAKOB HapyIIeHWs (QYHKIUHM Ie4yeHH Ha (QoHe
npUMEeHEeHUs Tmpenapata Buimarmuntua @apMacuHTe3 TeEpanuio MpenaparoM  Cledyer
HEMeUIeHHO npekpatuth. [locne HopMmanu3anuu Mokasateneil (QyHKIMM TeYeHU JeueHHe
npenapaToM BO30OHOBIATH HENb3SL.

I'unormukeMust

W3BecTHO, 4YTO mpenapaThl  CyJdb(OHMIMOYEBMHBI MOTYT IPOBOLIMPOBATH  pa3BUTHE
runornukemMun. CylecTByeT pUCK pa3BUTHSI TMIIOIVIMKEMHUH IIPU OJTHOBPEMEHHOM NPUMEHEHUH

BWIJIATJMIITHHA C TpenapatamMu  Cyiab(OHMIMOYEBHUHBL. [lpn HeoOXomumMocTH —ciemyer
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MHUHUMH3UPOBATH PUCK PA3BUTHA T'MIIOTJIMKCMHAU.

OcCTphIii MTaHKPEATUT

IIpumenenne npenapara Bunparnuntun dapmMacuHTE3 CBA3aHO C PUCKOM pa3BUTUSA OCTPOro
na"kpeatura. Cienyer NpoMH(GOPMUPOBATh MALMEHTA O CHMITOMAX, XapaKTEPHBIX ISl OCTPOrO
naHkpeatura. [Ipu moxo3peHun Ha OCTpBIi TAHKPEATUT Iperapar ciieyeT OoTMeHUTh. He cienyer
BO300HOBIIATH TEPAIHIO, €CIU OCTPBIN MAHKPEATUT ObLT MOATBEPAK/IEH. Y MAIEHTOB C OCTPBIM
IIAaHKPEaTUTOM B aHaMHe3€ NPUMEHATh mpenaparT Buigarmuntua ®PapMmacuHTE3 ClenyeT ¢
OCTOPOKHOCTBIO.

BcnoMorarenbpHEIC BEIECTBA

[Ipenapar Bungarmuntudn @apMacuHTe3 COIEPXKUT JiakTo3y. IlammeHtam ¢ peako
BCTpEYAIOLIeics HaCIeICTBEHHOM HETTEPEHOCUMOCTBIO TAIaKTO3bI, E(PUIIUTOM JIAKTa3bl JIOMapen

WM TJII0K030-TaJIaKTO3HOM MalibabcopOuue He clielyeT MPUHUMATh 3TOT Mpemnapar.

4.5. B3amMmopeiicTBHe ¢ JPYIMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3aUMOJACHCTBUSA

Bunparnuntun o61asaeT HU3KUM MOTEHIMAIOM JIEKAPCTBEHHOT'O B3aUMOJICHCTBUS.

[TockonbKy BUIIIATTIMIITHH HE SBIIsIeTCA cyocTpatoM GpepmeHToB rutoxpoma P450 (CYP), a takke
HE UHTUOMpYyeT W HE HHIYUUPYeT O5TH (EpMEHTbI, B3aUMOJCHCTBHE BUJIATUOTHHA C
JICKapCTBEHHBIMH IIperapaTtaMy, KOTOpBIE SBISIOTCA CyOCTpaTamMu, HWHTHOUTOpaAMH WM
unaykropamu P450 (CYP), mamoBepositHo. [Ipu omHOBpEeMEHHOM MPUMEHEHUH BUJIIATJIAIITUH
TaK>Ke He BJIUSAET Ha CKOPOCTh METa00IM3Ma MPenapaToB, ABJISIOUINXCA cyOcTpaTaMu (PepMEHTOB:
CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 u CYP3A4/5.

KnuHnuecku 3HaUMMOro B3aMMOJEHCTBHS BHJIATTIMOTHHA C IMpenapaTaMu, Haubojee 4acTo
ucrnonb3yeMbiMu 1ipu jiedeHun CJI 2 tumna (rauOeHKIaMUI0M, THOTJIUTa30HOM, METHOPMHHOM)
Wik 00JaJal0IKMMU  yY3KUM TEpaneBTUUYECKUM JUANa30HOM (aMJIOJUIIMHOM, JUTOKCHHOM,
paMUIIPUIIOM, CHMBAaCTaTHHOM, BaJicapTaHOM, Bap(papruHOM) HE YCTAaHOBJICHO.

Tuasuapl, IIIOKOKOPTUKOCTEPOMABI,  Ipernaparbl TOPMOHOB  IMUTOBUAHOM  JKENE3BI,
CUMIIATOMHUMETUKH MOTYT CHM)KAaTh THUIOIIMKEMHYECKOE ACHCTBHE BWIJAIJIUNTHHA, KaK U
JIPYTUX IEPOPATbHBIX MPOTHUBOINA0ETUYECKUX MTPENapaToB.

YacroTa pa3BUTHS aHTHOHEBPOTUYECKOTO OTEKa ObLIA BBILIE MPU OJTHOBPEMEHHOM MPUMEHEHUH
BIWJIJIATJIMIITHHA ¢ MHTUOWTOpaMHM aHTMOTEH3MHIpeBpamaromero gepmenra (AIlD), npu sTom
ObLIa CXOHOM C TAKOBOM B KOHTPOJIbHOM rpytre. B 60ibIIMHCTBE CilydaeB aHTMOHEBPOTHYECKHIMA
OTEeK OBLI cpelHEW CTENEeHU TSHKECTH U pa3penialicsi caMOCTOATEIbHO B XOJ€ MPOAOJIKEHUS

TEpAIIU BUIIAArJIMIITUHOM.
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4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

JlocTaTOYHBIX MAaHHBIX MO MPUMEHEHUIO BWJAATIUINTHHA Y OCPEeMEHHBIX HET, B CBSI3U C YEM
mpenapar IpOTHUBOIIOKAa3aH BO BpeMs OEpeMEHHOCTH. B TOKIMHMYECKUX HMCCIIeIOBAaHUAX ObLTa
BBISIBJICHA perO,Z[yKTI/IBHaH TOKCHUYHOCTH HpI/I HpI/IMeHeHI/II/I B BBICOKHUX 034X, HOTGHHH&HBHBIﬁ
PHCK IS YelIOBEKa HEM3BECTEH.

JlakTamus

[Ipenapar Bunparmuntun @apmMacuHTe3 TPOTUBOIIOKA3aH B TIEPHOJ TPYAHOTO BCKapMIIMBAHUS,

IMOCKOJIBKY HCU3BECTHO, IPOHUKACT JIKM BUJIAAITIUIITHH B T'PYAHOC MOJIOKO Y YCJIOBCKA.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHHu3MaMH

I/ICCHGI[OBaHI/IH BJIMAHUA BWIIJArJIMIITUHA Ha CHOCO6HOCTB YIIpaBJIATE TPaHCIIOPTHBIMU
CpeAcTBaMu MM paboTaTh C MEXaHU3MaMHU He IPOBOAMINCEH. [Ipy pa3BUTHH rOJIOBOKPYKEHUS Ha
¢doHe mMpUMeHEeHHsI MpernapaTa MalueHTaM He CleyeT YNpaBisTh TPAHCHIOPTHBIMU CPEICTBAMU

NI pa60TaTB C MEXaHU3MaMMU.

4.8. HexxenarejibHble peakuu

Pesrome mpoduiist 6e3onacHOCTH

[Tpu npuMeHeHUN BUIIIArIMIITHHA B MOHOTEPANIUY UM B KOMOMHALIMY C IPYTHMMHU MpenapataMu
OOJIBIIMHCTBO HEXeNaTeNbHBIX Peakinii ObUIH c1a0b0 BBIPaXKEHBI, UMEIH BPEMEHHBIN XapakTep U
He TpeOOoBaIM OTMEHBI Tepanuu. Koppensiun Mex 1y 4acToToi HexenarenbHbIX peakuuit (HP) n
BO3pacTOM, MOJIOM, dTHHYECKON MPUHAIEKHOCTHIO, MPOJOJIKUTEIbHOCTHIO PUMEHEHUS WU
PEXUMOM J03UPOBAHUS HE BBISBIICHO.

YacroTra pa3BUTHS aHTHOHEBPOTUYECKOTO OTE€KA Ha (DOHE TEeparuu BUIIATIUIITHHOM COCTaBJIsIIa
>1/10000, <1/1000 (rpamarmusi «penko») U ObLIa CXOMHON C TaKOBOW B KOHTPOJBHOW TpYIIIIE.
Haubonee yacTo ciyyan aHrMOHEBPOTUYECKOTO OTE€Ka OTMEYaINCh IPU MPUMEHEHHUH Mpernapara
B KOMOWMHaIMM C WHTHOMTOpaMH aHTHOTeH3WHMpeBpamatomero ¢epmenta (AllD). B
OOJIBITMHCTBE CIy4aeB aHTMOHEBPOTUYECKUN OTEK OBLIT CPeTHEH CTETIEHH TSKECTH U pa3pernancs
CaMOCTOSITENIHO B XO/1€ ITPOJOJDKEHHSI TEpay BUIAATTIUITHHOM.

Ha ¢one Tepanuu BUIIArTUNTHHOM PEAKO OTMEYAINCh HapyleHus: QyHKINUU MTeYeHH (BKIIIoYas
renarut) 6€CCUMITOMHOTrO TeueHus. B 60bIIMHCTBE ClTyyaeB JaHHbIE HAPYILIEHUS U OTKJIOHEHUS
nokasaresei (yHKIHUU IEYeHU OT HOPMBI pa3pelImINCh CAMOCTOATEIBHO 03 OCIIOKHEHHH Tocie

IpeKpaleHus Tepanuu npenaparom. [Ipu npumenennu BugarauntyuHa B 1o3e 50 mr 1 wnm 2 pasa
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cocrasisna 0,2% wim 0,3% coorBercTBeHHO (10 cpaBHEHMIO € 0,2% B KOHTPOJIBHOW IPYIIIIE).
VYBenuyeHne AaKTUBHOCTHU «II€UYCHOYHBIX» (EpMEHTOB B OOJIBLIIMHCTBE CIy4aeB ObLIO
0eccHUMIITOMHBIM, HE IPOTPECCUPOBAIIO U HE COMTPOBOKAAIOCH XOJIECTA30M MITH HKEITYXOM.

HP crpynmupoBaHbl B COOTBETCTBUH C KJIacCHU(pUKaIMEe opraHnoB u cuctem opranoB MedDRA. B
npeJenax Kaxa0i rpynnsl OpraHoB U cucteM opraHoB HP nepeunciensl B opsiike yMEHbILIEHUS
4aCTOTHI BCTPEYAEMOCTH. B mpezenax kaxaou rpymnisl 4acTorsl Bctpedaemoctu HP yka3aHel B
MOPSIIKE YMEHBIIICHUS TSKECTH.

JIns1 OLlEHKM 4acTOThl BCTPEYAEMOCTH HEXKEJIATEIbHBIX PEaKIMi MCIOJIb30BAINCH CIEAYIOIINE
KpuTepuu o4eHb yacto (>1/10), gacto (>1/100, Ho <1/10), Heuacto (>1/1 000, Ho <1/100), penko
(>1/10 000, O <1/1 000), ouenp pemko (<1/10 000), wacTora Hem3BecTHA (Ha OCHOBaHUU
UMEIOUINXCS JaHHBIX OLEHUTH HEBO3MOXHO).

[Ipy mpuMEHEHNHN BUJIJATJIMIITHHA B MOHOTEPAITNH

[Ipu npumenenun BuigarauntuHa B 103e 100 Mr B CyTKM 4acTOTa OTMEHBI TEPAllUU B CBSI3H C
pasBuTHEeM HexenarenbHbIX peakiuit (0,3%) Oblia He BbINIe TakoBOW B rpymre 1uiane6o (0,6%)
i nipenapata cpaBHeHus (0,5%).

Ha ¢one monoTepanuu BungarauntuHa B 703¢ 100 Mr B CyTKH 4acTOTa pa3BUTHS THITOTIMKEMUN
0€e3 yBeTMUEHUS CTEIICHU TSDKECTH COCTOAHUs cocTapisiia 0,4%, 4To COMOCTaBUMO C IIPErapaToM
cpaBaenus u mane6o (0,2%).

Macca Tena He U3MEHSIACh MO CPABHEHUIO C MCXOJHOW B KIMHUUYECKUX HCCIEIOBAaHUAX, KOT/Ia
BuigaraunTuH 100 MT B CyTKH IPUMEHSUTH B KadecTBe MoHOoTepanuu (-0,3 kxr u -1,3 kr B rpynmax

BHJIJATJIMIITHHA U TJ1AIe00 COOTBETCTBEHHO).

CucTeMHO-OpraHHbIi KJ1acc Yacrora Hexenarenbnas peakuus

Hngexyuu u uneazuu OueHb penko NHudexnun BepXHUX IbIXaTeIbHBIX IMyTEH,
Hazo(apuHTUT

Hapywenus memabonuzma Heuacrto I'unornukemust

U numaHus

Hapywenus co cmoponul Yacto ['osoBOKpyKEHHNE

HEpBHOU CUCmeMbl Heuacto l'onoBuast 6011b

Hapywenus co cmoponul Heuacto [Tepudepuyeckue oTexkn

€ocy008

Kenyoouno-kuweynule Heuwacro 3amnop

HapyweHus
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Hapywenus co cmoponul Heuacro

COOTBETCTBYET 2KCNEPTHOMY OTYETY

MBIUEYHOU, CKeIemHou U

COCOUHUMENbHOU MKAHU

JlonrocpouHble KIMHUYECKUE UCCIIEI0BAHUS POIOJIKUTEIBHOCTBIO 10 2 JIET HE BBIIBUIIN KaKUX-
1100 JTOTIOIHUTENBHBIX OTKIOHEHUH POQHIIs 6€30MaCHOCTH WM HEMPEABHICHHBIX PUCKOB IPH
IIPUMEHEHNN BUJIJATJIMIITUHA B MOHOTEPAIIUH.

[Ipu npuMeHeHNnH BITarInunTHHA B 103€ 100 MI B CYTKM B KOMOMHAIMK ¢ METHOPMHUHOM

[Ipu npumenenuu BuimarauntuHa B jno3e 100 mr/cyt B komMOMHamuM ¢ MeTHOPMUHOM HIIH
wianebo B COYETAaHUH C MET(GPOPMHUHOM CIIy4yaeB OTMEHBI TEpallid B CBSA3M C Pa3BUTHEM
HE)KENNaTeNIbHbIX PEaKLUil He 0TMEYanoch.

[Ipn nmpumMeHennn BuiagarauntTuHa B no3e¢ 100 Mr B CyTKM B KOMOWHAIMHU ¢ METHOPMHHOM
THITOTIIMKEMHsI OTMeuanachk B 1% cimyyaes (B rpynme miamebo + merdhopmut — Hedacto (0,4%)).
B rpynne npumeHeHHs BHIAATNIMOTHHA HE HAONIOJAIOCh PA3BUTHUSI THIIOTIMKEMHU TSKEIIOH
CTEIIEHHU.

Macca Tena He M3MEHsIACh IO CPAaBHEHMIO C MCXOJHOM B KIMHMYECKHX HMCCIEIOBAHUAX IPU
npuMeHeHnr koMOnHauuu Busnarauntuia 100 mr B cytku u merdopmuna (+0,2 kr u -1,0 kr B

rpymnnax BUJIAATIMITHHA U I1J1a11€00 COOTBETCTBEHHO).

CuCTEeMHO-OpTraHHbIN KJ1acce Yacrota HexenarenbHas peakus
Hapywenus memabonuzma Yacto ['mnornukemust

U numaHus

Hapywenus co cmoponul Yacto Tpemop, ronoBHas 607k, TOJTOBOKPYKEHUE
HEepBHOU cucmembl Heuacto [ToBbIIEHHAS YTOMIISIEMOCTh
Kenyoouno-kuweynule Yacro TomHoTa

HapyweHus

JlonrocpodHble KITMHUYECKHUE UCCIIEN0BAHNS MPOAOKUTEIBHOCTBIO J10 2 JIET HE BBIIBHIIM KaKHX-
7100 JTOTIOIHUTENBHBIX OTKIOHEHUH POQuIIs 6€30MaCHOCTH WIH HENPEABHICHHBIX PUCKOB IIPH
NPYMEHEHUN BUIIJArIMIITHHA B KOMOUHAIIMY ¢ MET(HOPMUHOM.

W3ydyeHne npuMeHeHUs: KOMOWMHAIMU BUJIATIMIITHHA U METPOpPMHUHA B KAaueCTBE CTAPTOBOM
Tepanuu MpHu caxapHoM Jauadere 2 TUIA HE BBIIBUIIO OTKJIOHEHHH mpoduis 0e30MacHOCTH WK
HENpPEIBUCHHBIX PUCKOB.

IIpy  nmpuMEHEHMH BWJIHATJHMIITAHA B 03¢ 50 MF/CVT B _KOMOMHAIIMHU C IIPOU3BOAHBIMHU

CVJ'II)(bOHI/IJ'IMOLIeBI/IHBI
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[Ipn mpumeHeHnnu BuimarunTuHa B g03¢ 50 Mr/cyT B %ﬁéﬂlﬁﬂﬂﬂac -lr-%n‘&dﬁ&\; ”h”i“OTa

OTMEHBI TEpalmuu B CBSA3M C pa3BUTHEM HEXKeNaTelIbHBIX peakiuii cocrasmsuia 0,6% (1o
cpaBHeHuio ¢ 0% B rpymnme rauMenupu + miamedo).

YacroTa pa3BUTHA TMIIOTJIMKEMHUH Y MAllMEHTOB, MOJIYYaBIINX BHJIJATTUNOTHH B 103€¢ 50 mr/cyt
BMECTE € IIMMenupuaoM, coctaBmia 1,2% (mo cpaBHenuto c¢ 0,6% B rpynme muianebo +
rmMenvpua). B rpymine npuMeHeHrs BUIIATIUITHHA He Ha0MI01a7I0Ch Pa3BUTHS TUIIOTIMKEMHAH
TSKEJIOW CTETIEHMU.

Macca Tena He u3MeHsIach MO CPAaBHEHUIO C MUCXOJHOM B KIIMHUYECKHUX MCCIEIOBAaHUSX, KOI/Aa
BWJIJATJIMIITAH B 03¢ S0 MT oauWH pa3 B cyTKu A00aBisuiy kK rimmenupuny (-0,1 xr u -0,4 kr B

rpymnnax BUJIAATIMITHHA U I1J1a11€00 COOTBETCTBEHHO).

CucTeMHO-OpTraHHbIN KJ1acc YacroTa HexenarenbHas peakius
Hngexyuu u uneazuu Ouens penko | Hazodapunrur

Hapywenus memabonuzma Yacro [M'unornmukemus

U numaHus

Hapywenus co cmoponul Yacto Tpemop, rosoBHast 60JIb, TOJTOBOKPYKEHHUE,
HEepBHOLL cCucmembl acTeHHUA

Kenyoouno-kuweynule Heuacro 3anop

HapyuwieHus

ITpu npuMeHEeHNN BIUIAATJIMIITHHA B I03€ 100 mr B CYTKH B KOMOMHAIIMH C THA30IUINHINOHOM

[Ipu mpumeneHun BuizarnunTuHa B jgo3e 100 mr/cyr + THA30IMAMHANOH M 1Uanebo +
TUA30JUIMHANOH CIy4aeB OTMEHBI TEPAIUU B CBSI3U C Pa3BUTHUEM HEXENATEIbHBIX PEAKLMUN He
0TMEYajoCh.

[Ipn npumeHennn BunaarnunTuHa B 103¢ 100 Mr B CyTKM + NUOIJIIMTAa30H OTMEYAIOCh pa3BUTHE
runoriaukemun B 0,6% ciydaes, a y MalMeHTOB, MOTy4aBUIMX IU1anedo + nuornura3oH, — B 1,9%
ciydaeB. B rpynmne npumeHeHMs BWIJAIIMITHHA HE HAONIONANOCh PAa3BUTUS TUIOTTIMKEMHUH
TSDKEJION CTEIICHH.

B wuccnepoBaHMM NpPUMEHEHMsI BWIJAIJIMOTHHA B KadeCTBE JIONOJHUTEIBHOM Tepaluu K
IHUOTJIMTa30HYy a0COMOTHOE YBEIMYECHNUE MACCHI TeJa B rpyme mianedo u Buwinarauntusa 100 mr
B CYTKHM cOCTaBWIO 1,4 1 2,7 KT COOTBETCTBEHHO.

[Ipu noGamneHuu BuimarmunTHHA B g03¢ 100 MT B CYTKHM K MHOTJIMTA30HY B A03¢ 45 Mr/cyr
4acToTa pa3BUTHUS NepudepruecKux OTEKOB cocraBisuia 7% (mo cpaBHeHuto ¢ 2,5% Ha Qone

MOHOTCpPAIINU HI/IOFHI/ITaBOHOM).

CuCTEeMHO-OpTraHHbIN KJ1acce YacroTa HexenarenbHas peakuus
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Hapywenus memabonuzma Yacro VBemuerie Macep teng o - - 2 MUUE
U numaHus
Heuacto ['unornmkemus
Hapywenus co cmoponul Heuacrto ["onoBHast 60Jb, acTEHUS

Hepenoﬁ cucmemysl

Hapywenus co cmoponwi Yacro [epudepuueckue orexku

€ocy008

IIpu npuMeHeHur BUIAAMIUITHHA B 103€ 50 Mr 2 pa3a B CYTKA B KOMOMHAIIMU C MHCYJIMHOM (C

MeThHOPMUHOM WU 0€3 HEro)

[Tpu npuMeHeHnn Ipenapara B KOMOMHAIIMY C HHCYJTMHOM (B KOMOWHAIUU C METHOPMHUHOM HUJTH
6e3 MeTdopMHHA) YacTOTa OTMEHBI Tepanuu BciueacTsue pasButuss HP Obuia paBna 0,3%, B
TpynIme Tepanvy BIIIATIUITHHOM, B TPYIIIE TIANe00 ciiydaeB OTMEHBI Tepanuu He Obuio. [lpu
NPUMEHEHHH Tpernapara B KOMOMHAIUMY C HHCYJMHOM (B KOMOMHAIUKN ¢ MeT(HOpMUHOM uiH 0e3
MeT(GOpMHUHA) HE OTMEUAIOCh YBEJIIMYCHUS PUCKA PA3BUTHUS THIIOTIMKEMHU IO CPAaBHEHHIO C
KoMOuHanuew mianedo + uncynus (14% B rpymnne Bunaarnuntuia u 16,4% B rpymre miaine6o).
Y 2 manuweHToB B TpyIIe BWIJATTUNTHHA W y 6 TMAIlMEHTOB B TpyIIe Imianedo pa3BHIIaCh
TUTIOTJIMKEMHUS TSDKEJIOW CTETICHH.

Ha MoMeHT 3aBepiiieHusI ucCIieIOBaHMsI TIpenapaT He OKa3bIBaJl BIUSHHS Ha CPEAHIOI0 Maccy Tela
(mMacca Tena yBenmumiach Ha +0,6 KT IO CpaBHEHHIO C MCXOHOW B TPYIINE BUIIIATIUIITAHA, a B

rpymnre mianedo ocrajgach HEU3MEHHOM ).

CucTeMHO-OpraHHbIi KJ1acc YacroTa HexenarenbHas peakuus
Hapywenus memabonuzma Yacto [M'unornmukemust

u numanus

Hapywenus co cmoponul Yacro I'onoBHast 60116, 03HOO

Hepenoﬁ cucmemasl

Kenyoouno-kuuieunvie Yacto TomHoTa, TacTpo330dareabHbINA PedITIOKC

HapyweHus Heuacrto Huapes, mereopusm

[Ipu npuMeHESHNH BUIJArINOTHHA B o3¢ 50 MT JBa pa3a B JICHb B KOMOMHAIIMH C npernaparaMmu

CcyJIbOHMIMOYEBUHBL U METHOPMHUHOM

Cny4yaeB OTMEHBI Ipemapara, cBs3aHHbIX ¢ HP B rpynme KoMOWHUpPOBaHHOH Tepanmuu
BWJIJIATJIMIITUHOM, METGOPMMHOM U INIMMENMPUAOM, OTME4YeHO He Obuto. B rpymme
KOMOMHUPOBAaHHON Tepanuu Iu1anedo, MeTGOPMHMHOM U IIIMMENUPUAOM YacTOTa OTMEHBI

npemnapara, cBa3anHoi ¢ HP, cocrasuna 0,6%.
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['unoriarkeMust oTMeYaIach 4acTo B 00enx rpymrnax ( 5,1%'1;' &%ﬂé@&yﬁ%ﬁ%@éﬂaﬂ% 5051

BIWIJIATJIMIITUHOM, MeT(GOopMHHOM M Tiumenupuaom u 1,9% B rpymnmne KOMOMHHPOBAHHOM
Tepanuy 1anedo, MeThOPMUHOM U MIUMENUPUAOM). B rpynme BuigarmuntuHa OTMEUEH OHH
3MN30]1 TUIIOTIIMKEMHUH TSKETION CTETICHH.

Ha MomeHT 3aBepiiieHus nccieI0BaHusl 3HAUMMOr0 BIUSHUSL HA Maccy Tejia BBISIBJICHO HE ObLIO

(+0,6 xr B rpynmne Buwinarauntuia u -0,1 kr B rpynmne riane6o).

CuCTEeMHO-OPTraHHBIN KJ1acc YacroTa HexenarenbHas peakuus
Hapywenus memabonruzma u Yacto ['mnornmukemust
numaHus
Hapywenus co cmoponwi Yacto I'onmoBokpyxeHue, TpEMOp

Hepenoﬁ cucmemasl

Hapywenus co cmoponul Yacro I'unepruapos

KOJCU U NOOKONCHBIX MKAHE

Obwue napyuenus u peakyuu Yacto Actenus

6 Mecme 66e0eHusl

IlocTperucTpallnOHHLIC UCCASIOBAHMUS

Bo Bpems nmpoBeneHrs MOCTPEruCTPAIMOHHBIX UCCIEA0BaHN ObUTH BBISIBIIECHBI cieaytomue HP
(TTOCKOJIBKY COOOIIEHUS TIOYYEHBI B TOOPOBOJIBHOM MOPSJIKE OT MOMYJISAIIMH HEOMPEAEeIEHHOTO
pasMepa, JOCTOBEPHO ONPEAECIUTh YacTOTy pa3BuTUs naHHbIX HP He mnpexncrasimgercs
BO3MOJXKHBIM, B CBSI3U C U€M OHH KJIACCU(UIIMPOBAHBI KAK «4aCTOTa HEM3BECTHAY).
Kenyoouno-kuuieunvie HapyuieHus: 1acToTa HEeU3BECTHA — MTAHKPEATHT.

Hapywenus co cmoponvl neuenu u dcenuesvigoosujux nymeti. 4acToTa HEM3BECTHA — TeMaTUT
(pa3peluBIIMACS CaMOCTOSITENBHO IOCIE OTMEHBI JIEKApCTBEHHOT'O Iperapara), MOBBIIICHHUE
AKTUBHOCTH «II€YCHOYHBIX» (PEpMEHTOB (pa3pelinBLIEeCs CaMOCTOSITEIbHO IOCIE OTMEHBI
JIEKapCTBEHHOTO Mpernapara).

Hapywenus co cmoponwt mvlueynotl, ckeiemuou u cOeOUHUmMenbHOU MKaHUu: 9acToTa HEU3BECTHA
— MUaJITHUA.

Hapywenus co cmoponvl Kodicu u NOOKONMCHbIX MKAHel. 4aCcTOTa HEM3BECTHA — KPANUBHUIIA,
9KCPOJIMATUBHOE W OYIJIE3HOE MOPAKCHHUS KOXH, BKIIOYAs OyJUIe3HBIA MeMQPUTOMI, KOXKHBIN
BaCKYJIHUT.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01maTh 0 1Mo103peBaeMbIX HeXeIaTeIbHBIX PEaKIUAX MOCIe PErUCTPAlli Ipernapara ¢
LENbI0  O0EClEeYeHUsT HENPEPhIBHOIO MOHUTOPHHIA COOTHOUIEHHS «II0Jb3a — PHCK»

JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
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T0I03PEBAEMBIX HEXKEIATENbHBIX PEAKIHIX neKapCTBeﬁm@%%a&%'@?ﬁaﬂﬁ&mhme
CHCTEMbI COOOIICHUSI O HEKEIATENBHBIX PEaKIHUIX TOCYyJapcTB — WICHOB EBpa3uiickoro

HKOHOMHYECKOTO CO03a:
Poccuiickas ®@eoepayus

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1

OdenepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)
Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

HNuTtepuer-caiiT: www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

Anpec: 220045, r. Munck, nip-T [3epxkunckoro, 83, kopmyc 15, 8 atax

VII «lleHTp 5SKCIEpTHU3 W HUCIBITAHUNH B 3/paBOOXpaHEHUM», PecrmyOnmKkaHCKas KIMHHKO-
bapmakooruyeckas 1adopaTopus

Ten.: +375-17-242-00-29

OnexTpoHHas noyra: repl@rceth.by

WNuTtepHet-caiiT: www.rceth.by

Pecnyonuxa Kazaxcman

Anpec: 010000, r. Acrana, yi. A. Umanosa, 13

«HarmoHallbHBIA LEHTP 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB U MEIULMHCKUX H3IEIHII»
Komutera MemumuHckoro u (apmarneBTHYECKOro KOHTPOJIs MHHHCTEpCTBa 3ApaBOOXpPaHEHUS
Pecnyommuku Kazaxcran

Ten.: 8 (7172)78-98-28

OnexrponHas nouta: pdlc@dari.kz

WNuTtepHer-caiit: www.ndda.kz

Keipevizckas Pecnybauka

Anpec: 720044, r. buiikek, yiu. 3-a Jlunus, 25

JlemapraMeHT JIEKapCTBEHHBIX CpPEICTB M MEIMIMHCKUX W3JAenuid npu MuHuctepcTse
3npaBooxpanenus Keipreizckoit Pecryomuku

Tein.: 0800-800-26-26, +996-312-21-92-88

OnexTtponHas noyra: dlomt@pharm.kg

WnTepHer-caiit: www.pharm.kg

Pecnyonuxa Apmernus

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

«Hay4HpIil LEHTP BKCOEPTU3bl JEKAPCTB M MEIULMHCKUX TEXHOJOTHM WM. akKaJeMuKa

3. I'abpuensinan AO3T
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Te.: (+374 10) 20-05-05, (+374 96) 22-05-05 (MOCHELOBATENBHOCTE 0006)

DnekTpoHHas mouTa: vigilance(@pharm.am

HNuTtepHeT-caiiT: www.pharm.am

4.9. Ilepeno3npoBka

CuMITOMBI

BungarmuntiH X0poIo mepeHoCUTCs TPU MPUMEHEHHUH B 03¢ 110 200 Mr/cyT.

[Tpu npumenennn npenapara B 103¢ 400 Mr/cyT MokeT HaOJIIOAaThCS 00JIb B MBIIIIAX, PEIKO —
JeTKHEe W TPaH3UTOPHBIC IMAPECTe3UH, JMXOPaaKa, OTCKM W TPAH3UTOPHOE TOBBIIICHHE
akTuBHOCTH Junasbl (Boime BI'H B 2 paza). [lpu yBennyenuun no3s1 Buiparauntuxa 10 600 mr/cyt
BO3MOXXHO Pa3BUTHE OTEKOB KOHEYHOCTEH, COMPOBOXKAAIOIIUXCS MAPECTE3USIMHU U MOBBIIIEHUEM
aKTUBHOCTH KpeaTuHpochokuHazbl, C-peakTuBHOTO Oesika 1 MuoriioouHa, aktuBHocTH ACT. Bee
CUMITOMBI TEPEIO3UPOBKU M M3MEHEHUs JabOpaTOpHBIX TOKa3aTeneld OOpaTUMBI MOCIe
MpEeKpaIeHUs MPUMEHEHHS Tpernapara.

Jleuenue

BriBenenue npenapata U3 opraHu3Ma ¢ MOMOIIBIO JAUAIN3a MajJoBeposATHO. OIHAKO OCHOBHOM
ruaAponu3Heil Metabout BunarnuntuHa (LAY 151) Moxker ObITh yajaeH U3 opraHu3ma myreM

réMoauaiania.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass  TpyMIa: CpeacTBa Juis  JIeUeHUs  caxapHoro  jauabera;
THUIIOTTIMKCMHUYCCKHUE CpCACTBA, KPOMC HWHCYJIHNHOB, I/IHI‘I/IGI/ITOpBI I[HHGHTH,Z[HHHGHTHI[&BBI-“-
(AIII1-4).

Koxg ATX: A10BHO02

Mexanusm geiicTBus

BunparnunTtus, npeactaBuTeNb Kiiacca CTUMYIISITOPOB OCTPOBKOBOIO arapara MoIKeny104HOMl
JKEeJe3bl, SBIISICTCS MOIIHBIM M CEJIEKTUBHBIM MHTHOUTOpOM mumnentuauianentuaasbi-4 (JII111-4),
YIIYYIIAIOIIUM TIHKEMUYECKHi KOHTpoJib. MHrnOupoBanue BuingarnuntuaoM I111-4 mpusoaut
K YBENUYCHHIO 0a3aJlbHOTO0 M MOCTIPAHAMATHLHOTO JHIOTCHHOTO YpPOBHS HWHKPETHHOBBIX
ropmonoB  I'TIII-1  (rmrokaronomomoOHeid  memtun 1) u  [UIl  (Tmrok0303aBUCHUMBIIA
MHCYJIMHOTPOIIHBIN MOJTUIIETITHT).

dapmakognaamMuyeckue dPpPeKTnl

[Ipu npumenenuu BuarnunTrHa B 103¢ 50—100 Mr B CyTKH y MallMEHTOB C CaxapHbIM T1a0beTOM

2 tuna (CJ] 2 tuna) ormeuaercs ymydiieHHE (YHKIUU B-KIETOK IMOJUKETYJOYHOM >KEJIe3bl.
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Crenensp ynydmeHus: QyHKIUN -KJIETOK 3aBUCHUT OT méﬂé&lﬁ%%ﬂéﬂ#ﬁbﬁ%&é’ﬁﬁi TaK

y nmun 6e3 CJ] 2 tumna (¢ HopManbHON KOHIIEHTPAIMEH TIIOKO3bI B IJ1a3Me KPOBH) BIJIJATTUIITHH
HE CTUMYJIUPYET CEKPEIMI0 UHCYIMHA U HE CHMXKAE€T KOHLICHTPALIUIO TIIFOKO3BI.

[ToBbimas koHueHTpamuio 3uaoressoro ['TI-1, BungarnunTiH yBeIM4MBaeT YyBCTBUTEIBHOCTh
0-KJIETOK K TJIFOKO3€, YTO NMPUBOJAUT K YJIYUYIIEHUIO TIHOKO303aBUCHUMON PETYISILIUU CEKPELUU
rrokaroHa. CHUKEHUE MOBBIIIEHHON KOHIIEHTPALMY ITFOKaroHa BO BpeMs €7Ibl, B CBOIO OUEpE/ib,
BBI3bIBAET YMEHBIIEHNE UHCYJIIMHOPE3UCTEHTHOCTH.

VYBenuueHrne COOTHOUICHHS] WHCYJIWH/TJIIOKaroH Ha (OHE TUIEPIIUKEMUH, OO0YCIOBIECHHOE
noBbilieHreM KoHueHTpauu [TIII-1u ['MII, BbI3bIBa€T yMEHBIICHHE NPOAYKIUU TJIFOKO3bI
MEYEHBIO KaK BO BpeMs, TaK U MOCIE MpUeMa MUILH, YTO TPUBOAUT K CHIXKEHHUIO KOHIICHTPALUU
[JIFOKO3BI B IJIa3M€ KPOBH.

Kpome TOro, Ha ¢one npuMeHeHUs BWIJArJIUNTHHA OTMEYAETCS CHMKEHUE KOHLEHTPALUU
JUNHIOB B IUIa3Me KPOBU TOCTIE MpUeMa MUILH, OJHAKO 3TOT 3((EKT He CBA3aH C €ro JAeHCTBUEM
Ha ['TITI-1 nim I'UIT u ynyunienneM GyHKIUU OCTPOBKOBBIX KJIETOK MOHKETYAOYHOM KeNe3bl.
W3BectHo, urto mnoBbiueHue koHueHTpauuu [TIII-1 Moxer npUBOOUTH K 3aMEAJIEHUIO
OTIOPOXKHEHUS JKeITy/IKa, OJHAKO Ha (DOHE MPUMEHEHHS BUJIIArIUNTHHA MoJ00HO0TO0 3 (deKTa He
HaOJIFOJaeTCs.

[Ipu npumenenun BunaarmunTuHa y 5795 maumentoB ¢ CJ] 2 Tuna B TeueHue 52 Henenb B
MOHOTEpANUA WU B KOMOWHAIMU C MET(HOPMHHOM, MPOU3BOJHBIMU CYJIb(OHUIMOUYEBUHBI,
THA30JIMIUHANOHOM, WJIM MHCYJIMHOM OTMEYalOCh JOCTOBEPHOE JUINTEIBHOE CHH)KECHHE
KOHIICHTpAIlUX TJIMKUpoBaHHOTO reMoryioonHa (HbA 1¢) 1 rimroko361 KpOBH HATOIIAK.

[Ipn npuMeHeHNH KOMOMHAIIMY BUJIJATTUITHHA U MeT(HOPMHHA B Ka4eCTBE HAUYAITBHOW TEparuu
y nauueHtoB ¢ CJ[ 2 Tuma B TeueHue 24 Henenb OTMEYAIOCh J10303aBUCUMOE CHUKEHHE
koHIeHTpanuu HbAlc B cpaBHEHHH ¢ MOHOTEpAINKel TaHHBIMU TTpenaparaMu. Ciiydan pa3BUTHUS
TUINOTIMKEMHUH ObUTH MUHUMAJIbHBI B 00€HX TPYIIax Tepanuu.

[Ipu npumenenuun BunaarnuntuHa B 7o3e S0 Mr 1 pa3 B CyTKH B Te€ueHUE 6 MECSIIEB Y MALIMEHTOB
¢ CJl 2 tuna c¢ HapymieHHeM (QYHKIUU MOYEK CpeAaHed (CKOpOCTh KIyOOYKOBOH (pHUIbTpaIiu
(CK®) >30, <50 mun/mun/1,73 M%) unn taxenoit (CK® <30 ma/mun/1,73 M%) cTeneHn 0TMeUanoch
KJIIMHWUYECKH 3HAYMMOE CHIDKeHHE KoHIleHTpanuu HbA 1¢ mo cpaBHeHMIO ¢ TI1a11€60.

[Ipu npumeHeHny BuiaraunTrHa B 103¢ 50 Mr 2 pasa B CyTKU B KoMOuHamu c¢/6e3 methopMuHa
u uHCynuHOM (cpemnsis no3a 41 EJl/cyT) OO MPOJEMOHCTPUPOBAHO CHIDKEHHUE MOKA3aTels
HbAlc na 0,77% ot ucxomHoro cpeaHero 3HadeHus 8,8% CO CTaTUCTHYECKH JTOCTOBEPHOMU
paszHuueit ¢ miaanedo 0,72%. YactoTa rUMNOrNIMKEMHH B TpYIIE BWINATVIMITAHA CPaBHHMA C
TaKOBOW B rpynmne ruiane6o. [Ipu npumeneHun BuiaaaraunTuHa B 1o3¢ 50 Mr 2 pas3a B CYTKH B

koMOuHammu ¢ merhopmuaoM (>1500 Mr/cyt) u rimMenupuaoMm (>4 Mr/cyt) ObUIO MOKa3aHO
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CTATUCTUYECKU 3HAUMMOE CHIKeHue ypoBHs HbhAlc Ha OW@%%@%&%E{J&G %Hé;';[gr% gﬁQ‘%HI/IH

8,8%.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AbGcopbuus

[Ipn mpueme BHYTph HATONIAK BWJIIATJIMITAH OBICTPO BCACHIBACTCS, & €ro MaKCHUMallbHas
KOHIEeHTpauuss B IutasMe KpoBH (Cmax) HocTuraercs depe3 1,75 waca mocne npuema. Ilpu
OIHOBPEMEHHOM TpHUeMe C TMHIIEH CKOpOoCTh abcopOuMM BUIAATIMITAHA CHID)KAETCS
HE3HAYUTENIbHO: OTMeYaeTcsi yMeHbIeHUE Cmax Ha 19% u yBennueHne BpeMEeHU ee TOCTUKEHUS
1o 2,5 gacoB. OHaKO TpUeM MHINK HE OKA3bIBACT BIUSHUS HA CTETIEHb aOCOPOIMU | TUIOIIAlb
1oz KpuBoi «koHueHTpanusa-spems» (AUC).

Bunparnuntus 6bICTPO BCachlBaeTCs, a €ro adCOM0THAs OMOIOCTYTHOCTh MOCIE MpUeMa BHYTPh
coctaBisieT 85%. Cmax 1 AUC B TepaneBTHUECKOM JAMana3oHe 03 YBEIWYUBAIOTCS MPUMEPHO
IPONOPLUOHAIIBHO J103€.

Pacnpenenenue

CremneHb CBSI3bIBaHMS BUIIIATTIMIITHHA ¢ OeTKaMu 11a3Mbl KpoBH HU3Kas (9,3%). Bunparnuntux
pacmpenensercs pPaBHOMEPHO MEXIy IUIa3MOM KpoBM M spurpouutamu. Pacmpenenenue
BUJIIATJIMIITAHA POUCXOIUT, TIPEIMOIOKUTEIHHO, SKCTPABACKYIIIPHO, 00BEM pacIipeieicHIs B
PaBHOBECHOM COCTOSIHUU MOCJI€ BHYTPUBEHHOTO BBeAeHUs (Vss) cocTaBiusier 71 .

Buorpancdhopmarims

OCHOBHBIM IyT€M BBIBEJICHUS BWJIJArJMNTHHA fBIsETCS OuorpaHcopmanus. B opranuzme
yenoBeka 69% 103wl mpemnapara noxasepraerca Ouorpanchopmaru. OCHOBHOM MeTabONIUT —
LAY151 (57% mo3bl) papMakoIOTHIeCKH HEAKTUBEH U SBISETCS MPOAYKTOM THAPOIU3a IUAHO-
KoMItoHeHTa. Okoso 4% 1036l mpenapara NOABEPraroTCs aMUAHOMY THAPOIIH3Y.

B noknmHHYECKHX HCCIIEIOBAHUAX OTMeuaeTcs nonoxutenbHoe BiusHue [I111-4 va rugponus
BUJIATNIMIITAHA. Bunmarmuntun metabomu3upyercss 0e3 ydactus HM30(epMEHTOB ILUTOXpPOMa
P450. Bunnarnuntus He siBisiercst cyoctparom uzopepmertoB P450 (CYP), He unrubupyer u He
HHIyIHpYeT n30(epMeHThI ruToxpoma P450.

OJIMMUHALNA

[locne nmpuema mnpenapatra BHYTpb OKO0JIO 85% 403bl BBIBOAMTCS HoukamMu U 15% — uepes
kuiieyHuK. [lodyeuHass SKCKpenuss HEM3MEHEHHOro BwiaarmunTuHa cocrasiser 23%. [lpu
BHYTPUBEHHOM BBEICHHM CPEIHMUN TMEpHO] TMOJYBBIBEJCHHUS JOCTHUraeT 2 4YacoB, OOIIui
MJIa3MEHHBIA KIIMPEHC W TIOYEUYHBINH KIWPEHC BWIAATIUNTHHA cOCTaBisitoT 41 /4 u 13 /4
cootBeTcTBeHHO. [lepuon nonyssiBenenus (Ty) mocie npueMa BHYTPb COCTABIISAET OKOJIO 3 4acoB,

HC3aBUCHUMO OT JO3HI.
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IToueunast HeJOCTATOYHOCTD

VY manueHToB ¢ HapyumeHHeM (YHKIHU TOYeK JIeTKOH, cpeaHed wim Tsokenoi crenenu AUC
BIJIJIATJIMIITHHA YBEIMYUBAIACH IO CPABHEHUIO CO 370POBbIMH 10OpoBosbiiamu B 1,4, 1,7 1 2 paza
cootBercTBeHHO. AUC metabonuta LAY 151 yBennuuBanacs B 1,6, 3,2, u 7,3 pa3a, a Metaboimrta
BQS867 -8B 1,4, 2,7, 1 7,3 pa3a y MallMeHTOB ¢ HapymIeHUeM (PYHKITUU MTOYEK JICTKOU, CPETHEH U
TSDKEJION CTeneHel cOOTBETCTBEHHO. OrpaHUYEHHBbIE AAHHBIE Yy NAIMEHTOB C TEPMHHAIBHOU
CTaauel XpOHNYECKOH 00JIe3HN MOYEK YKA3bIBAIOT HA TO, YTO IMOKA3aTENN JAHHON IPYIIIbI CX0XKHU
C TaKOBBIMH Y TMALIMEHTOB C HapylleHHWeM (QYHKIIMHM MouYeK Tskeynoil creneHu. KoHneHTpanus
merabonuta LAY 151 y nanmenToB ¢ TepmuHanbHOM cranuent XbI1 yBenmunBanacek B 2—3 pasa o
CpaBHEHHIO C KOHIICHTPALMEH y MaIMeHTOB C HapyleHHeM ()YHKIIMH MTOYEK TSDKENIOH CTEeHH.
[Ipu npuMeHeHny npenapara y HallMeHTOB ¢ HapyIIeHuEeM (GYHKIIUU TOYEK MOXKET MOTPEeOOBATHCS
KOPPEKLHUs JO3BbI.

BriBenenue BUIIarIMIITHHA TTPU TEMOJIMAIN3€ OTpaHUYeHO (depe3 4 yaca mocjie 0JIHOKPaTHOTrO
nprema coctapisieT 3% Mpu ATUTENBHOCTH MPOLEAYphl Ooee 3—4 4acoB).

IleueHnouyHas HEJOCTATOYHOCTh

VY manueHToB ¢ HapyleHnueM (DYHKITUH ITeUeHH JIETKON U CpelHel cTeneHel Tshkectr (6—9 6amios
no mkane Yaitnna-I1pr0) mociae oIHOKPATHOTO MPUMEHEHHUsS IpernapaTa OTMEUYAeTCsl CHUIKEHUE
ouonoctynHocTH BuigarauntuHa Ha 20% u 8% cOOTBETCTBEHHO. Y MAallMEHTOB C HapyIICHHEM
¢ynkunu neyenu Tspkenoil crenenu (10—12 6amnoB mo mikane Yaitna-ITeio) GuogocTynHOCTh
BUJIJATJIMIITUHA TOBbIIAeTCS Ha 22%. VYBeIWYEeHUE WM YMEHBIIEHHUE MaKCUMaJIbHOU
OMOOCTYITHOCTH BHJIJATTIUNTHHA, He npeBbimatomiee 30%, He ABIseTcs KIMHUYECKH 3HAYNMBIM.
Koppensitiun Mexay CTENeHbI0 TSDKECTH HapyUIeHHH (DYHKIMHM TMeYeHH M OMOIOCTYIHOCTBHIO
Ipernapara He BbISIBIICHO.

[NarueHThl MOXKWIOro Bo3pacra (65 JeT u crapiie)

VY 3710p0BBIX MOXKUIBIX Jtosel (=70 net) obmiee Bo3aelicTeue Buigarauntuaa (100 mr onuH pas
B CyTKHM) yBenuuuBajocb Ha 32 %, mpu STOM IIMKOBasg KOHLEHTpalMs B IUIa3ME€ KpOBU
yBenuurBaiach Ha 18 % 1o cpaBHEHUIO ¢ MOJIOJABIMU 310pOBbIMHE JitoabMHE (18—40 net). Tem He
MEHEe JTH W3MEHEHUsS HE CUMTAIOTCS KIWHWUYECKH 3HauuMbiMu. WMuruOupomanue JII111-4
BUJIIATJIMIITHHOM HE 3aBHCUT OT BO3pacTa MalMeHTa B MpeJesiax UCCIIEJOBAHHBIX BO3PACTHBIX
TpyIIIL.
eTn
dapMaKOKHHETHYECKHUE 0COOEHHOCTH BUJIJATIIUIITHHA Y IETEH M MOJIPOCTKOB Myaamie 18 et He

YCTAHOBJICHEI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Lemtrono3a MUKpOKpUCTATIIMYECKAS
JIakT03BI MOHOTHAPAT
KapOokcumerninkpaxman HaTpHst

Maruus creapat

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPHU XPAHEHU U

XpaHUTh B 3alIUIIEHHOM OT CBETa MeCTe Mpu Temrieparype He Boiiie 30 °C.

6.5. XapakTep M coaepkaHue NePBUYHON YIIAKOBKHU

IlepBuyHas ymakoBKa JICKAPCTBEHHOIO IIpenapara

I[Io 7, 10, 14, 15 wumum 30 TabmeTok B KOHTYPHYIO SYEHKOBYIO YHAKOBKY W3 IIJICHKH
NOJMBUHUIIXJIOPUIHON M (DOJIBIH aTFOMHUHHUEBOM MEYaTHOMN JIAKUPOBAHHOM.

ITo 20, 28, 30, 50, 56, 60, 90, 100, 112 unu 120 TabaeTok B OaHKY MOJUMEPHYIO U3 MOJUITHIICHA
HU3KOTO JIaBJICHUS C KPBIIIKON HATATMBAEMOHN ¢ KOHTPOJIEM IIEPBOTO BCKPBITHS U3 MOJINITHIICHA
BBICOKOTO JIaBJIeHHsS. BO3MOXXHO 3amoaHeHne CBOOOTHOTO MPOCTPAHCTBA BATON MEIUITMHCKOM,
rurpockonuyeckoi. Ha GaHKM HaKJIEWBAIOT ATUKETKU U3 OyMaru STUKETOYHOM WM MHCYEH, Win
13 MOJINMEPHBIX MATEPHAIIOB, CAMOKJIESIIIUECH.

Bropuynas yrmakoBKa JIEKQpCTBEHHOI'O IIperapara

M0 2,4,5,8,9 unu 12 KOHTYPHBIX TYEHKOBBIX YIIAKOBOK 10 7 wiiu 14 TabIeTOK BMeCTe C TUCTKOM-
BKJIQJIBIIIEM TIOMEINAIOT B MAauKy U3 KapToHa. Ha mauky MOKeT HakjeuBaThCs CaMOKJIESIIascs
ATUKETKA C MAPKUPOBKOM.

[To 1 nnu 3 KOHTYPHBIX SYEHKOBBIX YIMAKOBOK IO 10 TaGJIETOK BMECTE C JIMCTKOM-BKJIAIBIIIEM
MOMENIAIOT B MAauKy U3 KapToHa. Ha mauky MOXeT HakIeMBaTbCA CaMOKJIEAIIAsCs ITHUKETKA C
MapKHUPOBKOMU.

ITo 1, 2, i 3 KOHTYPHBIX SIMEUKOBBIX YITAKOBOK 110 30 TabIETOK BMECTE C JIMCTKOM-BKJIA IBIIIIEM
MOMEIIAIOT B MayKy U3 KapToHa. Ha mauky MoOXeT HakJIeuBaThCsl CaMOKJIesIIascs 3TUKETKa C

MapKHUPOBKOHU.
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ITo 6 mam 7 KOHTYPHBIX STYEHKOBBIX YIMAKOBOK IO 15 ﬁ@ﬂé%o]ﬁs}&%@rﬂ@%i?o@ﬁﬁ&&ﬁ%m

NOMEIIAIOT B MAa4Ky M3 KapToHa. Ha mauky MOXeT HakKJIeHBaThCSl CaMOKJIESINAscs 3TUKETKA C
MapKHUPOBKOHU.

ITo 1 Ganke BMecCTe ¢ JIMCTKOM-BKJIA/IBIIIEM MTOMEIIAIOT B NMAa4Ky M3 KapToHa. Ha mauky moxer
HaKJIENBAThCS CAMOKJISSIIASACS ITUKETKA C MAPKUPOBKOIA.

[Tauky moMeIArOT B rPyNIIOBYIO YIIAKOBKY.

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEHUs:
JIEKAPCTBEHHOI0 Mpenapara, u Apyrue MAaHUIYJISIIHHU ¢ NPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

JIto6oe KOIMYEeCTBO HEUCIIOJIb30BAHHOIO TMpernapara WM pPacXOJHble MaTepuaibl TOJIKHBI
YHUUYTOXKAaTbCS B COOTBETCTBUM C YCTAHOBJIICHHBIMH HAIlMOHAIbHBIM 3aKOHOAATEIbCTBOM

TpeOOBaHUSIMU.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus

000 «PapmacunTe3-TIOMEHB»

625059, r. Tromensb, 7-oi kM Benmkanckoro Tpakra, 1. 2

Ten.: +7 (3452) 69-45-10

Anpec 35eKTpoHHOM nouThl: info-pst@pharmasyntez.com

7.1. IlpeacTaBuTeNb JEpPsKATEs] PETHCTPANMOHHOIO YI0CTOBEPEHHA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aPECY:

Poccuiickas ®@eoepayus

000 «PapmacunTe3-TIOMEHBY»

625059, r. Tromensb, 7-oi kM Benmkanckoro Tpakra, 1. 2
Ten.: 8-800-100-15-50

Anpec 35eKTpoHHOM nouThl: info-pst@pharmasyntez.com

Pecnybnuxa benapyco

TOO «Adalan»

220131, r. Munck, yn. 'amapauka 30/395
Mob6. Ten. (24 gaca): +3 752 955-12-510
Anpec 31eKTpoHHOM mouThl: pv(@adalan.kz

Pecnybnuka Kazaxcman
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100 «Adalany (MOCNEOOBATENEHOCT 0006)

050057, r. Anmarsl, yn. Tumupsizesa, 42, nas. 23, ogd. 202
Ten: +7 (727) 269-54-59, +7 (727) 269-54-18
Mob6. Ten. (24 waca): +7 (701) 217-24-57

Anpec anekTpoHHO# nouThl: pv(@adalan.kz; b.satova@adalan.kz

Kuipevizckasa Pecnybauxa

TOO «Adalan»

720016, r. bumkek, c. Opro-Cai, yn. Umananuesa, a. 52
Mob6. Ten. (24 gaca): +996-555-262-680

Anpec 31eKTpoHHOM mouThl: pv(@adalan.kz

Pecnybnuxa Apmenus

TOO «Registrarius»

0088, r. EpeBan, coobmectBo Baarnu, yi. Pa3man, 13
Ten: +374-96-30-30-00

Mo06. ten. (24 gaca): +7-701-746-04-21

Anpec 351eKTpoHHOM nouThl: info@registrarius.org

8. HOMEP PEI'UCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
INEPEPETUCTPALIUN)

JlaTa niepBo perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0m1ast XxapakTepHCTUKa JIGKAPCTBEHHOT 0 npenapara Bunnarnuntun @apmacunTe3 JOCTYIHA Ha
UHPOPMALIMOHHOM TopTajie EBpa3suiickoro SKOHOMHUYECKOTO co3a B HWH(POPMAIMOHHO-

KOMMYHUKaIMOHHOM cetu «HTepHEeT» http://eec.eaeunion.org/
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