COOTBETCTBYET 3KCNEFTHOMY OTHETY

ot 200122023 M2 26705

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1003

1. HAMUMEHOBAHUE JTEKAPCTBEHHOI'O IIPEITAPATA
BUJIJJATJIMIITUH, 50 mr, TabneTku

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTByrolee BENECTBO: BUILAATJIUIITHH.

Kaxxnas Tabnerka cogeput 50 Mr BUIIAr U THHA.

BcnomoraTenbHble  BellecTBa, HaJW4YHe€ KOTOPHIX HEOOXOIMMO YYMTHIBaTh B COCTaBe
JIEKapCTBEHHOTO Mpernaparta; JIAaKT03bl MOHOTHApaT — 47,82 mr (cM. pazzaen 4.4).

[TonHbIi epeyeHb BCIIOMOTATENbHbIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TalOmeTku.
Tab6nerku 6e10ro MK 6EII0TO € )KEITOBATHIM OTTEHKOM IIBETA MUJTH OCJIOT0 C CEPOBATHIM OTTEHKOM

[BETA, KPYTJIbIE, INTIOCKOIMIIMHAPHYECKUE ¢ (PaCKOM, JOMYCKAETCsl MPAMOPHOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

JlexapctBennsiii npenapatr BUJIJJATJIMIITUH nokazan Kk TpMMEHEHHUIO Y B3pOCIbIX cTapiie 18

ner mpu caxapHom nuabere (CIl) 2 Tuma (B coueTaHUM ¢ AWeTOTepanued W (pu3mdecKuMu

YIPOKHCHUSIMU )

— B Ka4yeCTBE MOHOTEpamuu B ciiydae HEI(H(PEKTHUBHOCTH AUETOTEpAnuu W (PU3HUECKHUX
VOpaXHEHU y TMAalWeHTOB C HAJIWYUEM MPOTUBOMOKA3aHUM K MPUMEHEHHIO/
HEMEePEHOCUMOCTH METPOPMUHA UK B ciIydae HedhPeKkTHBHOCTH MeT(hOpMUHA;

— B KOMOMHAIMMU ¢ METOPMHHOM B KayecTBE HAYAIbHOM MEIMKAMEHTO3HOH Tepamuu IMpH
HEe0CTaTOYHOH 3(PPEKTUBHOCTH AUETOTEPANUU U PUZNIECKUX YIIPAKHEHUH;

— B COCTaBE€ JBYXKOMIIOHEHTHOM KOMOMHMPOBAHHOW Tepamuu: C MET(GOPMUHOM WM
TUA30JUIMHANOHOM, HJIM C HMHCYJIMHOM B ciydae Hed()(EKTHBHOCTH AMETOTEpaIny,
¢u3nUecKrX yIpaXHEHUI 1 MOHOTEpAIUU YTUMHU TNIperapaTaMu;

— B COCTaB€ JIByXKOMIIOHEHTHOW KOMOMHHMpPOBAaHHOW Tepamuu C  [POU3BOJHBIMU
CyJIb(OHMUIMOYEBUHBl Yy TAIlMEHTOB C HEJOCTATOYHBIM KOHTPOJEM IJIMKEeMUU Ha (oHE
MaKCHMaJIbHO MEPEHOCUMON J03bl MPOU3BOAHOIO CYIh()OHMIMOYEBHHBI WM TIPU HATUYUHU

MPOTUBOMNOKAa3aHUI K MPUMEHEHUIO/HEMEPEHOCUMOCTH METPOPMHUHA;
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— B COCTaBe TPOWHOW KOMOWHHUPOBAHHOM Tepam/l" .':'B:--Méﬁaﬂﬁﬂtbl Ens;aaz-n;[HMH

CyJTb(QOHMUIMOYEBHUHBl U METQOPMUHOM, y TMAIMEHTOB, paHee IOJy4YaBUIMX TEPAINUIO
NPOM3BOJHBIMU  CYJTb(OHUIMOYEBUHEI M METGOPMHUHOM Ha (OHE IHETOTEepanuud u
(1)H3H‘-I€CKI/IX ynpa)KHeHI/Iﬁ " HC JOCTUTTINX aACKBATHOI'O KOHTPOJIA I'NIMKCMHUU

— B COCTaBe TPOWHOW KOMOWHHMpPOBAHHOW Tepanmuu: B KOMOWHAIIUM C HWHCYJIHMHOM H
MeT(GOPMUHOM, y TALIUEHTOB, paHee MOTYYaBUINX HHCYJIMH B CTAOMIILHOM 03€ U MET(POPMUH
Ha (hoHe queTorepanuu U GU3NUECKUX YIPAXKHEHUH U HE TIOCTUTIIHNX aJIeKBATHOTO KOHTPOJIS

TJIMKEMUH.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103UpoBaHus

Ho3y npenapata BUJIJTATJIMIITUH cnenyer moaduparh WHIWBHAYaTbHO B 3aBUCUMOCTH OT
3¢ (HEKTUBHOCTH M IEPEHOCUMOCTH.

Pexomenayemast no3a npenapata BUJIJJATJIMIITUH 50 mr 1 wnu 2 pa3a B neHb. MakcuManbHas
cyTo4Has f03a npemnapara cocrasisier 100 mr.

Pexomenayemas 1o3a npemnapara B MOHOTEpAllUU UM B COCTaBe KOMOMHHPOBAHHOW Tepanuu
MET(GOPMUHOM, THAZOJIUAMHIMOHOM MM MHCYJIMHOM (B KOMOMHAIMU ¢ MET(HOPMUHOM MM O€3
meThopmuHa), coctapiser SO mr win 100 Mr B CyTKH.

Pexomenayemas noza mpemapara BUJIJATJIMIITUH B cocraBe nBOHHON KOMOMHHUPOBAHHON
Tepanuu C MPOU3BOIHBIMH CYIb()OHUIMOUEBHHBI cocTaBisieT SO Mr 1 pa3 B cyTku yrpom. B aToit
MOMYJISIINY MaueHTOB 3 PEeKTUBHOCTH BUIAAraunTHHA B 03¢ 100 MT B CyTKH ObLIa CXOTHOM €
TakoBOH B 103¢ 50 MTI' B CyTKH.

PexomennoBannas no3a npenapara BUJIJIATJIMIITUH B coctaBe TpoitHONW KOMOMHUPOBAHHON
Tepanuu (BUIJATJUINITAH + TPOW3BOJHBIE CYJb()OHMUIMOYEBUHBI + MET()OPMHUH) COCTABISIET
100 Mr B CyTKH.

Ecnu nenu riamkeMu4ecKoro KOHTPOJIS HE JOCTUTHYTHI Ha (poHE MpUMEHEHHs] MaKCUMalbHOU
cyrouHo# 103b1 100 MT, clieyeT paccMOTPETh BO3MOXKHOCTH JOOABICHHS K TEPAIIUH [TPETIapaToM
BWIAATJIMIITUH npyrux TUNOTIMKEMHUYECKUX MpEnaparoB, TaKWX, Kak MeTQOpMHUH,
MPOU3BOJHBIE CYTb()OHUIMOUYEBUHBI, THA30IUANHINOHBI WIIK UHCYJIUH.

Oco0ble rpyInel NALKUEHTOB

Tayuenmor noxcunozo eospacma
VY manueHToB MOXHIIOTO BO3pacTa He TpeOyeTcss KOPPEKIMK peKuMa J03UPOBaHUS TpenapaTa

BWIAATJIAIITHUH.
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Tlayuenmul ¢ Hapywenuem ynKyuu novex (MOCNEQOBATENBHOCTE 0003]

Y mnanueHToB C HapylIeHHEeM (YHKIHH TOYEeK JIETKOW CTeneHW (CKOPOCTh KIyOOUYKOBOM
dubrpanuu (CK®) > 60 mn/mun/1,73 M%) u cpenneii crenenu ¢ CK® 50-60 mn/mun/1,73 m? He
TpeOyeTcst KOPPEKINHU pexkrMa JO3UPOBaHUs IIpenapara. Y MalueHTOB C HapylIeHueM QyHKIII
nouek cpennedr cremenn ¢ CK®  30-50 wmn/mun/1,73 M> W TOKETOH CTereHH
(CK® < 30 ma/mun/1,73 M?), BKIIOYask TEPMUHAIBHYIO CTaJUI0 XPOHHYECKOH GONE3HH MOUYeK
(XBII) y narmeHToB, HAXOAAIUXCS Ha TEMOIUATN3E WK TPOXOSIINX MPOLEyPy TeMOHaln3a,
npenapar cieayeT npuMeHsaTh B 103e 50 mr 1 pa3 B CyTKu.

eTu
ITockoJyibKy OmnbITa MPUMEHEHUS BIJIIATJIUIITUHA Y IETEW U MOAPOCTKOB Miaie 18 jgeT Het, He
pexomenayercs npuMenaTs npenapat BUJIJIATJIMIITUH y nauyeHToB JaHHON KaTErOpHUH.

Cnooco0 npuMeHeHus

[Tpenapar BUJIJATJIMIITUH npuarMaroT BHYTph HE3aBUCUMO OT MpPHEMA THUIIIH.

Ho3y 50 mr/cyT cnenyetr npuHUMaTh | pa3 B JeHb yTpoM, 103y 100 Mr/cyT cieayer nenuTh Ha
2 npuema — 110 50 Mr yTpoM U BEYEPOM.

B cnydae mpomycka npuema mpenapara CiaeAyeT NPUHSATh HPOIMYIICHHYIO /103y KaK MOXHO

ckopee. [Ipu 3TOM ciiemyeT nzberath IPUHSITHS YIBOSHHOHN 03Bl B OJMH JICHb.

4.3. [IpoTuBONOKA3aHUSA

— l'unepuyBCTBUTENBHOCTD K BUJIIATTUNTHHY WK K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEILECTB,
NIEPEYUCIICHHBIX B paszzaene 6.1;

— HacnencTtBenHast HENEPEeHOCMMOCTh TalaKTO3bl, HEJOCTATOYHOCTb JIAKTa3bl, TJIFOKO30-

raJlaKTO3Has MaJibaOCopOIIHs;

— bepeMeHHOCTb, TpyJIHOE BCKapMJIMBaHHE (B CBSI3U C HEIOCTATKOM COOTBETCTBYIOILIUX

JTaHHBIX ).

— Caxapunbsrii tuader 1 tuma;

— OcTpblii WK XPOHUYECKUA METa0OTMIECKUH aruao3 (BKIt0Yast T1a0eTHISCKUNA KETOAIH 103
B COYCTaHMH C KOMOW wimm 0e3 TakoBoi). [lmabeTnyeckuit KeTOAMI03 MOJDKEH
KOPPEKTUPOBAThCS UHCYIMHOTepanueil. Jlakroanuo3 (B TOM 4ucie U B aHaMHE3e);

— Hapymienuss ¢yHKuMM medeHH, BKJIIOYAs MAlMEHTOB C MOBBIMIEHHOW aKTHUBHOCTBIO
«TIEYEHOYHBIX» depmeHTOB (amaHMHAMHHOTpaHC(epasbl (AJIT) W

acriapraramuHoTpancdepasbl (ACT) B 3 u Oonee pa3 Bblllle BepXHEW TPaHUIBI HOPMBI,

(3xBTH);
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— XpoHHUecKas cep/ieuHas HeIOCTaTOUYHOCT] (XCH)'ZII_l\l/;I &)m%gi{“a-ﬁ%gl 'Tng[T-a-EEH:l(FfBI%}) 10

dbyHkuroHanpHON  Kiaccudukanmuu  Herio-Mopkckol  KapauOJOTHYECKOW — acCcoIaluu
(NYHA) (BBumy OTCYTCTBHS MHaHHBIX KIMHHYECKUX WCCICJOBAHUA O MPUMCHEHHH

BUJIIATJIMIITHHA Y 3TOW IPyNIbl NAl[UEHTOB);

— Herckuii Bo3pact a0 18 net (3¢ dexTuBHOCTS M 0€30MacCHOCTh MPUMEHEHHUS Mpernapara He

YCTaHOBJICHBI).

4.4. OcoOble yka3aHusi 1 MepbI PEA0CTOPOKHOCTH IIPH MPUMEHEHUH

Oco0ble yKazaHus

B noxkinHHMYeECKHX HCCIENOBAHUAX INPU NMPUMEHEHMHM B 103aX, B 200 pa3 mpeBblLIalOmnX
pEKOMEHIyeMbIE JUIsl YeJIOBEKa, IIpernapar He BbI3bIBAJ HAPYIICHUH (epTHIILHOCTH.

[Ipu HeobxomumocTn mHCcynuHotepanuu npernapar BUJIJTATJIMIITUH npuMeHSIOT TOJIBKO B
KOMOMHAIMK ¢ MHCYTUHOM. [Ipemnapar mpoTHBONOKa3aH y MAIlMEHTOB C CaxapHbBIM JAHa0ETOM
1 Tuna nnM A JIe4eHus 11abeTHYecKOro KeToau103a.

CepeuHast HE1OCTATOYHOCTD

[lockonbKy naHHBlE O nIpUMEHeHMH BuiparunrtuHa y mnamveHtoB ¢ XCH III ®K no
knaccupukanun NYHA orpanuueHsl M He MO3BOJSIOT CJeNaTh OKOHYATENbHBIM BBIBOJ,
pEKOMEHIyeTCs C OCTOPOKHOCThIO TpuMeHATh npenapatr BUJIIATJIMIITUH y namueHToB
JTAaHHOW KaTeropuu.

He pexomenayercst npumenenue pugarnunTraa y nainueatos ¢ XCH IV @K no knaccudukammm
NYHA, BBUy OTCYTCTBUS JAHHBIX KJIMHUYECKUX UCCIECIOBAaHUN O MPUMEHEHUN BUIAATTUNITHHA
y HAMEHTOB STOW TPYIIIIHI.

Hapynienue d)VHKHI/II/I IIOYCK

ITockOIBKY ONBIT MPUMEHEHMs BWJIJATJIMIITUHA y NAUUEHTOB ¢ TepMuHanbHOU ctaaueil XblI,
HaxOo[AIIMXCS HAa TEMOJMAIU3€ WIM IPOXONIIUX IPOUEAYpY TIeMOJIMAIN3a, OrpaHUYEH,
npenapar BUJIJIATJIMIITUH pekomeHayeTcs TPUMEHSATH C OCTOPOXKHOCTBIO Y JTaHHOM
KaTe€ropuy MalueHTOB.

HaDVI_HeHI/IH (bVHKHI/II/I IICUYCHHU

[TockonbKy B peAKHX CiIydasx NpU NPUMEHEHMH BMJIArTUNTHHA OTMEYaJoCh MOBBIIICHHUE
aKTHBHOCTH aMUHOTpaHcdepa3 (Kak mMpaBwio, O3 KIMHUYECKUX TPOSBICHUN), Tepea
npumeHenuem npenapata BUJIJIATJIMIITUH, a Ttakxke peryjispHO B XOJ€ NEPBOro rojaa
npuMeHeHus mpenapara (1 pa3 B 3 Mecsina), peKOMEHAYETCs ONpEAesITh OMOXMMHYECKHUE
nokaszarenu (yHKIMM TedeHd. [Ipu BBISBICHMH TOBBIMIEHUS aKTHBHOCTM aMUHOTpaHchepas

ClIeyeT NMPOBECTH MOBTOPHOE HCCIIECAOBAHHUE C LIENBIO MOATBEPKACHUS pe3ysbTara, a 3aTeM
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PEryJsIpHO MPOBOIUTH OMpeesieHne OUOXUMEYECKUX 'H&é?l&gfgig'wﬁ - e 0 nx

Hopmanu3aiun. Eciu npeseimenne aktuBHocTd ACT mnu AJIT B 3 unum Gonee pa3 Beime BI'H
MOJTBEPKJIEHO TOBTOPHBIM HUCCIIEI0BAHUEM, NTPENApaT PEKOMEHYETCS OTMEHHUTD.

[Ipn pa3BUTUM JKENTyXH MM JPYTUX HPU3HAKOB HapylleHHs (GYHKIMU INeYeHH Ha (hoHe
npumeHenust npenapata BUJIJATJIMIITUH Ttepanuio mnpenaparoM cleayeT HEMEIIEHHO
npekpatuth. [locne Hopmanu3anuu moka3aTened (YHKIMM TIEYEHHM JIEYEHUE IMpernapaTroM

BO300OHOBJIATH HEJIB3S.

I'unornukemMus

W3BecTHO, 4YTO TMPOU3BOJHBIE CYJIb(GOHHUIMOUYEBUHBI MOTYT IPOBOIMPOBATH pa3BUTHE
runornukemMun. CyliecTByeT pUCK pa3BUTHUS TUIIOTIMKEMHUH IPU OJTHOBPEMEHHOM MPUMEHEHUN
BUJIATJIMIITHHA C TPOU3BOJHBIMH CYJIb(OHHIMOUYEBUHEL. [Ipn HEOOXOIMMOCTH CIEAyeT
paccMOTpPEeTh BO3MOXHOCTh CHIDKEHHUS O3Bl MPOU3BOJMHBIX CYIb()OHIIMOUYEBUHBI C IICNBIO
MUHUMU3HUPOBATH PUCK PA3BUTHS TUIOTIIUKEMUH.

OcTpblil DaHKPEATUT

[IpumeHeHre BUIJArIUNTHHA CBS3aHO C PUCKOM pa3BUTHUS OCTpOro naHkpearura. Cuemyer
nporH()OPMUPOBATh MAIMEHTa O CHUMOTOMAX, XapaKTEpHBIX JJIs OCTpOro maHkpearuta. [Ipu
IONO3PCHUM Ha OCTPBIM IAHKPEaTUT BWILAIIMITHH ClelyeT OTMEHMTb. He cienyer
BO300HOBIIATh TEPANMIO BUIATTUITHHOM, €CIM OCTPbIA MAHKPEaTUT ObUI IOJTBEPXKICH.
Pexomennyercs ¢ octopoxkHOcThiO npuMeHsTh npenapat BUJIJIATJIMIITUH y mauueHToB €

OCTPBIM [TAHKPEATUTOM B aHAMHE3E.

CoaeprkaHue JaKTO3EI

[TanmeHTaM C peaKko BCTPEYAIOLIEHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajlaKTO3bl,
NeUIUTOM JaKTa3bl JIOMAPEH WU TIIOKO30-TATaKTO3HOW ManbaOcopOIueil He ciemyer
npuauMath npernapat BUIIJIATJIMIITUH wu3-3a Hainuuus J1IaKTO3bI MOHOTHIpPATa B COCTaBe

BCIIOMOTaTCJIbHBIX BECIICCTB.

4.5. BzamMmopeiicTBMe ¢ JAPYIMMH JeKapCTBEHHbIMH IpenapaTaMd W Jpyrue BHABI
B3aMMOJEHCTBUI

Bungarnuntun o61asaeT HU3KUM MOTEHIIMAIOM JIEKAPCTBEHHOT'O B3aUMOJICHCTBUS.

[TockonbKy BWIIArIMNTHH HE SBISiETCs cyocTparoM ¢epmertoB muroxpoma P450 (CYP), a
TaKKe HE MHTHOMpPYeT M He MHIYLUPYeT 3TH (DEepMEHTHI, B3aUMOCHCTBUE BHJAATJIMOTHHA C
JICKapCTBEHHBIMHM TIpenapaTaMM, KOTOpbIE SBISIOTCA CyOCTparaMu, WHTHOMTOpaMHU WIIH
uaaykropamu P450 (CYP), manoBepositHo. [Ipu oHOBpeMEHHOM NMPUMEHEHUN BHJIATJIUIITHH
TakkKe HE BIUSET Ha CKOPOCTh MeTadoJiM3Ma MpenaparoB, SBJISIONIMXCA cyOcTpaTamu

depmentoB: CYP1A2, CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2EI u CYP3A4/5.
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Knunndeckn 3HAYMMOro B3aUMOIEHCTBUS BHU narnnn‘iﬂi;ﬁ::a %Qﬁ%ﬁﬂﬁ!"ﬁ%ﬁaﬁ%@jﬁ{km

ucnonb3yeMbiMu Tipu JieueHuu CJI 2 tuma (rmuOeHKIaMUa0M, THOTIUTa30HOM, METHOPMUHOM)
501050 O6J'Ia,Z[aIOH_II/IMI/I Y3KUM TCPANCBTUYCCKUM OHUAIIA30HOM (aMHOI[I/IHI/IHOM, JUTOKCHHOM,
paMUIIPUIIOM, CHMBAaCTaTHHOM, BaJicapTaHOM, Bap(papruHOM) HE YCTaHOBJICHO.

Tuasuapl, TJIIOKOKOPTHUKOCTEPOUIBI,  IpemapaThl TOPMOHOB  LIMTOBHUJIHOM  JKeJe3bl,
CUMIATOMUMETUKH MOTYT CHUKaTh THUIIOTJIMKEMUYECKOe AeMCTBHE BWIIJArIUNTHHA, KaK U
JPYTUX MEPOpaTbHBIX IPOTUBOANAOETUYECKHX IPEMapaToB.

YacroTa Pa3BUTUA aHTHOHCBPOTHYCCKOI'O OTCKaA 6]:1.]13. BBIIIC TPpHU OJHOBPECMCHHOM NMPUMCHCHUU
BWJIJATJIMIITUHA ¢ MHTUOMTOpaMH aHTHOTEeH3WHIpeBpamaoiero gepmerta (AIID), npu s3Tom
Oblla CXOMHOW C TaKOBOW B  KOHTPOJBHOW Tpynme. B OolbmIMHCTBE  Cily4yaeB
AHTHMOHEBPOTUYECKUI OTEK OBLT CpPEHEW CTEMEHU TSHKECTH M Pa3pelialics CaMOCTOSITETLHO B

XO0J€ NMPOAOJIZKCHHUA TCPAIIUX BUJIAAT TUIITUHOM.

4.6. PepTUIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUS

bepemeHHOCTD

I[OCTaTO‘-IHbIX AAaHHBIX IO MPUMCHCHUIO BUJIAATJIUIITUHA Y 6€p€MeHHBIX HET, B CBA3HU C 4YEM
mpenapaTr IpOTHUBOIMOKAa3aH BO BpeMsi OepeMeHHOCTU. B NOKIMHMYECKHX HccleqoBaHusIX Oblia
BBISIBJIEHA PENPOAYKTUBHASI TOKCUYHOCTh MPU NPUMEHEHUU B BBICOKUX J103aX, NOTEHIIUAIbHBIN
PHMCK JJis1 YeJIOBEKa HEU3BECTEH.

Jlakranus

IIpenmapar BWJIJATJIMIITUH npoTuBomoka3aH B TMEpHOJ TPYAHOrO BCKapMIIMBAHMS,

IMOCKOJIBKY HCU3BECTHO, IPOHUKACT JIXM BUJIAAITIUIITUH B I'PYAHOC MOJIOKO Y YCJIOBCKA.

4.7. BiusiHue HA CIIOCOOHOCTD YIIPABJISITH TPAHCIIOPTHBIMH CPEACTBAMH M pad0TaTh ¢ MEXaHU3MAMM

I/ICCHGI[OBaHI/IH BJIWAHHWA BHWJIIAArJIUIITUHA Ha CIIOCOOHOCTD YOpaBJATh TPaHCIIOPTHBIMU
CpeACTBaMU WM pabOTaTh C MEXaHU3MaMH He MPOBOAMINCE. [IpH pa3BUTHHU rOJIOBOKPYKEHHUS HA
dbone npumenenuss mnpernapata BUWJIJATJIUIITUH manwenTam He claeayeT yOpaBIsITh

TPAHCIIOPTHBIMU CPCACTBAMU UJIU pa6OTaTI> C MCXaHHU3MaMU.

4.8. HexkenarejibHbIE peakuuu

Pesrome npoduiis 0esonacHocTu

[Ipu npuMeHeHNH BUJIIATIUIITHHA B MOHOTEPATUH UM B KOMOMHAIIMH C APYTHUMH IMIperapaTaMu
OOJIBIIMHCTBO HEXEIAaTeIbHBIX PEAKLUI ObIIM €1a00 BBIPAXKEHBI, UMEIIN BPEMEHHBIHN XapakTep U

He TpeOoBaM OTMEHHI Tepanuu. Koppemnsiun Mexay 4acToToi HexxenaTenbHbIX peakiuii (HP) u
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BO3PAacTOM, MOJIOM, STHUYECKON MPUHAJICKHJCTHIO, d{!}'&&ﬂ%‘ﬂ&gﬂg HTEPIIJECﬁC'HILIISTI M

PEKUMOM J03UPOBAHUS HE BBISBIICHO.
YacroTra pa3BUTHs aHTHOHEBPOTUYECKOT0 OTE€Ka Ha ()OHE TEPANUHU BUIIATTTUITUHOM COCTaBIIsLIa
>1/10 000, vHo < 1/1 000 (Tpamanus «peako») u Oblia CXOAHOM C TAKOBOW B KOHTPOJIHHOM TPyTIIIE.
Haubonee yacto ciryyan aHTHOHEBPOTHUECKOTO OT€Ka OTMEYaJINCh MPU MPUMEHEHUH IIpernapaTa
B KOMOMHAaIlMM C MHTHOMTOpPAMU aHTHOTEH3MHIpeBpamamomero ¢gepmenra. B GonmpmmHCTBE
CIly4acB aHTMOHEBPOTHYECKMH OTEK OBUI CpelHEH CTeNeHW TSHKECTH U pa3periascs
CaMOCTOSITENIHO B X0/1€ MTPOJOJIKEHHSI TEPAK BUIAATTUITHHOM.

Ha ¢one Tepanuu BUIAAMIUNITHHOM PEAKO OTMEUAINCh HapylIeHUs! (YHKIIMH MeYeHH (BKIIIOYast
rernaTtuT) OecCCHMNTOMHOIO TedeHus. B  OONbUIIMHCTBE CilydaeB JaHHbIE HapylLICHUS U
OTKJIOHEHHUS TOKa3aTeJed (YHKIMU MEYEHH OT HOPMBI PA3pELIMINCh CaMOCTOSATENBHO 0e3
OCIIO’)KHEHUH TOoclie MpeKpalleHus: Tepanuu npenaparom. [lpu npuMeHeHUN BUJIIATJIUIITHHA B
no3e 50 mr 1 wim 2 pa3a B CyTKH 4acTOTa YBEIMYCHHSI aKTUBHOCTH «IMIEYCHOUYHBIX» (EPMEHTOB
(AJIT wmu ACT > 3 x BI'H) cocraBnsina 0,2 % unu 0,3 % COOTBETCTBEHHO (IO CPaBHEHHUIO C
0,2 % B KOHTPOJBHOH Tpymie). YBEIHMUEHHE AKTUBHOCTH «IEYCHOYHBIX» (EPMEHTOB B
OOJILIITMHCTBE CIIy4aeB ObLIO OECCHMOTOMHBIM, HE MPOTPECCHUPOBAIIO M HE COIMPOBOXKIATIOCH

XO0JIECTA30M MJIH JKEJITYXOM.

Pe3roMe HexxenaTeabHbIX PEAKIINN

HexxenaTtenbHble peakuu CrpyHIHPOBaHBl B COOTBETCTBUU C Kiaccudukalyeil opraHoB u
cucreM opranoB MedDRA. B mpenemax kaxmaoil rpymnmbl opraHoB u cucrteM opra€os HP
MEPEUUCIICHBI B MOPSIAKE YMEHBILIEHUS YaCTOThl BCTpeuaeMocTu. B mpenenax Kaxaoi rpynimsl
yacToThl BeTpeuaeMoctu HP ykazaHbl B mopsiike yMEHBIICHHS YaCTOThI TSKECTH.

JlJ1s OLIEHKHM YacTOThl BCTPEYAEMOCTH HEXKENIaTeIbHBIX PEaKIUil HCIOJIb30BAJIUCh CIEIyIOIIHe
KpuTepuu: oueHb vacto (> 1/10), gacto (> 1/100, Ho < 1/10), meuacto (> 1/1 000, Ho < 1/100),
peako (=>1/10 000, Ho < 1/1 000), ouens penko (< 1/10 000), yacToTa Hen3BeCTHA (HA OCHOBAHUU
MMEIOIINXCS JAHHBIX YAaCTOTY OILIEHUTh HEBO3MOXHO).

IIpu npumenenuu sundaznunmuna 8 MOHOmMepanuu

[Ipy npumeHenun BuiAaraunTuHa B 103¢ 100 Mr B CyTKM 4acTOTa OTMEHBI TEPAUU B CBSI3U C
pasBuTHEeM HexenaTeNnbHbIX peakiuii (0,3 %) Oblia He BhIIIe TaKOBOU B rpymme miaredo (0,6 %)
i npenapata cpasaenus (0,5 %).

Ha ¢one monoTepanuu BuiagarauntaHOoM B go3e 100 Mr B CyTKM dYacToTa pa3BUTHUSA
TUTOTIMKEMUH 0€3 YBETUYEHUsS CTeNeHH TshKecTh cocTosiHus coctaBisna 0,4 %, uto

COITOCTAaBUMO C TpenapaTtoMm cpaBHeHus u mianebo (0,2 %).



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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Macca Teira He U3MEHsIJIach 10 CPABHEHHIO C mxo/:[Hoﬁ R R i ﬁ%ﬁéﬂ&lﬁ-ﬁﬂi?%ma

BunaarmunTuH 100 Mr B cyTKH NpuMeHsIH B KauecTBe MoHoTepanuu (-0,3 kr u -1,3 kr B rpynnax

BHJIJATJIMIITHHA U TJ1aIe00 COOTBETCTBEHHO).

Hnghexyuu u unsazuu

OueHb penko Wndexnun BepXHUX IbIXaTeNbHbBIX MyTeH, Ha30(papuHTUT

Hapymele MemabonruzMa u NUmaHusl

Heuacto I'unormukemust

Hapywenus co cmoponul HepeHoil cucmemul

Yacro l'onoBokpyxeHue

Heuacrto I'osoBHas 6oib

Hapywenus co cmoponul cocy0og

Heuacro [epudepuueckue orexku

Kenyoouno-kuuieunvie HapyuleHus

Heuacto 3anop

Hapymele CO CMOpPOHbL Mblu/tellHOIj, CKeIemHOU U COCOUHUMENIbHOU MKAHU

Heuacto Aprtpanrus

JlonrocpovHble KITMHUYECKHE UCCIIEOBAHUS MTPOAODKUTEILHOCTBIO 10 2 JIET HE BBISBIIIN KaKHX-
100 JOMOJHUTEIBHBIX OTKJIOHEHUH Mpo¢ i 6€30MaCHOCTH WK HETIPEIBUICHHBIX PUCKOB IIPH
IPUMEHEHUN BUJIJATIMIITHHA B MOHOTEPAIHH.

IIpu npumenenuu eunoaenunmuna 6 0ose 100 me 6 cymku 6 Komounayuu ¢ Mem@opmuHom

[Ipu npumenenun BuigarmuntuHa B go3e 100 mr/cyT B KOMOMHALMU C MET(GOPMUHOM HITH
wianebo B COYETaHMM C METQOPMHHOM CIIydyaeB OTMEHBI TEpaluM B CBS3M C pa3BUTHEM
HE)KENaTeNIbHBIX peaklUil He 0TMEYanocCh.

[Ipu npumenenun BuaAaraunTHHA B 03¢ 100 Mr B CyTKHM B KOMOWHAIMH ¢ MET(HOPMHHOM
THIIOTIIMKEMHSI oTMedasach B 1 % ciryudaeB (B rpymme riane6o + mergopmun — Hedacto (0,4 %)).
B rpynne nmpuMeHeHMs] BUIAAINIMOTHHA HE HAONIOAANIOCh Pa3BUTUS T'MIIOKAINEMHUM TSXKEIIOH
CTEIICHHU.

Macca Tena He M3MEHsUIaCh IO CPABHEHUIO C MCXOJIHOH B KIMHUYECKHX MCCIEIOBAaHUSAX MPHU
npuMeHeHnr koMOuHanuu BungarauntuHa 100 mr B cytku u mergopmuna (+0,2 xr u -1,0 kr B

IpyMIax BUJIAATUITHH U 1J1a11e00 COOTBETCTBEHHO).

Hapywenusa memabonuzma u numanus

Yacto T'unornmukemus

Hapywenus co cmoponul HepeHoil cucmemul




COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 20.12.2023 N= 26705

Hacro Tpemop, ronosias Goub, 1ofoBOKpYskenie’ = T2 VUL

Heuacro IloBbII1IEHHAs YTOMIISIEMOCTD

Kenyoouno-kuuieunvie HapyuleHus

Yacto TomuoTa

JlonrocpoyHble KIMHUYECKUE UCCIIEOBAHMSI TPOAOKUTEILHOCTBIO /10 2 JIET HE BBISBIIIA KaKHUX-
100 TONOTHUTENbHBIX OTKJIOHEHHH Mpoduiis 6€301MacHOCTH WM HEMPEIBUIEHHBIX PUCKOB MIPH
MMPUMCHCHUHN BHUJIAATTTUIITUHA B KOMGI/IHaI_[I/II/I C MeT(bOpMI/IHOM.

W3ydenue npumMeHeHUss KOMOWHAIMM BUJIIATTUOTHHA U MET(QOpMUHA B KadeCTBE CTAPTOBOM
Tepanuu Ipu caxapHoM auadeTe 2 TUIA HE BBISIBUIO OTKJIOHEHUU Mpoduiis 6e30MacHOCTH WK
HENpPEeIBUCHHBIX PUCKOB.

Ilpu npumenenuu eundaerunmuna 6 0oze 50 me/cym 6 KoMOuHayuu ¢ NPOU3BOOHBIMU
CYNbPOHUIMOYUEBUHDL

[Tpu npumMeHeHUH BUIArIUNTHHA B J03€ 50 MI/cyT B KOMOMHAIMU C MIIMMENUPUIOM HYacToTa
OTMEHBI TEpalnuHu B CBSI3U C PAa3BUTHUEM HEXeNaTelbHbIX peakiuil cocrasmsia 0,6 % (1o
cpaBuenuio ¢ 0 % B rpymmne rmuMenupu + mianedo).

YacroTa Pa3BUTHA TUIIOTTIMKCMUHA Y MALIUCHTOB, MOJTYYaBIINX BHUJIAATTIAIITHH B 03¢ 50 MI‘/CyT
BMECTE € IIMMenupuaoM, cocrasuia 1,2 % (mo cpaBHenuto ¢ 0,6 % B rpymnmne miamnedo +
rMenupua). B rpymmne npumMeHeHus BU1IariiTiHA He Ha0Ji01a710Ch Pa3BUTHS TUITOTIIMKEMUH

TSOKEJION CTEICHU.
Macca Tena He U3MEHHUIIACh TT0 CPABHEHHIO C UCXOJHOM B KJIMHUYECKUX MCCIEAOBAHUIX, KOTJa

BWJIJATJIMIITAH B 703¢ 50 Mr oauH pa3 B cyTkH n00aBisui K rimMenupuny (-0,1 xr u -0,4 xr B

rpymIax BUJIAATIMOTHHA U I1J1a11€00 COOTBETCTBEHHO).

Hnghexyuu u unsazuu

Ouens penko Hazodapunrur

HapymeHuﬂ MemabonruzMa u NUMaHusl

Yacto T'unornmukemus

Hapywenus co cmoponul nepaHoii cucmemul

Yacto Tpemop, ronoBHas 00J1b, TOJIOBOKPYKEHUE, ACTCHHS

Kenyoouno-kuuteutvle Hapyuilenus

Heuacto 3anop
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Ilpu npumenenuu eunoazaunmura 6 0oze 100 mg 6 cymx%;'éaz;!gm;tg i A bndmduenbm

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

[Ipu npumenenuu BwigarauntuHa B go3e 100 Mr/cyT + THA30MUAMHAMOH M Iutanebo +
THUA30JIMIUHIMOH CIy4yaeB OTMEHBI T€PAluu B CBSI3M C Pa3BUTHEM HEXKEIATEIbHBIX PEaKIUi He
O0TMEYaJIOCh.

[Tpu npumeHeHnn BuaAaraunTuHa B 103¢ 100 MI/CyTKH + MUOTIMTA30H OTMEYAJIOCh Pa3BUTHE
runoriukemun B 0,6 % cinydaes, a y MalMeHTOB, MOJIYYaBIIUX Iarebo + MUOTIUTa30H — B
1,9 % cnygaeB. B rpynme mnpuMEeHEHHS BWIJATNIMNTAHA HE HAOMIOJANIOCh Pa3BUTHUS
TUTOTJIMKEMHH TSXKEJION CTETIEeHU.

B wuccnenoBaHuM mnpuMeHEHUs BWIJATJIUNTHHA B KauyecTBE JOMOJHUTEIBHOW TEpanuu K
MUOTJINTAa30Hy a0CONIOTHOE YBEIWYCHHE MACChl Tela B Tpymie Ianedo W BWIJATTUNTHHA
100 Mr B cyTku coctaBuiio 1,4 u 2,7 KT COOTBETCTBEHHO.

[Ipu moGamneHwu BuimarmnTHHA B 03¢ 100 Mr B CyTKHM K NMHOTJIMTA30HY B J103€¢ 45 Mr/cyT
4acToTa pa3BUTHs Mepudepruyeckux oTekoB cocTaBisia 7 % (mo cpaBHeHuIo ¢ 2,5 % Ha ¢oHe

MOHOTCpPAIINU HI/IOFHI/ITaBaHOM).

HapymeHuﬂ MemabonruzMa u NUMaHusl

Yacto VBennyeHne Macchl Tea

Heuacto T'unornukemus

Hapywenus co cmoponul HepeHoil cucmemul

Heuyacto I'onoBHas 60k, aCTEHUS

Hapywenus co cmoponul cocyoos

Yacro [epudepuueckue orexku

IIpu npumenenuu sunoazrunmuna ¢ 0ose 50 me 2 paza 6 cymku 6 KOMOUHAYUU C UHCYTUHOM (C
Memehopmunom unu 6e3 Hezo)

[Ipu npuMeHeHnH npenapaTa B KOMOMHALIMY ¢ UHCYJIMHOM (B KOMOMHAITUH ¢ MET(HOPMUHOM HITH
6e3 MeTpopMHMHA) YacTOTa OTMEHbI Tepanuu Beienacrtsue pazsutuss HP Obuia pasna 0,3 %, B
rpymnie Tepanyy BUWIJATIUITHHOM, B TPyIIIE I1a1ed0 ciIyyaeB OTMEHbI TEPANUU He ObLIO.

[Ipu npuMeHeHNH MpernapaTa B KOMOMHAIIMN C HHCYJIUHOM (B KOMOMHAIIMH ¢ MET(HOPMUHOM HIIH
6e3 MeT(hopMUHa) HE OTMEUYAIOCh YBEIMUCHHS PUCKA PA3BUTHUS TUIIOTJIMKEMHUH 110 CPABHEHUIO C
KoMOuHarmen miane6o + uncynus (14 % B rpynne Bungarnmuntaaa u 16,4 % B rpymnre miane6o).
VY 2 nanueHToB B Ipynne BWIAANIMOTHHA U y 6 MAnUEeHTOB B rpymme mianedo pa3BUIIach

THITOTTIUKEMHS TSKEJION CTEIICHU.
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ot 20.12.2023 N= 26705

Ha MOMEHT 3aBepIleH s UCCIIeI0BaHUS IPENapaT He oxdittnat Bkt Ha Ope oo MActy tea

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

(macca Tena yBenuyeHa Ha +0,6 Kr 10 CpaBHEHMIO C MCXOJHOW B IpyIIe BUJIATIUNTHHA, a B

rpymne 1ianedo ocragach HEM3MEHHOM ).

Hapywenusa memabonuzma u numanus

Yacto T'unornmukemus

Hapywenus co cmoponul HepeHoil cucmemul

Heuyacto I'onosHas 6016, 03HOO

Kenyoouno-kuuieutvle Hapyulenus

Yacro TomHOTa, TacTpo33odareanbHbI peduiroke

Heuacto Huapes, meteopusm

IIpu npumenenuu sunoaziunmuna 6 0oze 50 me 2 paza 6 cymxku 6 KOMOUHAYUU C NPOU3BOOHBIMU
CYNIb@OOHUIMOYEBUHDL U MeMPOPMUHOM

Crny4aeB OTMEHBI TIperapaTta, cBs3aHHbIX ¢ HP B rpynme komMOMHHMpOBaHHOW Tepanuu
BIWIIATJIMIITUHOM, METQOPMMHOM M TJIMMENUPUIOM, OTMEYeHO He Obuio. B rpymnme
KOMOMHUPOBAHHOM Tepanuu miane6o, MeThOpMHUHOM U rimMenupuaom yactota HP cocraBuna
0,6 %.

['unornukeMus oTMedanach 4acTo B ooeux rpymnmnax (5,1 % B rpynne KOMOMHUPOBAaHHON Tepanuu
BIWJIIATJIMIITUHOM, METQOpMUHOM U TiaumenupuiaoMm u 1,9 % B rpynme KOMOMHHPOBAHHOM
Tepanuu 1ianedo, MeTOpMUHOM M TIMMENUPUIOM). B rpynmne BUunarmunTHHa OTMEYEH OJUH
SMU30/] TUIOTJIMKEMHH TSXKEION CTETICHHU.

Ha MoMeHT 3aBeplieHus ncciieI0oBaHus 3HaUMMOT0 BIMSHUS Ha MaccCy Teja BBISBIEHO HE ObLIO

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

Hapymesz MemabonruzMa u NUMaHusl

Yacto T'unornukemus

Hapywenus co cmoponul HepeHoil cucmemul

Yacto ["onoBOKpy:xkEHUE, TPEMOD

Hapymesz CO CMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHel

Yacto [Munepruapos

Obwue napywenus u peakyuu 8 mecme 86e0eHuUsl

Yacto Acrtenus
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.12.2023 N2 26705

(NOCNEQCBATENEHOCTE 0003)

IlocTperucrpallmOHHEIC UCCICIOBAHMUS

Bo Bpems poBeieHHsI TOCTPETUCTPAIIMOHHBIX MCCIIEJOBaHUI ObUIN BBISIBIIEHBI cienytomue HP
(MTOCKOJIBKY COOOIIEHUS TOTYUYEHBI B JOOPOBOIBHOM MOPSIKE OT MOMYJISILIUKA HEOTIPEIeIeHHOTO
pa3Mepa, JIOCTOBEPHO ONpPENENIUTh 4YacToTy pa3BuTHs aAaHHbix HP He mnpeacraBnsercs
BO3MOJXKHBIM, B CBSI3U C U€M OHHU KJIACCU(UIIUPOBAHBI KaK «4aCTOTa HEM3BECTHAY).
Kenyoouno-kuuieunvie HapyuieHus: 4acToTa HEN3BECTHA — NAHKPEATUT.

Hapywenus co cmoponvl neuenu u dcenuegvlo0saujux nymeti. 4aCToTa HEU3BECTHA — TEMATUT
(pa3pemMBIINICS CAMOCTOSITEILHO TOCJE OTMEHBI JIEKapCTBEHHOTO Ipernapara), MOBBIIIEHHE
AKTUBHOCTH «IIE€YEHOYHBIX» (PEpMEHTOB (pa3pelmBIleecss CaMOCTOSTENIbHO IOCIE€ OTMEHBI
JIEKapCTBEHHOIO Mpernapara).

Hapywenusa co cmoponsl KodxicU U NOOKOJNCHLIX MKAHeU: 4acTOTa HEM3BECTHA — KPAIllMBHUIIA,
9KC(HOJIMATUBHOE U OYyJIJIE3HOE TOpaXKEHUE KOXKH, BKIIOUas OyJIe3HBIH MeMGUTONa, KOXKHBIN
BaCKYJIHT.

Hapywenua co cmopoHvl MblueuHOU, CcKelemHOU U COeOUHUMENbHOU MKAHU: YacToTa

HCU3BCCTHA — MUAIT'Us.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENIATENbHBIX PEAKIUAX TIOCIEe PETUCTPAIUU
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpernapara. MeaunuHCKUM paOOTHUKAM DPEKOMEHIYeTcCs
coo0IaTe O JIIOOBIX MOJ03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara
4yepe3 HAlMOHAIBHBIE CHCTEMbI COOOIIEHHS O HEXENATEIbHBIX PEaKIUIX rOCyJapCTB — YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COK03a:

Poccuiickas @enepanus

depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHCKast miiomaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Cair B nH(})OPMaAITMOHHO-KOMMYHHKAITMOHHOM ceTu «HTepHEeT:

https://www.roszdravnadzor.gov.ru/.

Pecny6nuka Kazaxcran
PecniyOnukanckoe TOCYAapCTBEHHOE TIPEANPUITHE HA TIpaBe XO3SMCTBEHHOTO BEIACHUS
«HaunonanbHbiii LleHTp 3KcnepTU3bl JIEKAPCTBEHHBIX CPEACTB M MEAULIMHCKUX H3AEITUN»

Komurera megunuHckoro u ¢apmareBTHueckoro koutpois M3 PK

12


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.12.2023 N2 26705

Anpec: 010000, . Acrana, yi. Umanosa, 13, B <<Hypc59%;>;|EJ':: BATENBHOCTE 0003)

Tenedon: +7 7172 78-98-28
OnekrponHas nmoura: farm@dari.kz

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MHTepHeT»: www.ndda.kz

Pecniybnuka benapych

PVII «lleHTp dKCIIEpTU3 U UCIIBITAHUM B 31paBOOXPAHEHUN»
Anpec: 220037, r. Munck, nep. ToBapuieckuii, 2a
Tenedon: +37517 231 85 14

@axc: + 375 17 252 53 58

OnexTpoHHas noyra: reeth@rceth.by

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTu «MHTepHeT»: www.rceth.by

PecnyGnuka ApmeHus

Hayunbnii Ilentp Oxcneptusbl JlekapctB 1 MenunmHckux TexHOIOrMi HMM. akaJeMHuKa
3. 'ABPUEJIAITHA

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

Tenedon: + 374 60 83 00 73

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHON ceT «HTepHeT»: www.pharm.am

Ksipreizckas PecryGnmka

JlenmapraMeHT JI€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3JIeIud Inpu MuHHCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku

Anpec: 720044, r. buukek, yi. 3-a Jluaus, a. 25

Tenedon: 0800 800 26 26

OnexTponHas noyra: dlomt@pharm.kg

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHUKALMOHHOM ceTH «/HTepHeT»: www.pharm.kg

4.9. Ilepeno3npoBka

CuMOTOMBI

BunparnmunTiH X0poIo nepeHoCUTes pU MPUMEHEHUH B J103¢€ 10 200 Mr/cyT.

[Tpu npumenenun npenapata B 103e 400 Mr/cyT MoxeT HaOIoaaTbcs 00JIb B MBIIIIAX, PEIKO —
JEeTKHe M TPAaH3UTOPHBIE NApecTe3UM, JIMXOPaaKa, OTEKM M TPAH3UTOPHOE IIOBBIIICHHE
aktuBHOCTH Juna3bl (Beie BI'H B 2 pa3a). [Ipu yBenuuenun 10361 Bruigarauntuaa a0 600 mr/cyt

BO3MOJXXHO Pa3BUTUC OTCKOB KOHG‘-IHOCTGI\/'I, COMMPOBOKAAOINHNUXCA MAPCCTCIUSAMU U MMOBBIICHUCM
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aKTUBHOCTH KpeaTuHpochokuHazbl, C-peakTUBHOTO Genkd o M&%E&m@ﬂlﬁﬁﬂ%b&ﬁ WP Bee

CUMITOMBI TEPEIO3UPOBKU M M3MEHEHUs JabOpaTOpHBIX TOKa3aTeneld OOpaTUMBI MOCIe
MpeKpalieHus: IpUMEHEHUs Ipenapara.

Jleuenue

BriBenenue npenapata U3 opraHu3mMa ¢ MOMOIIBIO JAUaIN3a MajgoBepossTHO. OIHAKO OCHOBHOM
ruaponu3Heil Metabout BunarnuntuHa (LAY 151) Moxker ObITh yajeH U3 opraHu3ma myTeM

reMoauainia.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

dapMakoTepaneBTUYECKass  TpyIa: CpeAcTBa JUIS  JICUYSHHUS  caxapHOoro jauabera;
TUTOTIMKEMUYECKUE CpPEJICTBA, KPOME HWHCYJIWHOB; HHTUOMTOPBI AUMENTHIUINENTHAA3bI-4
(AIIIT-4).

Kon ATX: A10BHO02

Mexannsm geiicTBus

Bungarnuntun —  nOpeacTaBUTeNh  Kjacca  CTUMYJSITOPOB — OCTPOBKOBOTO  ammapara
MOJDKEYAOYHOM  JKene3bl,  SBISETCS ~ MOIIHBIM M CEJIEKTHMBHBIM  MHTHUOUTOPOM
munentuauanentuaasbi-4 (JAI11-4), yny4mammuM rIMKeMHdecKuii KOHTpoib. MHrubupoBanue
BumparmntaaoM  J{II1-4 mpuBoguT K yBenWYeHHI0 0a3ajbHOrO0 W TOCTIPAHIUATHHOTO
SHJIOTEHHOTO YPOBHS HHKPETUHOBBIX TOpMOHOB [ TIII-1 (rmrokaronononoOusiii nentuy 1) u I'UIT
(T1I0K0303aBUCUMBIN HHCYJTMHOTPOIHBINA MOJIUMIENTH).

dapmakoauHamuyeckue d3PPeKTol

[Ipn npumenenun BunparmuntuHa B o3¢ 50-100 mr B cytkm y mauumentoB ¢ CJ[ 2 tuma
(CA 2 tuma) orMeuaeTcs yiydlieHHE (YHKIUU B-KJIETOK IMOKEITyI0uHOM skene3bl. CTerneHb
yIIyqieHus: yHKIUH B-KIETOK 3aBUCUT OT CTEMEHH UX HCXOTHOTO MOBPEXKIACHHUS; TaK y JUI 0e3
CJ 2 tuna (c HOpMalbHOW KOHLEHTpalMEed TIIIOKO3bl B IUIa3ME€ KPOBU) BWJIJATJMITHH HE
CTUMYJIMPYET CEKPELUIO UHCYJIMHA U HE CHM)KAET KOHIICHTPALIUIO TIIFOKO3bI.

[ToBbias koHneHTpanuo 3HA0reHHoro ['TII-1, BungarnmnTiH yBeIn4ruBaeT YyBCTBUTEIbHOCTh
0-KJIETOK K TJIFOKO3€, YTO MPUBOJAUT K YJIYUIIEHHUIO TTIOKO303aBUCHMOI PETyJslnN CEKpeLnun
rtokaroHa. CHUKEHUE MOBBIIIEHHOW KOHIIEHTPAIMU TII0KaroHa Bo BpeMs €/1bl, B CBOIO OUepeb,
BBI3bIBAET YMEHBUIEHNUE HHCYJIMHOPE3UCTEHTHOCTH.

VYBenuueHrne COOTHOIIECHHS HHCYJIMH/TJIIOKaroH Ha (OHE TUIEPrIIMKEeMHH, OO0YCIOBIEHHOE
noBbilieHneM KoHueHTparuu [TII1-1 u T'UII, BhI3bIBaeT yMeHbIIEHHWE MPOAYKIHUH TIIOKO3bI
MIEYCHBIO KaK BO BpeMsl, TaK U MOCIIE MPHeMa MUY, YTO MPUBOANT K CHIDKCHUIO KOHIICHTPAIHH

TJIFOKO3bI B TJIa3MC€ KPOBHU.
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JUNHIOB B TUIa3Me KPOBU TOCTIE MMPUEMa MU, OAHAKO 3TOT 3 (EKT He CBSI3aH C €ro JeHCTBUEM
Ha ['TITI-1 nim ['UIT u ynydniennemM GyHKIMU OCTPOBKOBBIX KIIETOK MOKETYAOYHOM JKeJIe3bl.
N3BectHO, 4yTO mOBbIIEHWE KOHIeHTpauuu [TIII-1 Moxker npUBOIUTH K 3aMEJICHUIO
OTIOPOXKHEHUS JKEJTyJIKa, OJTHAKO Ha (DOHE MPUMEHEHHS BHJIJATJIMIITHHA TT0100HOTO A (ekTa He
HaOIr01aeTCsl.

[Ipu nmpumenenuu BwigarnuntuHa y 5795 manuentoB ¢ CJ] 2 Tuma B TedyeHue 52 Henelb B
MOHOTEpANUU WM B KOMOMHAIUKU C MET(OPMUHOM, MPOU3BOAHBIMHU CYIb(OHUIMOUYEBUHBI,
TUA30JIMIMHANOHOM, WJIM HHCYJIMHOM OTMEYaJOCh JOCTOBEPHOE JUIMTEIbHOE CHIKEHUE
KOHIIEHTPAIlUU TTUKUpoBaHHOTO TeMornobruna (HbA1¢) u riroko3bl KpoBH HATOIIAK.

[Tpu npuMeHeHUU KOMOWHAIIMY BUJIIATJIMIITHHA U METQOpPMIHA B KAU€CTBE HAYaJIbHON Tepanuun
y mamuentoB ¢ CJ[ 2 tuna B TeueHwe 24 HeOEIb OTMEYAIOCHh J0303aBUCHMOE CHHXKEHUE
koH1eHTpauun HbA 1¢ B cpaBHeHHM ¢ MOHOTEpanuei TaHHbIMU Npenaparamu. Ciiydau pa3BUTHS
TUTOTJIMKEMHH ObLTH MUHUMAIIBHBI B 00CHX TPYyTMITax Tepanuu.

[Tpu npumeHeHnn BuAarmunTuHa B 03¢ 50 Mr 1 pa3 B cyTku B TeueHUE 6 MECALICB y MAIUEHTOB
¢ CJ1 2 tuna ¢ HapymeHueM GyHKIuK nouek cpendeit (CK® > 30, < 50 ma/mun/1,73 M%) nmm
taxenoit (CK® < 30 mn/mun/1,73 M?) cTemeHn 0TMeYanoch KIMHUYECKH 3HAYMMOE CHUKEHHE
koHueHTpauun HbAlc o cpaBHenuto ¢ miane6o.

[Ipu npumMeHeHny BUIIATIUNTHHA B 103e 50 MT 2 pa3a B CyTKH B KOMOMHAIMH ¢/0e3 MeThopMuHa
u uHcyimHOM (cpenusst no3za 41 EJl/cyT) ObUTO IpOAEMOHCTPUPOBAHO CHUKEHHUE TOKA3aTess
HbAlc na 0,77 % ot ucxomHoro cpeaHero 3HayeHus 8,8 % CO CTaTUCTUYECKH TOCTOBEPHOMU
pasnunei c¢ mianedo 0,72 %. Yactora rUNOrIUKEMUH B TPYIIE BUINATTUNTHHA CPaBHUMA C
TakoBO# B rpynme miane6o. [Ipyu npuMeHeHnn BIIIaraunTHHA B 703¢ 50 Mr 2 pasza B CyTKHU B
koMOuHammu ¢ Merpopmuaom (> 1500 Mr/cyT) u rimmmenupuaoM (> 4 Mr/cyT) ObUIO TTOKa3aHO
CTaTHCTUYECKHU 3HaUnMoe cHIkeHue ypoBHs HbAlc ua 0,76 % oT ucXo1HOTO CpeTHero 3HaYeHUS

8,8 %.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopbuus

[Ipn mpueme BHYTph HATOIIAK BHIAATIHITHH OBICTPO BCACHIBACTCS, a €r0 MaKCHUMAallbHAS
KOHIIEHTpanus B Tia3Me KpoBH (Cmax) nmocturaercs depe3 1,75 vaca mocie mpuema. [lpu
OJIHOBPEMEHHOM TIpUEME C TMHIIEeH CKOpOCTh aOCcopOIMK BWJINATJIMITHHA CHIDKACTCS
HE3HAUYUTENbHO: 0TMeuaeTcs yMeHbIIeHUEe Cax Ha 19 % u yBennueHrue BpeMEHHU €€ T0CTUKEHUS
1o 2,5 gacoB. OHAKO MPUEM MUIIA HE OKA3hIBAET BIUSHUS HA CTENIEHb a0COPOINH U IJIOMAIb

o2 KpuBoi «koHueHTpanusa-spems» (AUC).
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Buiinarnmuntia OBICTPO BCackIBaeTCs, a €ro adc HroTHast %&bﬁ&&éﬂrﬁa&%ﬁéﬁﬁpﬁe% QI%’TPI)

coctaBiseT 85 %. Cmax 1 AUC B TepaneBTHYECKOM AHana3oHe A03 YBEIUYUBAIOTCSA IPUMEPHO
IPONOPIMOHATBHO JO3€.

Pacnopenenenue

CremneHnb CBS3bIBAaHUS BUIIJIATTIMIITHHA ¢ OelTkaMU TU1a3Mbl KpoBH HU3Kas (9,3 %). Bungarnuntun
pacrpesienaercss paBHOMEPHO MeEXAYy IUTa3MOM KpOBH W 3puTpouuTamu. Pacnpenenenue
BUJIIATJIMIITAHA TTPOUCXOINT, MPEANOIOKUTEIHLHO, SKCTPABACKYIIPHO, 00bEM paclpeie/ieHus B
PaBHOBECHOM COCTOSTHUH TIOCJI€ BHYTPUBEHHOTO BBeAeHU (Vss) cocTaBisier 71 1.

Buorpancdhopmarims

OCHOBHBIM TIyT€M BBHIBEACHHS BHJIJATTUNTHHA sIBIseTCsS OuoTpanchopmanus. B opranmsme
yenoBeka 69 % 103bl mpenapara mozsepraercs Ouorpanchopmanuyd. OCHOBHON MeTabOIUT
LAY151 (57 % pno3bl) (apmMakolOrHyecKd HEAKTHUBEH U SBJSETCS MPOAYKTOM THAPOJIH3a
nraHokoMiioHeHTa. Okono 4 % a03bl penapara NoABEpraroTCs aMUIHOMY TUIPOIIU3Y.

B nokimHHuYeckuX ucciaeaoBaHUSAX OoTMeuaeTcs: noyoxutensbHoe Biusaue JAI1I1-4 Ha runponus
BUJIATJIMIITAHA. BungarnmuntuH Merabonusupyercss 0e3 ydacTus M30(EpPMEHTOB IHTOXpOMa
P450. Bungarnuntus He sBisieTcs cyoctparoM uzodepmentoB P450 (CYP), He unrnbupyer u ve
WHIyIUpyeT n3odepMeHTsl rutoxpoma P450.

DJIMMUHAIMS

[locne mpuema npenapara BHYTpb OKosIo 85 % 03Bl BBIBOAMTCA NMoukamMu U 15 % — uepes
kuieyHuk. [loueyHas sKCKpelusi HEM3MEHEHHOro BWJAAriunTuHa coctaBiger 23 %. Ilpu
BHYTPUBEHHOM BBEACHUU CpPEIHUN TMEepuoJ MOJIYBBIBEJCHUS JIOCTHraeT 2 YacoB, 00U
IUTa3MEHHBIA KJIMPEHC M MOYEeUHBIH KIMPEHC BWIIATIMITHHA cocTaBisioT 41 n/a u 13 n/q
cootBercTBeHHO. [lepumon monyBeiBenenus (T12) mocne mnpuemMa BHYTPb COCTaBISET OKOJIO

3 gacoB, HE3aBUCHMO OT JO03BI.

dapMaKOKMHETHKA B 0COOBIX cilydasax

Tayuenmul noscunoeo eospacma (65 rem u cmapuie)

Y 310pOBBIX MOXKWIBIX JrOACH (> 70 ser) obmiee Bo3aeiicTeue BugarnunTtraa (100 Mr oquH pas
B CYTKM) yBenunuwioch Ha 32 %, mnpu 3TOM NHMKOBas KOHILIEHTpalMs B IIJIa3Me€ KpOBU
yBenuuuBaiach Ha 18 % mo cpaBHEHHIO ¢ MOJIOABIMU 310pOBbIMH t0abMHU (18—40 ner). Tem He
MeHee 3TU U3MEHEHHS He cuuTaloTca 3HauuMbiMu. MHru6uposanue JI111-4 BungarnuntuHom He

3aBUCHUT OT BO3pacCTa MalucHTa B IpCACIaxX UCCICAOBAHHBIX BO3PACTHLIX I'PYTIIL.

Ileuenounas nedoocmamoynocmo
Y manueHToB ¢ HapyleHueM GyHKIIUU IIEUYCHHU JIETKOHN U CpeiHel cTerneHel Tsbkectu (6—9 6amios
no mkaie Yaina-I1si0) mociie 0IHOKpAaTHOrO MPUMEHEHUs Mpenapara OTMEYAeTCs] CHUKEHHE

ouonocrynHocT BuiarnunTuaa Ha 20 % u 8 % cOOTBETCTBEHHO. Y MAIMEHTOB C HApyIIEHUEM
16
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HKIMHA TI€UYEHU TSKENOM CTEIeHU — \TTITOB 116 e ; 'i[— 164 ;) 6'cr l‘IHI CTh
by i (10-12 6 0 fiticate At A L 1G) \6tto ooty o

BUJIJATJIMIITUHA TOBBIMIAEeTCd Ha 22 %. YBelIMYEHHE WM YMEHBIIEHHE MaKCHUMalbHOU
OMOJOCTYTHOCTH BUJIATJIMIITHHA, He TIpeBbitarotiee 30 %, He sIBISIeTCS KIIMHUYECKH 3HAUNMBIM.
Koppensiiiuu Mexay CTENeHbI0 TSHKECTH HapylIeHMH (YHKIHMM MeYeHHd U OMOJOCTYMHOCTBIO
Ipenapara He BBISBIICHO.
Tloueunas nedocmamounocmo
VY nmanueHToB ¢ HapyuleHHeM (QyHKIMHM MOYeK JIETKOH, cpeanelt uimm Tspkenoi crenmenn AUC
BWJIJATJIMIITUHA YBEJIMYUBAJIACh MO CPaBHEHUIO CO 370pOBbIMHU mo0OpoBosbiamu B 1,4, 1,7 u
2 paza coorBerctBeHHO. AUC merabomura LAY 151 yBenmuuuBanace B 1,6, 3,2, u 7,3 pasa, a
meTtabomura BQS867 —B 1,4,2,7, u 7,3 paza y naifueHTOB ¢ HapyeHneM (DyHKIIUHU MTOYEK JISTKOH,
CpeIHEN W TSKENOM CTENEeHEW COOTBETCTBEHHO. OrpaHMYEHHbIE JaHHbIE y NAIMEHTOB C
tepMmuHanbHOM ctagued XbBII yka3plBarOT Ha TO, YTO MOKAa3aTeIW MAHHOW TPYIIBI CXOXH C
TaKOBbIMHM y TAI[MEHTOB C HapylleHHeM (QYHKIUHU IMOYeK Tshkenoi creneHu. KoHueHTpamus
metabonuta LAY151 y nanuenToB ¢ tepmuHanbHoi cranueit XbBII yBennuuBanacs B 2-3 pasa
10 CPAaBHEHUIO C KOHIICHTPAIMEH Y TAITUEHTOB ¢ HApYIIeHNEM (QYHKITUH TTOYEK TSHKEION CTETICHH.
[Ipy mnpumeHeHMM TpemapaTa y TAalMEHTOB C HapylIeHUEeM (QYHKIMHM T[OYEK MOXKET
noTpedoBaThCs KOPPEKLUS JO3BI.
BriBeenre BUNIArauNTUHA OpU TEMOIUATN3€E OrPaHUYEHO (Uepe3 4 yaca nociae OAHOKPATHOTO
npreMa cocTaBisieT 3 % Mpu IIUTETFHOCTH MPOLEAyphl Oo1ee 3—4 JacoB).

eTu
dapMaKOKMHETHYECKHUE OCOOCHHOCTH BUJIATTIMITHHA Y IETEH U TOIPOCTKOB Mutaamie 18 et He

YCTaHOBJICHBI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeyeHb BCcioMoOraTe/ibHbIX BellleCTB
Lemntono3a MUKpOKpUCTaIIINYECKast

JlakTO3BI MOHOTHAPAT
Kapbokcumeruiakpaxman HaTpHs

Maruus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

3 roxa.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpanutsb npu remnepatype Huxke 30 °C. XpaHUTb B OpPUTMHAJIBHON YIIAKOBKE (IIAUKe).
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6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIIKOBKHU

ITo 7, 10, 14, 15 TaGneTok B KOHTYpHYIO SYEHKOBYIO ymakoBKy u3 IuieHku [IBX/IIBJAX wm
wienkn OITA/AJI/IIBX umn mnenku [IBX/TIBAX/TIBX u ¢onbru amoOMUHHEBON IEYaTHOM
JTAKUPOBAHHOM.

ITo 7, 10, 14, 20, 28, 30, 40, 50, 56, 60, 80, 84, 90, 100, 112, 120, 168 Tabnerok B OaHKY U3
MOJIMATHUIICHA BRICOKOU TNIOTHOCTH, YKYTIOPEHHYIO KPBIIIKOW HABUHYUBAEMOH 13 TIOTUIPONIICHA
C KOHTPOJIEM NEPBOTO BCKPBITHS CO BCTABKON M3 CHUJIMKAreis WM B OaHKY MOJUMEpPHYIO U3
MOJIMATUIIEHA HU3KOTO JaBJICHMS, YKYIOPEHHYIO KpBIIIKOW HaBUHYMBAEMOM W3 MOJIMITHIICHA
HU3KOTO JaBJCHUS ¢ MeMOpaHOW win B OaHKy TOJUMEpPHYIO ¢ OaphepHOW TOPJIOBHHON W3
NOJMATUIIEHA HU3KOTO JIABJICHUS, YKYNOPEHHYIO KPBIIMIKONW HATATMBAEMOW M3 TOJIMATUIICHA
HU3KOTO JIABJICHUS W/WITH MTOJIMATUIICHA BEICOKOTO JIABJICHUS ¢ KOHTPOJIEM MIEPBOTO BCKPBITHS.
JlommyckaeTcsi BKJIapIBaTh B 0aHKY MaKeT-OCYHIUTENb (CHIIMKAreNb) W/WIH BaTy MEIUIIUHCKYIO
TUTPOCKOIMUYECKYIO.

OpnHy GaHKy BMECTE C JIMCTKOM-BKJIQ/IbIIIIEM [TOMEIIAIOT B MAYKY M3 KapTOHA.
1,2,3,4,5,6,7,8,9, 10, 12, 14, 16, 18 nnu 24 KOHTypHbIE SYEHKOBBIC YITaKOBKH 10 7 win 10
TabJIETOK BMECTE C JIMCTKOM-BKJIAJIbIIIIEM ITOMEIIAIOT B MMAYKy U3 KapTOHA.

1,2,3,4,5,6,7,8,9, 10, 12 unu 14 KOHTYpHBIX SIMEUKOBBIX YIAKOBOK IO 14 TabiIeTOK BMECTe ¢
JMCTKOM-BKJIAJIBIIIIEM TIOMEINAIOT B MaYKy U3 KapTOHA.

2, 4 win 6 KOHTYPHBIX SYEHKOBBIX YIAaKOBOK MO 15 TabiieTok BMecTe ¢ JUCTKOM-BKJIAbILIIEM

IMOMCINAKOT B ITAYKy M3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTHM MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 MpenapaTa UM 0TX0J10B, MOJYYeHHBIX MOCJe MPUMEHEHNs penapara u
Apyrue MaHUIYJISIIMHU € IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

JIro6oe KOIMYECTBO HEUCIOJIB30BAHHOTO TpenapaTa WM PACXOAHBIC MaTepHajbl JOJDKHBI
YHUYTOXKATECA B COOTBCTCTBUHM C YCTAHOBJICHHBIMH HAIIMOHAJIBHBIM 3aKOHOAATCIBCTBOM
TpeOOBAHUSIMU.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanvs

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, ipocriekT Mupa, om 13, ctpoenue 1, opuc 13

Tenedon: +7 (495) 640-25-28

DJeKTpoHHas moyTa: reception@promo-med.ru
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7.1. IlpeacTaBuTeNb AEPsKATESI PETHCTPALMOHHOIO Y0CTOBEPEeHHA

IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccuiickaa ®@eoepayus v Pecnyonruka Apmenus:

000 «ITPOMOMEJ PYC»

Anpec: 129090, r. MockBa, mpocniekT Mupa, nom 13, ctpoenue 1, oduc 13

Tenedon: +7 (495) 640-25-28

Kpyrnocyrounsriii Tenedon ropsiueit imanm dpapmaxoHaazopa: 8-800-777-86-04 (GecrmaTHO)

DNIeKTpOHHAs moyra: reception(@promo-med.ru, armenia(@drugsafety.ru,

adversereaction@drugsafety.ru

Pecnyonuxa Kazaxcman:

TOO «Decalog» (IEKAJIOI)

Anpec: 050050, r. Anmartsl, yi. ['nazynosa, 41 A-4
Tenedon: +7 (701) 731-52-18

OnektponHas novra: decalog@nur.kz, kazakhstan@drugsafety.ru

Pecnybnuxa benapyco:

000 «MEATEXITPOM»

Anpec: 220118, r. MuHck, yia. MamuHoctpouteneu, 1. 29, nom. 1
Tenedon: + (375) 17-336-04-51, + (375) 17-336-04-20

OnexTponHas noyra: medtehprom@tuf.by, belarus@drugsafety.ru

Keipevizckas Pecnyoauxa:

OcO0O «JIACME]l»

Anpec: 720043, r. bukek, yn. Cagpiranuena, 1.1
Tenedon: + (996) 703-699-466

OnektponHas novra: pv@dasmed.kg, kyrgyzstan@drugsafety.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. JATA NEPBUYHOM PETUCTPAIIUM (IOATBEPXIEHUE PETMCTPAIIMN,
INEPEPETUCTPALIUS)

JlaTa nepBoii perucTpanuu:
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10. JATA IIEPECMOTPA TEKCTA
OOmast xapakrepucThka JiekapctBeHHoro mnpemnapata BUJIAAIJIMIITUH goctynmHa Ha
MHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHUYECKOrO co3a B HH(GOPMAlMOHHO-

KOMMYHUKaImoHHoOU cetn «uTepHeT»: http://eec.eaeunion.org/

20



	РУП «Центр экспертиз и испытаний в здравоохранении»
	Научный Центр Экспертизы Лекарств и Медицинских Технологий им. академика  Э. ГАБРИЕЛЯНА
	Сайт в информационно-телекоммуникационной сети «Интернет»: www.pharm.am

