COOTBETCTEBY

OBIIAS XAPAKTEPUCTHUKA JIF Kn“CTBEHHOFO}'{E’EHAPnTn

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Anunynadyarus, 100 mr, mrodmimsar Ui MPUTOTOBIICHUS KOHIIGHTPATA JIJIsl IPUTOTOBICHHS
pacTBopa ISl HH(PY3HiA.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleiicTByto1IIeE BEIIECTBO: aHUTYTa(QyHTHH.

Kaxnprit ¢pnakon conepxut 100 mr anuaynadyHruHa.

BemecTBa, Hanu4nue KOTOPBIX HAJI0 YUYUTHIBATH B COCTaBe JIGKAPCTBEHHOTO MIpenapara: ppykrosa,
Hatpuii (cm. paznaen 4.4).

[TonHbli epevyeHb BCIOMOTATEIbHBIX BEIIECTB MIPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

JInounusar A IPUTOTOBJICHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS PACTBOPA I HHQY3HIA.
benpiii nnu noutu O6enblii TMOPUIN3UPOBAHHBIN MOPOIIOK WK TOPUCTAs Macca.

4. KINMHUYECKUE JAHHBIE
4.1. lloka3zanusi K NPUMEHEHUIO0

[Ipenapat AnuaynadyHruH MoKa3aH K IPUMEHEHHUIO Y B3POCIIBIX U JIETel B Bo3pacTe oT | Mecsia
70 18 net npu MHBa3MBHOM KaHAMJ103€, BKIKOYas KaHIUJEMUIO.
[Tpenapat AHuynadyHIvH OKa3aH K IPUMEHEHUIO Y B3pOCIBIX IIPU KaHIUA03€ MUIIEBOJIA.

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 NPUMEHEHUS

Jlo Hauvana Tepamuu cieqyeT MONY4YUTh MaTepuan JJjs IoceBa M JAPYrux JabopaTOPHBIX
UCCIIEIOBaHUN (BKJIIOYAs TUCTOJIOTHYECKOE MCCIeI0BaHKUE) M BbIIEICHUS U UACHTUDHUKAIMU
BO30yauTens 3a00sieBaHus. JIeueHne MOXKHO Ha4aTh A0 MOJYUYEHHs pe3yJIbTaTOB J1a00paTOPHBIX
uccnenoBanuii. OJHAKO TMOCHEe MOMYYEHMs 3TUX PEe3yJIbTaTOB HEOOXOIMMO CKOPPEKTHPOBATH
IIPOTUBOTPUOKOBYIO TEPAIHUIO.

PexyM go3upoBaHms

Bspocnvie

Uneaszuenviii Kanouoo3s, 6K10YAA KAHOUOEMUIO

B nepBbie cyTku npenapar AHuynadyHIMH BBOJST OJHOKpaTHO B no3e 200 mr, nanee B 103€
100 mr/cyT. IIpogomKHUTENbHOCTh JI€YEHHsI 3aBUCHUT OT KIMHHUYECKOTO OTBETa MalMeHTa.
[IpoTrBOTpUOKOBYIO TEpamuio CIEAyeT MPOAOKATh HE MeHee 14 mHel mocie MCUYe3HOBEHUS
CUMIOTOMOB UH(EKIIUU U dPaJAUKAIIIH BO3OYAUTEIIS.

Kanouoos nuwesooa

B mepBbie cyTku mpemapat AHuIynadyHTHH BBOJST OJHOKpaTHO B no3e 100 mr, manee B 103e
50 mr/cyT. IIpONOKHTETHLHOCTD JICUECHUS 3aBUCHT OT KIMHHUYECKOTO OTBETa TAlMeHTa |
cocTaBlsieT He MeHee 14 mHel, u He MeHee 7 MHEl mociie UCUe3HOBEHHSI CHMITTOMOB MH(EKIINH.
[Ipu pucke penmmuBa KaHIWI03a MNHIEBojAa y mamueHToB ¢ BUY-undexnuenr crmemyer
OTpeAeIUTh HEOOXOAUMOCTh MPOTUBOPEUUINBHON MPOTHUBOTPUOKOBOM Tepamuu IMocie Kypca
JIeYCHUS aHUAYTaQyHTHHOM.
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Oco0ble rpynmbl NaMEeHTOB

Tlayuenmsi ¢ neueHoyHol HEOOCMAMOYHOCTBIO

VY nanueHToB C JIETKO#, CpeHEe U TAKEIOU CTENEHBIO MEYECHOUYHON HEI0CTATOYHOCTH (KJIacChl
A, B u C no xnaccudukanuu Yauna-I1et0) Koppekius 103bl npenapata AHUAYyJIaQyHTHH HE
TpeOyeTcs.

Tlayuenmsi ¢ noueunoli HeOOCMAMmMoOYHOCMbIO

VY nanueHToB C 11000 CTENEHBbIO TMOYEYHOM HEJOCTAaTOYHOCTH, BKIJIIOYAs IAllMeHTOB,
MOJyYaloluX TEeMOAMANN3, KOPPEKIMs J03bl mpernapata AHUAYTaQyHTHH He Tpebyercs.
[Ipenapatr MOXeT IPUMEHATHCS HE3ABUCUMO OT BPEMEHH MPOBEJICHUS IeMOIHaIN3a.

pyaue ocobvie epynnovl nayueHmos

VY B3poCibIX NAUUEHTOB B 3aBUCUMOCTH OT MX BO3pacra, II0jla, MacChl Teja, pPacoBOU
npuHaIes)KHOCTH U Hannuusg BUY-undekunu koppekuus 1036l npenapata AHuayaadyHruH He
TpeOyercs.

eTu
Heru (ot 1 mecsa go 18 set)
Hneasusuolil KaHOU003, 6KIIOYAAL KAHOUOEMUIO
B niepBrie cyTku npenapat AHUAYIaQYHTUH BBOJAT OHOKPATHO B 03¢ 3,0 MI/KT (HE MpeBbIIas
no3y 200 mr), nanee B go3ze 1,5 mr/kr/cyT (ue mpeBbimas 103y 100 mr). [IpogomkurenbHOCT
IPOTHBOTPUOKOBOM Tepamuu OOBIYHO COCTAaBISIET HE MeHee |4 1Hel mociie IMOCIeIHero
OTPHILIATEJILHOTO pe3yJibTaTa MmoceBa (OIpeneseTcss Kak BTOPOHW M3 JIByX IOCJIEI0BATENbHBIX
IIOCEBOB C OTPHIIATEIBHBIM PE3YJbTaTOM, Pa3/ICJICHHBIX MHTEPBAJIOM HE MeHee ueM 24 yaca,
1I0CJI€ MTOCTIETHETO MOJIOKUTENIBHOTO [TOCEBA) U MOCTIE UCUE3HOBEHHS KIIMHUYECKUX NTPU3HAKOB U
CHUMIITOMOB WHBA3WBHOTO KaHM/103a, BKIIIOYasi KaHAuAeMuI0. [lepexo Ha mepopaibHbIii IpremM
IPOTUBOIPUOKOBOrO IpenapaTa BO3MOXEH I0CJIe BHYTPUBEHHON Tepanuu aHuayJ1a()yHTMHOM B
Te€4eHHe Kak MUHUMYM 10 nHel.
O¢ddexkTnBHOCTH U 0€30MaCHOCTH AHUYIa(QyHIMHA HE YCTAaHOBJIEHA Y HOBOPOXKICHHBIX JeTel
B Bo3pacte ot 0 10 1 mecsia (cMm. pazzen 4.4).
I[To nmokazanuto «HBa3MBHBIN KaHAM103, BKIIOYAs KaHIUAEMHUIO» IpenapaT AHUAYIadyHTHH Y
neteit B Bo3pacte ot 0 10 1 mecsiia He TpUMEHSIETCSI.
[To nmokazanuto «Kananao3 nuiieBoja» npenapat AHuy’IadyHruH y aereit B Bospacre ot 0 10
18 et He mpuMeHsieTcs.

Crocob6 npuMeHeHUs

BnyTtpusenHo.

Cxopocth uH(}Yy3HuH He 10JKHA TpeBbIATh 1,1 MI/MHH, 4TO 3KBUBaJIEHTHO 1,4 MJI/MUH WJIN
84 ma/gac nas no3uposku 100 mr.

MuHuMmanbHas IpoJOIKUTENTbHOCTh HHBY3UU — 90 MUHYT.

NHCcTpyKIMM MO MPUTOTOBIICHUIO JIEKAPCTBEHHOTO TMperapaTta Iepei MPUMEHEHHEeM CM. B
paszzerne 6.6.

4.3. IIlpoTuBONOKA3aAHUS

— THUINEPYYBCTBUTEIHLHOCTh K aHMAYNTa(yHTUHY WM JIIOOOMY W3 BCIIOMOTATEIhHBIX BEIIECTB,
MEepPEYMCIICHHbIX B pazjaene 6.1.;

— TUNEPUYYBCTBUTENHHOCTh K JPYTrUM TIperaparaM Kilacca OJXWHOKAaHAWHOB (Hampumep,
KacroyHIuHY).

4.4. OcoOble yka3aHMsl M Mepbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH
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Ces3anHble ¢ nHY3Hel npenapara AHUIYIaQyHTUH HeXelaTeIbHbIe SBJICHUS BO3HUKAIOT PeXe,
€CIlIu CKOpOoCTh UH(DYy3uu He npeBblaet 1,1 Mr/MuH.

[Ipu pa3BuTHM JHOOBIX aHA(QUIAKTUYECKUX pPEAKUUH, CIenyeT MPeKpaTUTh TEeparuio
aHuy1adyHIMHOM U Ha3HAYUTh COOTBETCTBYIOIIIEE JICUEHUE.

[TanueHTHI ¢ HACACACTBEHHON HEMEPEHOCHUMOCThIO (DPYKTO3bI

[TanineHTaM ¢ HAaCJIEACTBEHHON HEMEPEHOCHMOCThIO (DPYKTO3bI HE CIICyET MPUHUMATh Mperapar
AnunynadyHrius, 3a UCKIIIOUCHHEM CITydaeB KpaliHeil HeOOXOAMMOCTH.

Jo Ha3HaveHus mnperapata AHWAYJIAQYHTHH HEOOXOIUMO Y KaXJOro MaiueHTa coOparth
MOIPOOHBI aHAMHE3 OTHOCUTEIILHO CUMIITOMOB HACJIEICTBEHHOW HEMIEPEHOCUMOCTH (PPYKTO3HI.
HacnenctBenHnass HenmepeHOCHMMOCTh (PPYKTO3BI e€Ile MOXKET OBITh HE JAHAarHOCTHpPOBaHA Yy
MJIaJICHIIEB U JIETE€H B Bo3pacte muiajuie 2 jeT. JlekapcTBeHHbIe Tpenapathl Jisi BHYTPUBEHHOI'O
BBEJICHMS, cojepiKamue QpPyKTo3y, MOTYT OBITh OINACHBIMU IS JKWU3HHM TAIMEHTOB JTOU
KaTEropuM, U UX HE CIEAYET NPUMEHSTH 3a UCKIIOYEHHUEM CIy4aeB, KOrJa CyLIECTBYET OCTpast
KJIIMHUYECKasi HEOOXOIMMOCTh, WJIM OTCYTCTBYIOT aJIbTCPHATUBHBIC METOIbI JICUCHHUS.

JlelicTBHE Ha IEUEHb

JlaboparopHble TpHU3HAKKW HApyLIIeHUS (QYHKIMU TEUEHU HaONIOJanu y 3I0POBBIX JHI[ U
MAIUEHTOB, MPUHUMABIINX aHUAYJaQyHTUH. 3HAYUTEIbHbIC HApyHICHHsS (YHKIUH TEYCHU
HAOMIOaM Yy TAIMeHTOB C CEepPhe3HBIMU 3a00JEBaHUSAMH, TMOIYYaBIIMMU Hapsay C
aHUAYTaQYHTHHOM COITyTCTBYIOIIYIO TEpalvi0 JPYTHMH IpermapaTamMu. bbUIH  OmUcaHbl
OTJICIbHBIC CITy4YaH TSKEJION NMeYEeHOYHOW HEeIOCTaTOYHOCTH, TeMaTUT UM 000CTPEeHHE TeUSHUS
MEYECHOUYHON HEJOCTATOYHOCTH, OJHAKO CBS3h ITHUX HAPYIICHHUH C MPUEMOM aHUyl1ayHruHaA HE
ycTaHoBJeHa. [lalMeHThl, y KOTOPBIX pa3BWIACh IEYEHOYHAs HEAOCTATOYHOCTh B IEPHUOJ
Tepanuu aHUAYIaQYHTHHOM, JTOJDKHBI HAXOAUTHCS MO/ THIATEILHBIM KOHTPOJIEM, M PEIICHUE O
MPOJOHKEHUN Tepanuu aHuAyJadyHTHHOM JOJDKHO MPUHUMATHCS TOCTIE OLICHKH COOTHOILICHUS
PHUCK-TIONB3A.

BcnomorarenbHble BeLIECTBA

Hampuu

[Ipemapat conmepxxut meree 1 mmonb (23 Mr) HaTpusi B pa3oBOW /103€, TO €CTh, MO CyTH, «HE
COJICPKUT HATPHS».

Ppykmo3sa

JlaHHBIH JIeKapCcTBEHHBIN mpernapat coaepkuT 102,5 Mr GppyKTo36l B KaXkI0M (IIakoHe.

He cnenyer Ha3zHauaTh JaHHBIM JIEKapCTBEHHBIM Ipenapar HalUMeHTaM C HACJeJCTBEHHOU
HenepeHocuMocThio ppykTo3bl (HH®). Ilauuentsr ¢ HH® He cnocoOHbI ycBauBaTh PpyKTO3Yy,
COZIepXallylocsi B JaHHOM JIEKAPCTBEHHOM IIpenapare, 4YTO MOXET BbI3BAaTh CEPbE3HbIE
HEeXeJaTeJIbHbIE PEaKIUH.

B otcyrcTBUM abCcoNMOTHONH HEOOXOIUMOCTH JaHHBIN JIEKAPCTBEHHBIN MpemapaT Hellb3sl 1aBaTh
nanuentam ¢ HHO.

Juarno3 HH® moxeT ObITh e1ié He BRICTABJICH MJIaJCHIIaM U MaJICHbKUM JIeTSIM (Myafiie 2 JieT).
JlexapcTBeHHbIE TpenapaThl (coaeprxaiiue GppyKTo3y), BBOAUMbIE BHyTPUBEHHO, MOTYT YIpOXKaTh
JKU3HA W JIOJDKHBI OBITh MPOTHUBOIOKA3aHbl JAaHHOW TpyMIe, €cTd TOJIbKO HE HMMEET MECTO
HEIpeo10IMast KITMHUYECKast HEOOXOIUMOCTh U OTCYTCTBYIOT aJlbTePHATHBEI.

[lepen BBeneHWEM MAHHOTO JIEKAPCTBEHHOIO Mpemapara y KakIOTOo MalUMeHTa HEoOXOAUMO
coOpaTh JeTaNnbHBIM aHAMHE3 OTHOCUTENHFHO cumnTomMoB HHO®.

eTu
He pexomenayercss mpuMmeHeHue aHUIylayHruHA y HOBOPOXIEHHBIX (M0 1 mecsma). [lpu
NPUMEHEHUH Y HOBOPOXKICHHBIX HEOOXOAMMO YYHTHIBATh JIEYEHHE PACIPOCTPAHEHHOTO
KaHAW103a, B TOM uucie IeHTpaibHoi HepBHOUM cuctemsbl (IJTHC). HdoxnmHuveckne momenu
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HEoOXouMBbl OoJiee BBICOKHE 03Bl aHUAyNa(yHTHHA, YTO TMPUBOIUT K BO3JAEHCTBHIO Ooee
BBICOKHX J103 rmosimcopOara 80, KOTOpBIH SIBISETCS BCIIOMOTATENbHBIM BEIIECTBOM B COCTaBe
npenapata. Kak cooOmiaercst B JIMTEpaTYpPHBIX HCTOYHUKAX, BBICOKHE J03bI TOJIHCOPOATOB
CBSI3aHBI C Pa3BUTHEM ITOTEHIIMAIBHO OMACHOM IS )KU3HU TOKCUYHOCTH y HOBOPOXKICHHBIX.

4.5. B3amMojgeilicTBMe C JAPYrMMM JIeKAPCTBEHHBIMH TMpenapaTaMM W JApyrue BH/bI
B3aHNMOJAEeHCTBUSA

JIOKIIMHUYECKUE MCIBITAaHM IN VILro u in VIVo, a Takyke KIMHHYECKHUE MCCICAOBAHUS IIOKA3aJIH,
YTO aHUAYJAaQyHTMH HE SBIAETCS KIMHUYECKM BaXXHBIM CyOCTpaTOM, HHAYKTOPOM WM
uHruouTopoMm  m3odepmentoB  murToxpoma  P450.  HccrnemoBaHue — J€KapCTBEHHBIX
B3aMMO/JICHCTBUI MPOBOAMIIN TOJIBKO Y B3pOCIbIX NALIMEHTOB. AHUYIa(yHIUH JEMOHCTPUPOBAII
HE3HAUUTENIbHYI0 BEIMYMHY THo4yeuHoro kimpenca (<l %). IIpm xoMOMHUpOBaHHON Tepamuu
BEPOSITHOCTb B3aMMOJIEHUCTBHS C APYTUMHU JIEKApCTBEHHBIMU CPEJCTBAMU MUHHMMAJbHA.
HccnenoBanus in Vitro mokaszanu, 4ro aHuAyna@yHIH HE METa0OIM3UPYETCsl HUTOXpOoMoM P450
YeJ0BEKa WJIM H30JUPOBAaHHBIMM TENaTOLUTAMHM 4YeJOBEKa, U YTO B KIMHUYECKM 3HAYMMBIX
KOHLEHTpalusAX  aHuAyJaQyHTMH  TOJbKO  HE3HAUUTEIbHO  MHTUOUPYET  aKTUBHOCTb
nzodepmentoB rurToxpomoM P450 yenoseka (CYP1A2, CYP2B6, CYP2CS8, CYP2C9, CYP2C19,
CYP2D6, CYP3A).

Ilpy coBMECTHOM HpPUMEHEHMH C aHWyJadYHIMHOM HE HAOJIIOAAJ0Ch HUKAKUX KIMHUYECKU
3HAUYMMBIX JIEKAPCTBEHHBIX B3aUMOJAECUCTBUN CO CIACAYIOUMMU JIEKAPCTBEHHBIMU CPEJICTBAMMU:
Luxnocnopun (cyocmpam usogpepmenma yumoxpoma CYP3A4)

[lpu BBemenum aHuaynadyHrHHA 370pPOBBIM jJoOpoBombnaM B goze 100 wmr/cyt mocne
Haceimarome 103pl 200 Mr/cyt win B KOMOMHAIIMU C LHUKJIOCHOPUHOM B Ao3e 1,25 mr/kr
nepopajbHO 2 pa3a B CYTKM, LUKJIOCHOPUH JIMIIb HE3HAYUTEIbHO BIIMSI HAa MaKCHUMAallbHbIE
paBHOBecHble KOHIEHTpaUuu (Cmax) aHMIyJayHI'MHA, OJHAKO IIOKa3aTelb IUIOMAAU I0A
(dapMakOKMHETHUECKOH KpuBOH «koHLEeHTpauus-BpeMs» (AUC) npu 3Tom Bo3pactan Ha 22 %.
HUccnenosanue in Vitro mokasano, yto anuayaadyHIMH HE BIHAET Ha MeTab0IN3M [UKIOCIIOPHHA.
HabmronaBuinecs HexxenareabHble IBJICHHS COBIAAAIHU C OIMCAaHHBIMU B JPYTUX MCCIIEI0BAHUSAX,
r7e u3ydajics ToJIbKO aHuaynadyHrud. [Ipy coBMECTHOM NPUMEHEHWH HU JJI OJHOTO U3
IIpenapaToB KOPPEKIHMH J03bl HE TpedyeTcs.

Bopuxonason (uneubumop u cyocmpam uzoghepmenmos yumoxpoma CYP2CI19, CYP2CY,
CYP3A4)

B uccnenoBanuu 17 370poBBIX JOOPOBOJIBIEB MOJNydald aHUIyJapyHruH B no3e 100 mr/cyr
nocine Hacelmarouie 10361 200 Mr; Tosabko BopukoHa3on 200 Mr 2 pas3a B CyTKU NEPOPAIbHO
nocie Haceimaromei 1o3sl 400 Mr 2 pasa B mepBble CyTKH; 3aTeM o0a mpenapata. [lpu sTom
paBHOBecHble Cmax W AUC 1npu COBMECTHOM MPUMEHEHMHM NPEnapaTroB HU3MEHSUIUCH
He3HauuTenbHO. [Ipy COBMECTHOM MpUMEHEHUH He TpeOyeTcst KOPPEKLUs 036l HU JUIS OJHOTO U3
IpernapaToB.

Takponumyc (cyocmpam uzogpepmenma yumoxpoma CYP3A4)

B uccnenoBanuu 35 310poBBIX 100pOBOJIBIEB IPUHUMAIH TAKPOIUMYC OJTHOKPATHO MEPOPATBHO
B J103€ 5 MT, 3aTeM NoJyyaiu aHuyaadyHrus B g1o3ze 100 mr/cyTt nocie Hachimaromeit 1o3s1 200
Mr; 3aTeM — 00a mpenapata. PaBHoBecHble Cmax 1 AUC anuaynadyHruHa ¥ Takpoiumyca npu
COBMECTHOM IPUMEHEHHM IIPENApaToB W3MEHSJIUCh HE3HauuTenbHO. llpu coBmecTHOM
MPUMEHEHUN He TpeOyeTcsl KOpPEeKIHs A03bl HU JUIsl OJHOTO U3 MPEnapaToB.

Jlunocomanvhulil amgpomepuyun B

®apMaKOKMHETUKY aHUAyJIapyHITMHA U3ydaian y 27 MalrueHTOoB, MOTy4YaBIINX aHUAYTIaQyHIHH B
no3e 100 Mr/cyT, KOTOpbIM TaKk)Xe€ BBOJMIJIM JIMIIOCOMANbHBIM amdoTtepunun B B mo3e 1o
5 mr/kr/cyt. [lomynsiiinoHHBI papMaKOKUHETUUECKUM aHAIHM3 MTOKa3ajl, YT0 KOMOMHUPOBAHHBIN
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anunynapynruaa. Koppekuus 103l anuaynadyHriuaa He Tpedyercs.

Pughamnuyun (mowmnwiii unoykmop yumoxpoma P450)

DapMaKOKHHETUKY aHuAyMa(yHruHa u3ydyanu y 27 NalueHToB, MOJyYaBIINX aHUIYIaQyHTUH B
no3e 50 mr/cyT wiam 75 Mr/cyT, KOTOPBIM TaKXe BBOJIWIM pudaMIUIUH B 03¢ 10 600 mr/cyT.
KomOuHMpoBaHHbIM mpueM pudamMnuiupHa HE3HAYUTEIBHO BIMUT Ha (ApMaKOKHHETHUKY
anuaynadpynruna. Koppekuus 103sl anugyiapyHruia He Tpedyercs.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD
B aKcnepuMEHTaNbHBIX HCCIEIOBAHUSAX PEMPOIYKTUBHAS TOKCHUYHOCTHh aHHIyJadyHTHMHA HE

BbIsIBJICHA. BO3MOXHBIH pUCK [JI 4YelOBEKa HeW3BeCTeH. JIaHHBIX KOHTPOJIMPYEMBIX
UCCIIEIOBAaHM O IPUMEHEHUH aHU Ty TadyHIHHA y OEPEMEHHBIX JKEHIIUH HeT.

[ToaTomy npu O6epeMEHHOCTH aHUAYIAQYHTHH CIEAyeT MPUMEHATh, TOJIBKO €CIIM OXKHUJaeMmast
10JIb3a JUIsl MAaTEPU SIBHO IPEBOCXOJUT MOTEHIIMAIBHBIM PUCK AJIS IUIOAA.

JlakTauus
Ha skcriepiMeHTanbHBIX MOJENSIX IMOKA3aHO, YTO aHUIYJAa(yHTUH BBIICTSCTCS C MOJOKOM.

HewusBecTtHo, BbIIENseTCs JIM aHUAYIayHTUH C TPYJIHBIM MOJIOKOM Y XEHIIMH. Pemenue o
IPOJIOJDKEHUN/TIPEKPAIICHUH TePATK aHUTyTayHTHHOM CIIeTyeT MPHHUMATH C YY€TOM MOJIb3bI
I'PyIHOTO BCKapMJIMBaHUs JUIs peOeHKa U MOJIb3bl TEpAMK aHULy1adyHIMHOM JUIs MaTepu.

4.7. BausiHue HA CIOCOOHOCThH YIpaBJsiTb TPAHCIIOPTHBIMH CpE€ACTBaAMHU H paﬁoTaTb C
MeEXaHu3MaMH

JlaHHBIX O BIMSIHUM aHUTYyJAa(yHTHHA HA CIIOCOOHOCTD YIIPABJIATh TPAHCIOPTHBIMU CPENCTBAMU
U paboTaTh c MEXaHU3MaMHU HeT. B ¢BA3M ¢ 0MAaCHOCTBIO pa3BUTUSI HEBPOJIOIMUYECKUX HApPYILIEHUI
(TOJIOBOKpYKEHHUE, CYyJJOPOTH, HAPYIICHNUE 3pUTEIILHOTO BOCHIPUATHS ), aHUAYIa()yHTUH CIEAYeT C
OCTOPO’KHOCTBIO Ha3HAyaTh JIULAM, YIPaBIAIOIIMM TPAHCIOPTOM M 3aHUMAOLIUMCS BUIAMU
JeSTeIbBHOCTH, TPEOYIOLIMMHU MMOBBIIIEHHON KOHIIEHTpallMl BHUMAHUS U OBICTPON ABUTATEIbHON
peakuuu.

4.8. HexxenarejibHbIe peakuuu

Pesrome nmpoduasa 0€30IacHOCTH

HO JTAHHBIM KIIMHHUYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ HEXKCJIATCIIbHBIC SIBJICHUA, Ha6HIOJIaBIHI/IeC$I Ha (1)0HC
NPUMEHEHHS aHUTyTadyHTHHA, ObUTH cTa0bIMU WJIM YMEPEHHBIMU M PEJIKO MPUBOIMIIN K OTMEHE
npenapara. CsizaHHble ¢ WHQY3UEH Tpemapara HEXeIaTeIbHBIC SBICHUS BKIIOYAIU ChIIb,
KPaIMUBHUILY, «IIPHIUBBD), 3Y/1, OJIBIIIKY, OPOHXOCIAa3M H apTEePUaTbHYIO THIIOTECH3UIO.

TabauvHOE pe3roMe HeKEeIATeIbHBIX PeaKIIHA

YacTtoTa BO3HMKHOBEHHS HEXKENATEIbHBIX pEakUuid Ompeensiach B COOTBETCTBHH C
kiaccuukanuein Bcemuproit Opranuzamnuu 3apaBooxpaHeHus: o4eHb yacto (> 1/10), vacto (>
1/100, 1o < 1/10), meuacto (> 1/1000, ro < 1/100), peaxo (> 1/10000, o < 1/1000), oueHb peaKo
(< 1/10000), yacToTa HEM3BECTHA (HA OCHOBAHMH UMEIONINXCS JAHHBIX OIICHUTh HEBO3MOXHO).

Kaace cucrembl Yacrto Heuacro YacroTa HeM3BEeCTHA
OpPraHoB
WHOEKINA 1 HHBA3HH ®yHremus, KOJIHT,
aCCOIMUPOBAHHBIN c
Clostridium difficile,
KaHIHJI03, KaH/I1103
POTOBOM MOJIOCTH
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Kumacc cucremsl Yacro 'Hewaero-—- = “qGétora nensbecria
OpPraHoB
HapylieHuss co cTopoHsl | TpomOouuToneHus, TpombonuTo3
KpPOBU U JIMM(aTHYECKOH | Koaryyonarus
CHCTEMBI
HapyLIEHUsT CO CTOPOHBI AnHadunakTHyecKuil LIOK,
UMMYHHOU CHCTEMBI aHa(UIIaKTHIECKHUE
peakuuu
HapyuieHust Metadbonm3ma | ['mnepkanuemus, l'uneprivkemus,
U INTaHUS THITOKATTHEMHUS, THIICPKANbIIEMUS,
THIIOMarHUEMHUSI THIICPHATPUEMHS
HapymeHust co ctopoHsl | Cymoporu, ToJoBHAsS 00Jb
HEPBHOW CHCTEMBI
HapyLIEHUsI CO CTOPOHEI Bons B TJ1a3ax,
opraHa 3peHust HapyUICHHUS 3peHus,
HEUYETKOE 3PEHHUE
HapyLIEHUsI CO CTOPOHEI OubprmuAIysA
cepana npeAcepanii, CHHYycOBas
ApUTMUS, KEITyJA0YKOBas
SKCTPAcHCTOJHS, OJI0Kaza
NIpaBOM  HOXKHU  IIy4yKa
T'uca
HapyuieHuss co cToponsl | «I[IpunuBe kpoBH K koke | Tpombo3, aprepuanbHas
COCYZOB nuna THIIEPTEH3MUs], OIyLICHHE
xapa
HapyLIEHUsI CO CTOPOHEI Bponxocnazm

JBIXaTETbHOH — CHCTEMBI,
OpPraHOB I'PYJHOH KJICTKH
U CPEOCTEHUS

HapylIeHHsT cO CTOpOHHI | Jmapes, noBellieHue | bons B BepxHeH wacTh
KEITyI0YHO-KHIIETHOTO KOHLICHTPAIN KHBOTA, pBOTa,
TpakKTa OunnpyOnHa, TOBBIIIEHHE | HEMPOHM3BOJIBHAS
AKTHBHOCTH ramma- | aedexanus, TOIIHOTA,
riIyTaMmunTpatchepassl, 3a1op, XoJecTas
menouHoit  docdarasspl,
acrapTaTaMuHO-
TpaHcdepassl,
allaHUHAMUHO-
TpaHchepasbl
HapylieHust co CTopoHsl | ChlImb, 3y Kpamusuuna,
KOXXH W TOAKOXHBIX TeHEepaIN30BAHHBIN 3y
TKaHeH
HapyLIEHUsI CO CTOPOHBI Bois B cinne
MBIIIEYHOM, KOCTHOM U
COCAMHUTENILHON TKaHH
ofmue HapymeHus W Bois B MecTe nHY3UH
peaxmu B MecTe
BBEJICHHSI
nabopaTopHbIe n | CHmxeHHe yrcna | CHIXeHne
HHCTPYMEHTAJIbHBIE TPOMOOIUTOB, KOHICHTPAIMA MarHus 1
JIaHHbIE MOBBILICHHE Kaqud B CBIBOPOTKE
KOHIIEHTPAI[N KpOBH, MOBBILICHHE
KpeaTHHHNHA B CHIBOPOTKE | KOJIHYECTBA
KpOBH, YAJIMHEHNE | TPOMOOIUTOB,
untepBana QT Ha OKT' NIOBBILLIEHUE

KOHIICHTpallu MOYC€BHUHbI
B CBIBOPOTKE KpOBH,
IIOBBINICHHUEC AKTHUBHOCTHU
aMMJIa3hbl, JIMIIa3bI B




COOTBETCTBY / OTYET
oT 2l
Kiace cucTeMbl Yacro 'Hedaero——- P2 ] Egbérora nensbeciia
OpraHoB
CBIBOPOTKE KpOBH,
n3MeHenus Ha DKI

Onucanue OTAENbHBIX HEKENATEAbHBIX PEAKIIUN

B otdere mo Ge3omacHOCTH Ha OCHOBE MONIHOTO KiuHHYecKoro wuccnemoBanus (II u III daza,
669 nanreHTOB) ONMKCAHBI CIIEAYIONINE HEXKEIAaTeIbHbIE ABJICHMS (BCE U3 HUX HevyacThie, > 1/1000,
< 1/100): wHe#TpomeHHs, JICHKONMECHUS, aHEMHS, TUINEPYPUKEMUS, THUIOKAIBIICMUS,
TUTIOHATPUEMHUS, TUTIOATLOyMUHEeMHUsI, Tuniodocdaremusi, BO30YyKICHUE, ETUPHUMA, CITyTAHHOCTh
CO3HAHMS, CIIYXOBBIE TAJUTIOIUHAIINK, TOJOBOKPY)KEHUE, MapecTe3us, JACMHCITUHU3AIUS
[EHTPaAJIBHBIX OT/EJIOB BapoJIMeBa MOCTa, M3MEHEHHE BKyca, cuHapoM [ uitena-bappe, Tpemop,
paccTpOCTBO 3PUTEIILHOTO BOCIPUSATHS, TIAYyXOTa HA OJHO YXO, (hIeOUT, MOBEPXHOCTHBIM
TpoMOO(DIeOUT, apTepuaibHas THIOTCH3US, JTUM(AHTUT, IUCIETICHS, CyXOCTh BO PTY, s3Ba
MUIIEBOIa, HEKPO3 TICUCHH, AaHTHOHEBPOTHUYECKUN OTEK, THIIEPTHIPO3, MUAITHUS, MOHOAPTPUT,
MoYeYHast HeJJOCTATOYHOCTh, FeMaTypus, THIIEPTEPMHUsI, 03HOO, mepudepudeckre OTEKU, PEaKIus
B MECTE€ BBEICHHS, MOBBIIICHHNE AKTUBHOCTH KpeaTHH(OCHOKMHA3bI B CHIBOPOTKE KPOBH,
MOBBIIICHHE AaKTUBHOCTHU JIAKTATACTHUIPOTEeHA3bl B CHIBOPOTKE KPOBH, CHIKCHHE KOJIMYECTBA
JTUMQOIIUTOB.

eTu
beszonacHocTh anuaynadyHruHa UCCIeI0BaM B MMPOCHEKTUBHOM, OTKPBITOM, HECPABHUTEIHHOM
UCCleIoBaHUM y 68 malMeHTOB JeTckoro Bo3pacta (oT 1 mecsaua no 18 1er) ¢ MHBa3MBHBIM
KaHIMI030M, BKIItoUasi KaHmaunemuro (cMm. paszen 5.2.). [Ipodwunp HexenaTenbHbIX SBICHHHA Y
3THX 68 MaLMEHTOB AETCKOr0 BO3pacTa ObUT aHAIOTHYEH MPOoGHII0, HAOII0AaeMOMY Y B3pOCIbIX
C MHBA3MBHBIM KaH/1/1030M, BKJIIOYasi KaHAUJIEMHUIO, HO TIOOOYHBIE SBJIEHUS CO CTOPOHBI IEYEHU
U JKETUYEBBIBOJAIIUX ITyTeH, B YACTHOCTH IMOBBILIEHHE AaKTUBHOCTU aJaHMHAMHHOTpPaHC(epasbl
(AJIT) n acnapratamunotrpancdepassl (ACT) BO3HHMKaIM y JaHHBIX NAIMEHTOB JIETCKOTO
BO3pacTa 4Yaile, 4eM Y B3pOCIbIX MAlUEHTOB. XOTS BEPOSATHOCTb WM Pa3jinyMsl B CTEHNEHU
TSDKECTH OCHOBHOTO 3a00JIEBaHMS MOIJIM CIIOCOOCTBOBaTh TOMY, HO, TEM HE MEHEE, Helb3s
UCKJIIOYaTh TOT (PaKT, 4TO HEXeNaTeJbHbIe PEAKIIMU CO CTOPOHBI NEUEHHU M KETUYEBBIBOSAIINX
NyTed dalle BCTPEYAIOTCS y IMALMEHTOB JETCKOrO BO3pacTa, IO CPABHEHUIO C B3POCIBIMU
NaUEHTAMH.

Coo011eHHE 0 TOA03PEBACMBIX HEXKEIATEILHBIX PEAKIMAX

Baxxno coo0mare O TMOA03pEBAEMBIX HEXKENATeIbHBIX peaklUsX Ha JeKapcTBa Tocie
pEeTHCTpaIMK JICKAPCTBEHHOTO Tperapara ¢ IelIbI0 00eCieUeHUsT HEeMTPEPHIBHOTO MOHUTOPUHTA
COOTHOILIEHUSI «IOJIb3a — PHUCK» JIEKApCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKaM
PEKOMEHTyEeTCS COOOIIATH O JIFOOBIX IMOA03PEBAEMBIX HEXKEIATEITHHBIX PEAKITHAX JICKAPCTBEHHOTO
mpernapara yepe3 HallMOHAJbHbBIE CHCTEMbI COOOIEHHUSI O HeXKeNaTENbHBIX PEeaKIUiIX rocyaapcTB
— wIeHOB EBpa3uiicCKOro 5KOHOMHUYECKOIO COH03a.

Poccuiickas ®enepanus

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CraBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1

Temedon: 8 (800) 550-99-03

OnekTponHas novra: pharm@roszdravnadzor.gov.ru; npr@roszdravnadzor.gov.ru

Caitt B MH(GOPMAITMOHHO-TEIEKOMMYHHUKAI[TOHHOM CeTH «HTepHEeT!
https://www.roszdravnadzor.gov.ru

Pecniy6onmka benapychb
MunucTepcTBO 3ApaBooxpanenus Pecrrybnuku benapych
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3/IpaBOOXPAaHEHUIY
Anpec: 220037, r. Munck, ToBapuiieckuii nepeysok, 1. 2a
Tenedon: +375-17-231-85-14

DnexkTponHas moura: repl@rceth.by

Caiit B mHQOpPMaLIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn « HTepHeT»: https://www.rceth.by

Pecniy6onuka Kazaxcran

PI'TI na IIXB «HamumonaneHbiii LleHTp 3KCHepTU3Bl JEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
uznenuit» Komutera MemuIMHCKOTO H  (apMaleBTUYECKOro KOHTpoJisi MUHHUCTepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Acrtana, paiion baiikonsip, yi. A. UmanoBa, 1. 13

Tenedon: +7 (7172) 235-135

DnexkTponnas nmoura: farm@dari.kz

Caiit B mH()OpPMaLIMOHHO-TEIIEKOMMYHUKAIMOHHOM cetn « HTepHe»: https://www.ndda.kz

Ksipreizckas PecryGnmka

JlemapTaMeHT JIEKAPCTBEHHBIX CPEACTB M MEIUIMHCKUX M3AEIHid TpH  MHUHHCTEPCTBE
3apaBooxpaHeHus Keiprezckoii PecryOnuku

Anpec: 720044, r. buikek, yi. 3-nmuHus, 1. 25

Tenedon: 0800-800-26-26, + 996 (312) 21-92-86

Onekrponnas moura: pharm@dlsmi.kg

Caiit B uH()OpPMALIMOHHO-TEIIEKOMMYHUKAITHOHHOM cetn «HTepueT»: https://www. dlsmi.kg

4.9. llepeno3upoBka

CuMOTOMBI

[lpu cimyyailHOM OJHOKpAaTHOM BBeACHHMW aHuMAyldagyHrmHa B 1o3e 400 mMr B KadecTBe
HACBILIAIOMIEH T03bl KIMHUYECKH 3HAUMMBIX HEXeNaTeNIbHbIX SBICHUI HEe HA0II01a10Ch.

ITpu BBenenun anuaynapysnrusa 10 310poBbIM 100pOBOJIbLIAM B Hacklarouieil 1o3ze 260 mr c
MOCJIENYIOIUM Jo3upoBaHreM 1o 130 mMr B CyTKH @penapar MEepeHOCHIICS XOpOIO.
J10303aBUCUMOM TOKCUYHOCTH HE BBISIBIICHO. Y 3 u3 10 uCHbITYeMbIX HAOMIOMAN TIPEXOsIiee
OeccUMIITOMHOE MOBBIIIIEHHE YPOBHS TpaHCaMUHA3 (MeHee 3-KpaTHOTO MPEBBIIICHUS] HOPMBI).

B TeueHune KIMHUYECKOTO MCCIEA0BAHUS Y €TeH, OJUH U3 YYaCTHUKOB MCCIIEA0BAaHUS MOTYYHII
2 no3sl anuaynadyHruHa, yto coctaBisio 143% ot oxumaemoit 103bl. KNMHUYECKH 3HAYUMBIX
HE)KeJaTeJIbHbIX PEaKIUil 3aperuCTPUPOBAHO HE OBLIO.

Jleuenue
[Tpu nepeno3upoBke aHuyNadyHIMHA HEOOXOJUMO MPUMEHSTh CUMITOMATUYECKYIO TEPAIUIO.
AHunynadyHTUH HEe BBIBOAUTCS MIPH TEMOTUAIH3E.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA
5.1. ®apMakoIMHAMHYeCKHe CBOCTBA

dapmakoTepaneBTUIECKas TPyIIa: TPOTUBOTPHUOKOBBIE CPEACTBA CHCTEMHOTO JICHCTBHS; IPYTHE
MPOTUBOTPUOKOBBIE CPEJICTBA CUCTEMHOTO JIEHCTBUSI.
Kox ATX: JO2AX06

MexaHu3M AeUCTBUA
AnunynadQyHruH ~— SBISETCS — TOJYCHUHTETHYSCKMM  SXHHOKAHIMHOM,  JIUIIOMEITHIIOM,
CHHTE3UPOBAaHHBIM U3 TpoaykTa pepmentaruu Aspergillus nidulans.
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AnnnynadyHTUH CeleKTUBHO uHruoupyer 1,3-B-D rnEIIKaH' CTA3Y . BAKHbLIN KOMIIOHEHT

KJIETOYHOM CTEHKH rpu0oB. B kneTkax muekonuratomux 1,3-B-D rivkan cuHTeTa3a OTCYTCTBYET.
YcTaHoBiIeHO, 4TO aHuAyJadyHTUH oOnagaeT (QYHrHIMIHOM aKTUBHOCTHIO B OTHOIICHUU
Candida spp., a Takxe nogasinsier kieroudnsiii poct Aspergillus fumigatus.

DapmakoanHamuueckue 3G HeKTh

Axmuenocmy in vitro

K anunynadyuruny gysctButensasl Candida spp., skimouast C. albicans, C. glabrata, C. krusei,
C. parapsilosis, C. tropicalis, C. dubliniensis, C. lusitaniae u C. guilliermondii, a Taxxe
Aspergillus spp., Bkiarouas A. fumigatus, A. flavus, A. niger u A. terreus. AuuaynadyHruH akTHBEH
B OTHOIIICGHUH BO30YAUTEICH MUKO30B, PE3UCTEHTHBIX K MPOTHBOTPUOKOBEIM IIpernapaTam JpyTrux
KJIACCOB.

MunumaiibHy0 nojaBisionyo konneHTpauuio (MIIK) onpenensuin mo craHgapTHOMY METOAY
CLSI M27 u M38 mus mpoxokeit. CB3b MEKIY aKTHBHOCTBIO aHHMaynadyHruHa in Vitro u
KJIMHUYECKHM Pe3yJIbTaTOM HE YCTaHOBIICHA.

Axmusnocmo in vivo

B skcnepumente anuaynadyHTuH, BBEICHHBIN MapeHTEpaIbHO ObLT A((EKTUBEH B OTHOIICHUU
Candida spp. kak 0pd HOpPMaJbHOM, TaK W MpPU HAPYIIEHHOM HMMyHHTeTe. JledeHue
aHuIy1adyHIMHOM YBEIMYMBAIIO BBDKHBAEMOCTh, a TAKXKe YMEHbIano Bei3BanHoe Candida spp.
MOpaXCeHHE OpPraHoB. B sKcrmepuMeHTe MOAENUpPOBaIM pa3BUBIIKECS Ha (OHE HEHTPONEHUU
JIMICCEMUHHPOBAHHYI0 WHGeKuio, Bbi3BaHHYI C. albicans, pe3uCTeHTHBIH K (PIyKoHA30Iy
KaHIUA03 MHUIIEBOAA/TIONOCTH pTa, Bbi3BaHHBIM C. albicans, a Takke pPE3UCTEHTHYIO K
¢uiryKoHa30/1y JTUCCEMHUHHpOBaHHYIO HH(pekuuio, Bbi3BaHHyto C. glabrata. Anumaynadynrun
Take ObUT A(PQPEKTUBEH MPH SKCIEPUMEHTAIBHOM acrepruiuiese, Boei3BaHHOM Aspergillus
fumigatus.

Kombunayus c opy2umu npomueozpubrosuimu npenapamamu

HccnenoBanus IN VItro mokasanu, 4TO aHWAyJaQyHTMH B KOMOHMHAIMH C (DIyKOHA30JI0M,
UTPAaKOHA30J0M U aMmdoTepullMHOM B He sBiIseTcs aHTarOHHCTOM YKa3aHHBIX MpPErnapaToB B
otHourenun mrammoB Candida spp. KimmHnveckoe 3HaueHHE 3THX Pe3yIbTaTOB HEU3BECTHO.

B uccnenoBanusx in Vitro omenusanu uyBctBuTenbHOCTS ASpergillus spp. k anunynadysnruny B
KOMOWHAIIMM C HWTPAaKOHA30JI0M, BOPHKOHa30JoM H amdorepunmHoM B. Tlpum komOuHaimm
anuaynapyHruHa u amdorepunivia B OblI0 MOKa3aHO OTCYTCTBHE B3aWMOJACUCTBUS MEXKIY
npenaparamu y 16 u3 26 u30715TOB, B TO BpeMs Kak y 18 u3 26 u3015TOB HAOII0AAId CHHEPTU3M
npy KOMOWHAIMKM aHuAyladyHTHHA C UTPAKOHA30JIOM WM BOpPHKOHa30joM. KinHudeckoe
3HAYeHHE ITUX PE3YTHTATOB HEU3BECTHO.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AnnnynadyHTUH IPU OJHOKPATHOM BBEJEHUU MMEET JTUHEHHYIO (PapMaKOKUHETUKY B IIHPOKOM
JIuana3oHe CyTo4HbIX 103 (0T 15 mr go 130 mr).

Koaddumuent BapuadbenbHoctu AUC m1st 3M0pOBBIX JTOOPOBOJIBIEB, OOJBHBIX U B OCOOBIX
rpyIIax MalueHTOB UCCIEIOBaHUs COCTaBUI OKOJIO 25%. PaBHOBECHOE COCTOSTHUE JOCTUTATIOCh
B MIEPBBIE CYTKH MOCIIE TpHeMa HaChIIAOIIEH 10361 (YABOSHHOM MOIEPKUBAIOIEH T035BI).

Pacnpenenenue

AnnnynadyHTUH OBICTpO pacmpenensercs B TKaHSAX oOpraHu3Mma (BpeMs IMoyadcopOruu
cocrasisieT okoio 0,5—1 gac). O0bem pacrpenenenus cocrapiser okoio 30—-50 1, uTo npuMepHO
paBHO 001IEeMy 00BEMY KHUAKOCTH B opraHuzMe. AHUAyJaQyHTHH B 3HAYMUTEIHHOW CTEMEHU
CBSI3BIBAETCS C OeIKaMU TUIa3Mbl KPOBH (CTENICHD CBSI3BIBAHUS > 99%).

buorpancdopmarms
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Merabonu3m aHugydayHruHAa B TIEUCHU HE VCTaHOQ}IUcﬁn:'-ﬁfpcg&iﬁzg%h%-g&imﬂ::"::" HE

SBIISICTCSA KIMHUYECKU 3HAYUMBIM CyOCTPaTOM, HHAYKTOPOM WJIM MHTHUOMTOPOM HM30(E€PMEHTOB
nutoxpoma P450, ManoBepoATHO, 4TO aHUAYJIA(QYHTHH OKA3bIBACT KIMHUYECKH 3HAYMMOE
BIMSIHAE Ha METabO0JIM3M IMPErnaparoB, KOTOPBIA MPOUCXOAUT C YYaCTUEM CHUCTEMBI IUTOXPOMA
P450.

[lpu ¢usnonornyeckux 3HaUYeHUsX Temmeparypbl u pH aHugynadyHruH IpereprieBaeT
MEJUICHHYI0 XUMHUYECKYIO0 JAErpajaluio, MpPeBpalasicb B IMENTUI C OTKPBITBIM KOJIBLIOM,
JMIIEHHBI MPOTHUBOIPUOKOBON aKTWBHOCTU. Bpemsi mnomypacmaga anuaynadyHruHa Mpu
(U3HOIOTHYECKHIX YCIOBHSIX COCTABIIACT MPHOIM3UTEIbHO 24 daca. IN VIVO menTua ¢ OTKPBITHIM
KOJIBIIOM I10CJIEJIOBATEIbHO PACLICIUIAETCS HA JPYIHe NENTHU bl U JJIMMUHUPYETCS, B OCHOBHOM,
IIyTEM 3KCKPELHHU C KEITUbIO.

DIMMUHALIUA
Knupenc anuaynadynruna cocrasiser okoio 1 i1/gac. Ilepuon nmonyseiBenenus (T1/2) cocraBisier

OKOJIO 24 yacoB, a TEpMHUHAIbHOE BpeMs MonyBbiBeAeHUs cocTaBisger 40-50 uvacoB. B
KJIMHUYECKOM HCCIICIOBAHUHM Ha 3I0POBBIX JTOOPOBOJBLAX C HMCHOJB30BAaHUEM E€IWHON O3B
(okonmo 88 Mr) MEYeHOTo paaMOaKTHBHBIM H3oTomoM yriepoaa (1*C) ammmymadpynruna,
YCTaHOBJIEHO, 4TO OKOJIO 30% BBEAEHHOH J03bI NMUMHHUPOBATIOCH KUIICYHUKOM B TEUeHHE 9
JHEH, mpuyeM J0Ji1 HEM3MEHEHHOI0 MpoayKTa cocTaBisuia meHee 10%. Menee 1% BBeaeHHOro
MEUYEHOr0 TIperapara BBIBOAWJIOCH Moukamu. Yepes 6 [Hell mocine npueMa Ipenapara
KOHIICHTPALIMK aHUAyJIaQyHTMHA CHIKAIMCh HIDKE Mpejena onpeaeeHus. Uepes 8 Henenb mocie
npueMa mperapara ero KOHIEHTPAIK B KPOBU, MOYE U KaJie ObUIN PEHEOPEIKUMO MaJlbl.

JInHeHHOCTh (HEIMHEHHOCTB)
AHnunnynadyHTUH IpU OAHOKPATHOM BBEICHUU UMEET JIMHEHHYIO ()apMaKOKHMHETUKY B IIMPOKOM
JMara3one cyTouHbIx 103 (ot 15 mr g0 130 mr).

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Tayuenmul ¢ epubkosbimu UHGeKyuaMU

[To paHHBIM  MOMYNSALMOHHOTO  (PApMAaKOKMHETHYECKOr0  aHain3a  (apMaKOKHMHETHKA
aHuaynadyHIHHA Y TAIMEHTOB ¢ TPUOKOBBIMH WH(EKIMSAMH aHAIOTUYHA TAaKOBOH Yy 3/I0POBBIX
muun. B quanaszone cytounsix 103 oT 100 mr 1o 200 mr u npu ckopoctd MHQy3uu 1 Mr/MuH Crmax
U MUHHUMasbHasl KOHIEHTpauus (Cmin) COCTABISAIOT OKOJO 7 MI/JI U 3 MI/JI, COOTBETCTBEHHO, a
cpenusis papHoBecHass AUC — okoso 110 mr-yac/m.

Macca mena
Macca Tena nanueHTa NpakTUYECKH He BIUAeT Ha PapMakKOKMHETUKY aHUAyIa(yHTHHA.

Ion
Konnenrpanuu anuaynadyHruHa B IJ1a3Me KPOBU 370POBBIX MY)KUHMH U JKCHIIUH OBLITU
CXOMHbIMU. B uccrnenoBaHUsSX € MCMOIB30BAaHHEM HECKOJIBKHX J03 aHuayladyHruHa ObUIO

IMMOKa3aHO, UYTO Y MYKYHH KIIMPCHC aHI/I,[[y.TIa(bYHFI/IHa HECKOJIBKO YCKOPCH (HpI/I6J'II/I3I/ITeJ'ILHO Ha
22 %).

Jluya nodxcunozo eospacma

VY noxunbIx Jozed (manueHTsl B Bo3pacte > 65 net, cpennuid kiaupeHc 1,07 i/dac) mo jaHHBIM
HOMYJIAUOHHOTO  (DPApMAKOKMHETHYECKOTO aHajiu3a CpPeAHUH KIUPEHC aHMuIyJadyHIHMHA
HECKOJIPKO OTJIMYAETCS OT TAKOBOTO B JIPYTUX BO3PACTHBIX TPyIax (MamueHTH B Bo3pacte < 65
Jet, cpeaHuit kiupenc 1,22 j/yac), npu 3ToM KojiebaHusl 3HaYeHUH KIIMpeHca aHuaynadyHruHa
OBLITM CXOJTHBIMH.

BUY ungpuyuposanuvie nayuenmoi
Koppexkuust 103ty BUY-uHOUIMPOBAaHHBIX MAllMEHTOB C  Pa3IUYHBIMH  THUIIAMU
AHTUPETPOBUPYCHOU Tepamnuu He TpeOyeTcs.
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Ileuenounas nedocmamounocms (MOCNEOOBATENBHOCTS 0005)

AHnunynadyHTuH HEe MeTaboiau3upyercs B neueHu. KoHIeHTpalus aHuayIadyHruHa B Iia3Me
KPOBHU Y IMAIIMEHTOB C MEYCHOYHON HEI0CTaTOYHOCTHIO JIt000H crenenu (kmaccel A, B u C no
knaccudukanuun Yaina-I1pi0) He yBenmnumBanachk. XOTS y MAlMEHTOB C TSDKENOW CTETICHBIO
neyeHouHol HemoctatouyHocTH (kinacc C mo kimaccudukanuu Yaina-IIsro) Habmroma10Ch
Hebouboe ymenbiienne AUC, 0HO He BBIXOJIMIIO 32 pAMKH BEITMYUH Yy 30POBBIX JOOPOBOJIBIIEB.

Tloueunas neoocmamounocms

AnunynadyHruH TpakTUYeCKH HE BBIBOAUTCS Modkamu (kmupeHc < 1%). B kimHHUecKuX
HCCIICIOBAHUSX Y MTAIIMEHTOB C JIETKOM, CpeAHEN, TSHKEIOM MITM TEPMUHAIBHOM CTaIUeH MOYEeYHOM
HEJIOCTAaTOYHOCTH (hapMaKOKUHETHKA aHu Iy 1ayHTMHA ObLIa CXOTHOM ¢ TAKOBOW Y MAIUEHTOB C
HOpMaJIbHOW (PyHKITMEH movyeK. AHUAYIadyHTHH HE BBIBOJUTCS MPU FEMOJIHAIIA3E U €T0 MOXKHO
MPUMEHSTh HE3aBUCHUMO OT BPEMEHHU MPOBEJCHUS TeMOIUaTN3a.

eTH

dapMaKkOKHHETHKA aHUAYTaQyHTHHA U3ydanach y 24 MMMYHOKOMIIPOMETHPOBAHHBIX JeTeH (OT
2 mo 11 ;mer) m moapoctkoB (oT 12 mo 17 ;er) ¢ HeWTpomeHuei. PaBHOBecHOEe cocTosiHUE
JOCTUTAJIOCh B TIE€pBbIE CYTKH TIIOCJE TpHeMa HACBHIMAMIEH 1036l (WM  yIBOCHHOMU
HOJIepAKUBAIOIIEH 03bl), a paBHOBECHBIE Cmax 1 AUCss Bo3pacTaiay B 10303aBUCUMOM INOPSJIKE.
[Tocne BBereHus mpemnapara B CyTOYHBIX MOAAepKUBArOIuX 1o3ax 0,75 mr/kr/cyt u 1,5 mr/kr/cyt
JEeTsIM B Bo3pacTte oT 2 o 17 jeT cucTeMHble MoKa3aTesld ObUIM COMOCTAaBUMBI C TAKOBBIMH Y
B3pOCJIBIX IIPH BBEJCHUU Npenapata B g03ax 50 mr/cyt u 100 Mr/cyT, COOTBETCTBEHHO.
dapMakOKMHETHKA  aHUAyJTaQyHIMHa  U3y4ajachb B IPOCHEKTUBHOM,  OTKPBITOM,
HECPaBHUTEIHLHOM KIIMHHYECKOM UCCIIEIOBAHUH y 66 MaIllMeHTOB JETCKOro Bo3pacTa (ot 1 mecsia
no 18 mer) mocne BBedeHUS HArpy3ouyHoil n03bl 3,0 MI/KT M TMOAJEPKUBAIOIIEH 03B
1,5 mr/kr/cyt. CorimacHo OOBESIUHEHHBIM JAHHBIM TOMYJISIIHOHHOTO (PapMaKOKHHETUYECKOTO
aHaJIM3a y B3POCHbIX MAlIMEHTOB U JE€Tel ¢ MHBA3MBHBIM KAaHJUI030M, BKIIIOUas KaHIUIEMHUIO,
cpennue mapamerpsl dKCHo3uluu (AUC o-245s B C minss) B pABHOBECHOM COCTOSIHMM Y BCEX
MAIMEHTOB BO BCEX BO3PACTHBIX rpymmax (oT 1 mecsina a0 2 net, oT 2 10 5 aet u ot 5 ao 18 ier)
OBUTH COMOCTAaBHMBI C TAaKOBBIMU y B3POCJBIX MAIIMEHTOB, IMOJYYaBIIUX HArPy30YHYIO 103y
200 mr u mognepskuBarotyto 103y 100 mr/cyt. Knupenc anuaynadyHriusa, CKOppeKTHPOBAHHOTO
no Mmacce tena (JI/4/kr), u oObeM pacrpeesieHusi B PAaBHOBECHOM COCTOSHUU (JI/KT) ObUIH
AQHAJIOTUYHBI BO BCEX BO3PACTHBIX IPyMIaXx.

6. PAPMAIEBTHNYECKHUE CBOICTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

®pykTo3a

MaunHuTON

[Tommucop6ar-80

Bunnas xkucinora

Harpus runpokcun pactsop 1 M min xnopoBoaopoHas kuciaora pactsop 1 M (mns koppekuuu

pH)
6.2. HecoBMeCTHUMOCTD

JlaHHBIN NEeKapCTBEHHBINH IMpemapaT He CcIeayeT CMENMBaTh C APYTHMMHU JIEKapCTBEHHBIMU
npernapaTamu, 3a UCKIIFOUYEHUEM YIIOMSIHYTHIX B paszzaene 6.6.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)
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HeBckpeITHIA (hi1akoH

2 roja.

IIpUroToBIEHHBIN PacTBOP

Boccmanosnennwiii pacmeop

BoccTanoBneHHBI pacTBOp MOXKHO XpaHUTh npu Temmeparype 25 °C B TeueHue 24 4acos.
Xumuueckas u (pusnyeckasi crabuiIbHOCTh BOCCTAHOBICHHOTO pacTBOPA COCTaBIAET 24 yaca mpu
temnepatype 25 °C.

C MUKpPOOMOJOTHMYECKOW TOYKHM 3PEHHUS NPU NPUTOTOBICHUU W XPAHEHWU B aCENTHUECKUX
YCIIOBUSIX BOCCTAHOBJICHHBIN PACTBOP MOXHO NMPUMEHSATH B Te€UeHHE 24 4acoB MpHU TeMIepaType
25 °C.

Pacmeop ons ungysuii

PactBop s mHQY3uid MOXKHO XpaHUTh B TeueHue 48 yacoB mpu Temmeparype 25 °C. He
3aMOpaKMBaTh. XUMHUYeckas U (pusndeckast CTabuIbHOCTh HH(Y3HMOHHOTO PACTBOpPA COCTABISET
48 yvacos npu Temmneparype 25 °C.

C MHUKpOOMONOTUYECKOW TOYKM 3PEHHUS MPU MPUTOTOBIEHUU W XPAHEHHWU B ACENTHUECKHUX
YCIIOBHSX PAacTBOP Ui MH(Y3UIT MOYKHO NMPUMEHSTH B Te4eHue 48 4acoB MOCIE MPUTOTOBICHHS
npu Temneparype 25 °C.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTh B OPUTHHAIBHON yakoBKke ((hjakoH B Mavke) B xonoauiabHuke (2-8 °C).

JInodunuzar MOKHO XpaHUTH B TeueHue 96 yacoB npu temmnepatype 25 °C, 3aTeM €ro MOXKHO
CHOBA IMOMECTHUTDH B XOJOAUIHHUK.

VYcioBusl XpaHEeHUs! TOCIE€ BOCCTAHOBJICHUS M Pa3BeNEHHS JIGKAPCTBEHHOTO Iperapara CM. B
pazaeine 6.3.

6.5. XapakTep M cojep:kaHue YIaKOBKHU

KonnuectBo npenapara, cogepxamero 100 mr anuaynagyHruHa, moMeuiaroT Bo (IaKOHbI U3
CTEKJIa IEPBOr0 T'MIPOJIUTHUECKOT0 Kilacca ¢ MPeeIbHON BMECTUMOCTBIO 37,5 MJl, yKylIOpEHHbIE
npoOKaMy Pe3MHOBBIMU OPOMOYTHIIOBBIMH U OOKaTaHHBIE KOJIMAYKaMH aTFOMUHUEBBIMHU.

Ha xaxzaplii ¢p1akoH ¢ mpenaparoM HaKJIEUBarOT 3TUKETKY CaMOKJIESIIYIOCS.

ITo 1 ¢pnakoHy BMecTe ¢ IMCTKOM-BKJIABIIIEM TOMEIAIOT B MaYKy U3 KAPTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YTWIKM3ANUM  HUCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mMpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPUMEHEHUs:
JIEKAPCTBEHHOT0 Mpenapara, ¥ Apyrue MaHuMyJIsIUU ¢ MPenapaTom

WHCTpyKIIKA 110 PUTOTOBIEHUIO PacTBOpA Juis HHDY3Ui

[Ipenapar AauaynadyHTHH BBITyCKaeTCs BO (UIaKOHaX JJIsl OJTHOKPATHOTO MPUMEHEHUSI.
[Ipemapatr AnunynadyHTuH cielyeT BOCCTAaHABIMBATH BOJOW U MHBEKIUN U 3aTeM pa3BeCTH
TOJIBKO 0,9% pactBopom Hatpus xyopuaa 1 uHy3uit uiam 5% pacTBopoM JIEKCTPO3bI IS
UHOY3UH.

Bremrnawmii BU mociae BOCCTAHOBIICHUSI: TIPO3PAYHbIN O€CIIBETHBIN PAaCTBOP.

CoOBMECTUMOCTh  BOCCTAQHOBJIICHHOTO aHUAyJapyHTMHa C JPYTHMH TpernapaTam s
BHYTPUBEHHOT'O BBEICHUS, a TAK)KE pacTBOpaMH, HEU3BECTHA.

Boccmanosnenue

B acenTtuueckux ycnmoBusx Bo (uiakoH mo0aBisitor 30 M BOABI 1T MHBEKIIUKA W TOJTYYaroT
pacTBOp, COJEpKaliii aHUAYyTaQyHTHH B KOHIIEHTpanuu okoio 3,33 mr/miu. BoccranoBnenue
MOYET 3aHATh OKOJIO 5 MUHYT.
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BoccTanoBneHHBIN pacTBOp MOKHO XPaHUTD TIP, TeMnepl';Lryp ES:BFCEB J&M —24 EaCOB 03]

Paszsedenue u ungyszus

JlekapcTBeHHbIC Mpenaparbl Uis MapEeHTEPATbHOTO BBEACHUS MEpe] BBEICHHUEM CICIYeT
NPOBEPSATh BHU3YAJIbHO HAa MPEIMET HAJUYUS BHIUMBIX YaCTHI[ U BHUIMMOTO OKpAIIMBAHUS
pacTBOpa, €CJIM TMO3BOJSIOT PACTBOP M €MKOCTh. IIpu OOHApyKCHHH BHUIMMBIX YaCTHIl WA
BUIMMOTO OKPAIlIUBaHKsI PACTBOP CICAYET YHHUTOKHTb.

B3pocnvie nayuenmut

B acenTrueckux ycIIOBUSX BOCCTAHOBJICHHBIN PacTBOP MEPEHOCAT U3 (hIaKoHa B MH(Y3MOHHBIH
naket (win ¢aakoH), coaepxaiuit 0,9% pactBop HaTpus xiaopuaa aias undysuid unu 5% pactBop
JIEKCTPO3bl ISl MHMY3UH IS JOCTHKEHHUS HEOOXOIMMOUM KOHIEHTpanuu aHuayiladyHruHa. B
TaOIMIEe HIKE MPHUBEICHBI Ccr1oco0 pasBeneHust 10 KoHIeHTpauuu 0,77 Mr/Mia Iy KOHEYHOTO
pacTBopa Uil HHPY3Ui U HHCTPYKIUU TI0 TPUTOTOBICHUIO HH(Y3UOHHOTO PacTBOPA.

["oToBbIi pacTBOp A1 HHPY3UU MOKHO XpPaHHUTh B TeueHHE 48 yacoB mipu Temneparype 25 °C.

Ilpucomosnenue pacmeopa ons ungyzuu

Jo3upoB | HeobGxoaumslit 06beM Heo6xoanumprit [Tonuslit 06beM CkopocTb MunumainbsHas
Ka BOCCTAaHOBJICHHOTO 00beM UH(Y3HOHHOTO uHpy3un MIPOAOJIKHUTEIBHOC
pacTBopa pactBopurens 4 pactBopa B Th HHY3UHU
1,4 mu/mun
100 mMr 30 mn 100 M 130 mn ’ 90 muH
win 84 mi/uac

A 0,9% pacTBOp HaTpHs XJIOpHAA IS HHPY3HH nim 5% pacTBOp JEKCTPO3bI 11 HH(Y3HIL.
B Konnenrpanus pactsopa mins uadysuii cocrapiser okono 0,77 Mr/mi.

IIpumenenue y neren

Jlns neteii B Bozpacre ot 1 Mecsina 10 18 et 00beM HHPY3MOHHOTO pacTBOpa, HEOOXOIUMBIHN JUIs

BBEICHUS JI03bI, OyAeT BapbUpPOBaThCS B 3aBHCUMOCTH OT MAacChl Tejla IalMeHTa.

BoccraHoBneHHbI  pacTBOp HEOOXOAWMO JIOMOJHUTENIBHO PAa3BECTH O KOHLEHTpalUu

0,77 Mmr/mn 1y TOMy4eHUs: KOHEYHOTO pacTBopa s MHQY3uu. PekomeHIyeTcsi NMpUMEHSTh

IpOrpaMMHUpPYEMbIH IITPULIEBON MM UH(PY3UOHHBIM Hacoc.

Cxopocth MH(Y3UM HE JTOJDKHA MpeBbImaTh 1,1 MI/MUH, 4TO 3KBHBAJICHTHO 1,4 MII/MUH WiH

84 mu/uac pu BOCCTAHOBIICHUH U PACTBOPCHUH COTJIACHO MHCTPYKIHSAM (CM. pasnensl 4.2., 4.4.).
1. HeoOxonumo paccuuTaTh 103y AJs HAllMeHTa U BOCCTAHOBUTH COZIEpX)UMOE (hjakoHa B
COOTBETCTBUHM C MHCTPYKLUHUSMH IO BOCCTAHOBJIEHMIO, YTOOBI 00ECHEUUTh KOHIIEHTPALUIO
pactBopa okos1o 3,33 mr/mi (cMm. pasaenst 4.2., 4.4.).

2. Heo6xoauMmo paccuntath TpeOyeMblit 00beM (MJT) BOCCTAHOBIIEHHOTO aHUIy1a)yHTHHA!
O6bem anuaynadyurusa (M) = go3a anugayiadysrusa (mr) + 3,33 mr/m.

3. HeoOxonumo paccuutarh o0muii oobeM pacTtBopa (Mi1), TpedyeMoro ajisi oOecredeHUs
KOHIIEHTPALMM KOHEYHOT0 pacTBopa st uHpy3uit 0,77 mr/mit:

OO6umit 06vem pacTBopa (M) = 1032 aHUyIapyHruHa (mr) + 0,77 mr/mi.
4. Heo6xonuMo paccuutaTh 00beM pacTBOpUTENs [5% pacTBOp NEKCTPO3bI I HHPY3UM, HITH
0,9% pactBop xyopuaa HaTpus st HHOY3UA (PU3UOTOTHIECKUN pacTBOP)]|, HEOOXOIUMBIH

AJId IIPUTOTOBJICHUA pacTBOpaA:

O6mwem pactBoputens (M) = o0t 00beM pacTBopa (M) — 00beM aHugyIagyHIHHA (MIT).

13



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 20.01.2026 N= 772

5. B acentuueckux yCIOBHSIX HEOOXOMHUMO ngggﬁ%c-ll%ﬂqﬁéiﬁ%ﬁﬁg'::gé_féﬂ;lllgll:'E('Mn)

anunynapynruaa u 5% pactBopa aekcTposbl s uHy3uid wim 0,9% pactBopa xyopuaa
HaTpust i1 UHQY3ud ((HU3MOIIOTMYECKOro pacTBOpa) B INOpHIl Uit WHOY3WH WiIu
UH(Y3HOHHBIH nMakeT (WK (HIaKoH), HEOOXOAUMBIN IJIsl BBEACHUSI.

Becb ocraBiniics JeKkapCTBEHHBIH ITpenapaT U OTXOAbI CIEAYET YHUUTOXUTH (YyTHIN3UPOBATh) B
YCTaHOBJICHHOM IIOPSAIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

®DenepanbHOE TOCYIAPCTBEHHOE YHUTAPHOE NMpeanpuaTe « MOCKOBCKUN 3HIOKPHUHHBIN 3aBOI
(OI'VII « 3HAODAPM»)

109052, r. MockBa, BH.Tep.I. MyHULIIMIIaIbHBIA OKpyr Hukeropoackuii, yn. HoBoxoxiioBckas,
a. 25, ctp. 1

Ten.: +7 (495) 678-00-50

®daxkc: +7 (495) 911-42-10

Azipec 35eKTpOHHOM mouThl: mez@endopharm.ru

7.1. IlpeacTaBUTENb A€PKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[IpeTen3un noTpeduTenel HaMpaBisATh MO aIpecy:

Poccuiickas ®@enepanus

®denepanbHOE TOCYAAPCTBEHHOE YHUTAPHOE NpeanpusiTie « MOCKOBCKMI SHAOKPUHHBIN 3aBOMI»
(OI'VII « 3HAODAPM»)

109052, r. MockBa, BH.Tep.Ir. MyHULIIMNIadbHBIA OKpyr Hukeroponckuit, yn. HoBoxoxiioBckas,
a. 25, ctp. 1

Ten.: +7 (495) 678-00-50

AJpec 21eKTpoHHO#M mouThl: pv@endopharm.ru

Pecniy6nuka benapych

TOO «Adalany

050057, r. Anmatsl, yi. TumupsizeBa, a. 42, nas. 23, od. 202
Ten.: +37529-55-12-510

Anpec snekTpoHHOM mouThl: pv@adalan.kz

Pecnybnuka Kazaxcran

TOO «Adalany»

050057, r. Anmartsl, yn. TumupsizeBa, 1. 42, nas. 23, od. 202
Ten.: +7 (727) 269 54 59, +7 (701) 217 2457

Anpec 3neKTpoHHOM mouThl: pv@adalan.kz

Keipreisckas PecniyOnnika

TOO «Adalany»

050057, r. Anmartsl, yi. TumupsizeBa, 1. 42, nas. 23, od. 202
Ten.: +996 557 870 101

Anpec 3nekTpoHHOM mouThl: pv@adalan.kz

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA
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9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA
JlexapcTBEHHBIN MTpenapaT OTHOCUTCS K KAaTETOPUH OTITYCKA [0 PELeTTY.

OOmast XxapakTepUCTHKa JIEKAPCTBEHHOrO Tpernapata AHHMIYJaQyHTMH IOCTYyIHA B €IMHOM
peecTpe 3aperuCTpUPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB EBPa3uiicKOro 3KOHOMHUYECKOTO COI03a U

Ha  O(QHUIMAIBHOM  CcaiiTe  YNOJTHOMOUYEHHOIO  OpraHa  (9KCIEPTHOW  OpraHU3alliH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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