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MUHUCTEPCTRBO 3/IPABOOXPAHENNS POCCHHACKON el HtPAT N

HMHCTPYKITHS
1O MEJUITMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEIIAPATA
JOKCA3031H

PerucrpauunoHublii HoMep:

Toprosoe nanmenoBanne: J[OKCA3O3WH

MexayHapoaHOe HEIATEHTOBAHHOC HAUMEHOBAHNE: JOKCA303UH
JerapcrBennas popma: tadierku

Cocras:

| Tabnaerka | MI COJICPKUAT:

deticmeyloupee geujecmeo: Jokcasozuna meswiar 1,213 Mr B repecuere Ha
JOKCa303MH 1 Mr;

gcnomMoz2amensvhoie eeujecmsa: ITAKTO3bl MOHOTHApaT — 38,00 MI, IEIIHI03a
MUKpokpucraiiueckad (tun 102) — 72,00 mr, noBygon K-25 — 3,98 wmr,
KpoctoBuoH — 3,60 Mr, Mmaramst creapat — 1,087 Mr, Harpus naypuicyibdar —
0,12 mr.

1 TadaeTka 2 MT COICPKUT:

deilcmeyioujee  eeujecmeo. JIOKCA303WHA Me3wnar 2,43 MI B Iiepecdere Ha
JOKCA303HH 2 MI';

BCNOMOZ2ameibibie  geujecmea: NaKTo3bl MOHOrwpar — 37,40 Mr, Hemwnonosa
Mukpokpucraimueckas (tun 102) — 71,40 mr, noBujpon K-25 — 3,98 wr,
KpoCIIoBHJOH — 3,60 Mr, MarHua creapaT — 1,070 Mr, HaTpus naypricyibdar —
0,12 mr.

1 Tabuerka 4 MI' COJIEPIKUT:

Oeilcmsyrougee eeugecmeo. JOKCa303MHa Mezwnar 4,86 MI' B Iepecdere Ha
JOKCa3031H 4 M
BCROMO2amenbible ewjecmea: TMaKTO3bl MOHOTHApaT — 74,80 Mr, IEmIonosa

MUKpokpucTanmdeckad (tan 102) — 142,80 mr, moBugoH K-25 — 7.96 Mr,
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KPOCHOBUACH — 7,20 MI, MarHus creapar —
0,24 mr.

Onucanne

Tabnerku 1 MT — KpyIuible, INIOCKOITAIHHAPUICCKHE, ¢ dackoH, Oe3 pucKH, 0eloro
HIIH TIOYTH OeJIoro IBeTa.

Tabnerku 2 MI — KpyIiible, IUIOCKOIMIMHApUIecKre, ¢ (packoil u puckoi, 0elioro

HIIM HIOYUTH OeJIoro LBeTa.

Tabrerkn 4 Mr — KpyIiible, TUIOCKOTMIMHIPUYECKHE, ¢ (pacKOM U PUCKOM, OeIoro
WM TIOUTH OEIToTo TIBETA.

dapmaroTepanieBTHYECKA sl TPYIITIA:

Aunbgal -anpenodiiokarop.

Koa ATX: CO2CA04

dapMaroJIOrHUeCcKHe CBOHCTBA

dapmako,[HHAMIKA

Jlokcazo3uH ABJICTCS CCJICKTHBHBIM KOHKYPCHTHBIM OroxaTopoM

HOCTCHHAIITHYUYCCKUX HJII)(l)al ~aJIPCHOPCCIITOPOB.

obporkauecmse HHAA 2UNePRIA3UA NPeOCINAMeNbHOl Jceles3bl

Hasnauenwe jokca3o3WHa MAlMEHTAM C CHMIITOMAMH JIOOPOKAYECTBEHHOM
runepIuazui  npeacrarenbHoi kenessl (JIITDK) mpuBOAUT K 3HAYUTEIHEHOMY
YIYUIICHAIO TIOKa3aTelnell ypoIMHaAMHAKH A YMEHBITICHHAO IIPOSIBICHAN CUMIITOMOB
3a00eBaHUI. JTO JACHCTBHE IIpeliapaTa CBA3BIBAIOT ¢ CCIIEKTUBHON OJIOKaaoN
anbdal-aIpeHOPELCIITOPOB,  PACIONOKEHHBIX B CIpOME U Kallcyle
TIPEJICTATELHOM JKeNe3bl U MIEHKE MOUEBOTO ITy3bIPSI.

JlokazaHo, 9TO JOKca303WH sBIsIeTcs A(peKTHBHBIM OnokaTopoM amb(dal-
aJpCHOPEHCIITOPOB HNOATHIIA 1 A, KOTOPEIC COCTABILIIOT IpudnusurensHo 70 % ot
BCeX TIOJATHIIOB alb(al-aapeHopenenTopoB, NpeICTaBICHHBIX B Tpe/cTaTeIhHON
Aelese. DTuM | o0bACcCHIeTey ero jJedcrsue v namuenTos ¢ JITIK
[opgaepxuBaomuii  dpdexr eueHus AOKCa303UHOM W ero  Oe30I1acHOCTh
JOKa3aHbl TIPU JPIUTEIILHOM IIPUMEHEHUH TIperiapara (Hanupumvep, 1o 48 vec.).

AI)H’I(?DUCUH)HG}I SUNEPINEHSUA
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[IpumeneHue J1oKCa303uHa v IAIUEHTOB € apTe WOt T RIS TR HEH TIpABOIMT
K 3HAYUMOMY CHUKEHHUIO aprepuaibHoro jasienus (AJ]) B pesyibrare
YMEHBINICHUST ~ OOMIETO  TEPH(PEPHISCKOTO  COCYTHCTOTO  COIPOTHURICHUSI.
[TogBirenue »toro »ddexra CBI3BIBAIOT ¢ CEICKTHBHOM Onmokamoit anwdal-
aJpCHOPCLCIITOPOB, PACIIOIOKCHHBIX B CTCHKE cocyAoB. [Ipu mmpueme mpernapara 1
pa3 B CYTKU KWIMHUYECKH 3HAUUMDbIA aHTUTUIIePTEH3UBHLIA Y ekt coxpansieTcs B
Teuenue 24 wuvacoB, AJl cHwkaercd IIOCTEIICHHO, MAaKCHUMalIbHBLIA 5ddexr
HaOmo aeTcs 0ObMHO Yepes 2-6 4 [ocie pueMa Iperaparta BHyTpb. Y TalueHToR
C apTepuadbHOM THHepTeH3Wed AJ[ npH  JeUeHHM JIOKCa303MHOM  OBIITO
OJHMHAKOBBIM B IIOJIOKCHHH «JICKa» U «CTOSY.

OrMeueHo, 4TO B OTJIMYME OT HECEIIeKTHBHLIX allbal-aapeHolI0KaTopoB HpU
JUIMTEIILHOM ~ JICUeHUM  JIOKCA303WHOM  TOJNEPAHTHOCTL K Hpernapary  He
pasBuBaliach. llpu 1poBejleHMH TIOJICPKUBAIONICH Tepalmy  OBBIICHUAES
aKTUBHOCTHU PeHUHA TITa3Mbl KPOBH U TaXUKap/IUsI BCTPEUarOTCs HEYACTO.
JloKcaz0o3uH oKa3pBaeT OJarolNpHATHOE BIMSHUC Ha JTHIMAHBIN ONpOQIIs KPOBH,
HOBLIIIAY COOTHONICHHE KOHIEHTPALMHU JIMIIOIPOTEUHOB BLICOKOH IUIOTHOCTH K
o0ImeMy XOJIECTEPUHY M 3HAYMUTENILHO CHWKAd KOHIEHTPALMIO TPULIMIEPHIOB U
o0mero xojecrepuHa. B CBSI3W ¢ HTUM OH HMMEET IIPEUMYIIECTBO 1IEpe/
JTUYpETHKaMH 1 OeTa-aIpeHOOIOKaTOpaMy, KOTOPhIC He BIHUAIOT ONarompHsITHO Ha
yYKazaHHBIC TIapaMETPHI.

YuuThBas YCTAHOBICHHYIO CBA3b apTCpPHUAIbHON THIICPTCH3MH H JIMIIMIHOTO
npoguwist KpoBH ¢ uineMuueckoi Oolle3nbio cepiua, HopMmammsamus AJl u
KOHICHTpAITU| JTUIIIOB Ha (PoHE IIpueMa JIOKCa303WHa, ero  IPUMEHEHHE
MIPUBOJIUT K CHIDKCHUIO PHCKa Pa3BUTHS UITIEMHAYECKOH OONe3HU cepa.
Habmonanock, 4To Ied9eHHe JOKCA303UHOM IPHUBOIWIO K PETPECCUH THIIepTpohHU
JIEBOTO KeJy/I0UKa, YTHeTCHHIO arperaiid TPOMOOITUTOB M YCHIICHUIO aKTUBHOCTH
TKAHEeBOI'O  aKTUBaTopa IUla3MuHOreHa. Kpome TOro, VCTaHOBJICHO, YTO
JOKCA303MH  1IOBLOIAET YYBCTBUTEIBHOCTH K HUHCYJIMHY V IIAIUEHTOB C

HApYIICH HOM TOJCPAHTHOCTLIO K TJIIOKO3C.
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Jloxcazozun He o0jIajgaer 1oOOYHBIMHA veraboiibteckriir Hideic aim “u Mbhker

OPUMEHSITLCSL Y TAIMEHTOB ¢ OpPOHXMATLHOM acTMOM, caxapHbIM JuabeToM,
JIEBOKEIY IOUKOBOH HE/IOCTATOUHOCTHIO M TIOJATPOIA.

HccnepoBanmsl in vitro MOKa3alld aHTUOKCHIAHTHBIE cCBolictTBa 6 H 7'-
THAPOKCUMETa0OIUTOB JOKCA3031MHA B KOHIICHTPAIIUH 5 MUKPOMOIIb.

B xourpoimpyeMbIX KIMHAYECKUX UCCIIENOBAHMAX, IIPOBEJCHHBIX Y HAIMEHTOB ¢
apTepHaIbHON  TUllepTeH3uel, JleueHue  [JOKCA303HWHOM  COIPOBOMKIAIOCH
YIIyUIIeHAEM HPEKTHIILHON (yHkimu. Kpome Toro, y mHalueHToB, MOIYyYaBIIMX
JIOKCa303WH, BHOBh BO3HHKINHE HapYICHMs 3PEKTIIHFHONH (PYHKITHHA OTMEYalnch
peke, 4eM y [AllACHTOB, [OIYYaBIIAX AHTUTHIICPTEH3UBHBIC CPe/ICTBA.
dDapMaKOKHHETHRA

Ilocie 1pueMa BHYTPhL B TEpaleBTUUECKUX J03aX JIOKCA303UH  XOPOIIO
BCACBLIBAETCS, KOHIIEHTPAIMS €10 B KPOBU JIOCTUTAET MAKCUMYyMa IIPUMEPHO HYePe3
2

JloKkcaz03uH cBA3bIBaeTCs ¢ OeIKaMHU ITa3MbI KPOBH IIPUMEpHO Ha 98%.
[lepBudnbIMU IyTAMU MeTA0OM3Ma JOKCA303UHA ABIIOTCH O-JeMeTIIMPOBatue
U TWIPOKCIINPOBAHUE.

BoiBejienvue w3 101a3Mbl KPOBH SBIslETCs] JBYX(a3HbIM € KOHEUHBLIM IIEPUO;IOM
TIOJYBBIBEJACHUST 22 d, 4YTO TIO3BOSICT Ha3HadaTh Ipernapar | pa3 B CYTKH.
Jlokcaz03muH MmoiBepraeTesl akTUBHOH OnoTpaHchopMaliy B TICUCHH.
HccenepoBanus in vifro IoKa3aiy, YTO OCHOBHOM IIYTH IMUMHHAIIAA JOKCA303UHA
uier nocpeactBoM m3odepmenta CYP3A4:; TteM He MeHee, HYTH SIMMUHAIIAUA
nocpejictBoM m3odepmenton CYP2D6 u CYP2C9 takike yuacTBYIOT B IIPOIIECCE,
OJIHAKO B MEHBINEH cTenenn. JIunmn MeHee S5 % 0360 BEIBOJUTCS B HEH3MEHHOM
BUJIC.

Ocobbie SPVRIbL RAUUEHINOE

'if AUUEHNBI NOXCUTO20 803PACHA
Lo JdaHHbIM (I)apl\{aKOKHHeTH‘IeCKI/I}i I'ICC.TIC,’_IOBaHHﬁ YV IIRAIOHUCHTOB IIOKHIIOTO
BO3pacTd (bapMaKOKI/IHeTI/IKﬂ JOKCA303MHAd CYIICCTBECHHO HE OTIHUYACTCI OT

TaKOBOM Y IIalimuCHTOB 0oJIeC MOJIOIOTO BO3pacTa.
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(MOCNEOOBATENEHOCTE 0001)

layuenmoi ¢ Hapyuienuem QyHKYUU NOUEK

[To panapM (apMaKOKMHETUUYECKUX WCCIEAOBAHUN y TIAIMEHTOB € IMOYEYHON
HEIOCTATOYHOCTHIO (papMakOKWHETHKa JTOKCa303MHA CYIMECTBEHHO HE OTIHYacTCs
OT TAaKOBOM Y HAITUCHTOB ¢ HOPMaJIbHON (PyHKITHEN Mmodex.
Hayuenmoi ¢ HapyuieHuem QYHKYUU neYeH
Hmerored Jimb orpaHddeHHble JaHHble 110 (papMakOKHHETHKE, IOJIYYEHHBIC Y
HAIMEHTOB ¢ HApVIICHHOW (VHKIMEH NeYeHH, MU O BIUAHHUU [PeraparosB,
CIOCOOHBIX W3MEHSTL TIEUEHOUHBLIM MeTadoIu3M (HallpuMep, TuMeTH ). B
KIMHAYCCKOM WMCCICAOBaHUM Y |2 TanueHTOB ¢ YMEPCHHBIM HapyIICHHACM
GYHKIIMM IICYeHH OJHOKPaTHOE MPHMCHCHHE IOKCA303WHA COIPOBOXKIAIOCH
yBeymdenueM AUC (IUiomajib KpUBOH «KOHIEHTpalmsi-BpeMs») Ha 43 % wu
CHIWKEHUEM HWCTHHHOIO TiepopaibHoro wmpenca Ha 40 %. HeoOxopumo
coOIMOJIaThL OCTOPOKHOCTH TPU HA3HAYEHHWHU JIOKCA303UHA, PABHO KAaK U JPYTHUX
JEKapCTBEHHBIX CPEJICTR, IONHOCTHIO IOJIBEepraromuxes OuoTpaHcdopMaIma B
IICYCHH, IIallUeHTaM C HapymieHHeM (YHKIHH MedeHH (cM. paszgen «Ocolwie
VKa3aHUsL» ).
[Mokazanust K NPpUMEHEHHID
e IOOPOKAYCCTBCHHASI THUIICPILIA3HS NIPEACTATEIIFHON KEIC3 b,
e aprepualbHad rdlepreHsusd (B cocraBe KOMOMHUPOBAHHON Tepallin).
I[poruBonoKa3auus
® [IOBBLINICHHAS YYBCTBUTCIHPHOCTH K XWHA30IHHAM, [IOKCA303MHY HIH K
O0OMY 13 BCIIOMOTATeIbHBIX KOMIIOHCHTOB IIperapara;
e JcUIMT IaKTa3bl, HETCPEHOCHMOCTh JIAKTO3BL, TIIOKO30-TalakTO3Hasl
ManbadcopOIus,
e Bo3spact jo 18 ser;
® TKemas TIEYCHOYHAs HEJAOCTATOYHOCTE B CBSI3M C OTCYTCTBHEM OIIBITA
IPAMCHCHUS V JAHHOM KAaTCTOPUU ITAITUCHTOB,
e UH(EKITUA MOUEBLIBOISIIUX Ty TEH;
¢ aHypHi,

® [IPOIrpeCCUPYIOIIAS ITOUCTHAA HETOCTATOUHOCTDL,
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¢ THIIOTCH3HMA U CKIIOHHOCTL K OPTO TaTmew%rM;ﬁ{émkﬁ&%ﬂw JC B

aHaMHe3¢ ),

® COIYTCTBYIOI@AsL OOCTPYKIMS BEPXHUX MOUEBBIBOIAIIUX 11y TEH;

® KaMHHU B MOYEBOM IIy3HIpE.
C 0CTOPOKHOCTHIO
MurtpanbHBIA 1 aOpTaJIbHBIA CTCHO3, Cep/ICIHAsl HeJOCTATOUHOCTD ¢ IOBBITICHACM
MHUHYTHOTO BBIOpOCa, IPaBOKEIYIOUKOBas HeIOCTaTOYHOCTD, OOYCIOBIEHHAN
OMOOIIMEN — JETOYHOM — apTepuy  WIA  DKCCYJIaTUBHBIM  TIEPUKAPIUTOM,
JICBOKENY/IOUKOBasT HEJOCTATOYHOCThE € HHU3KHM  JIAQBICHHUEM  HAIIOJIHCHUS,
HApYIICHUAS MO3TOBOIO KPOBOOOpaNICHMsI, IIOKIWIONH BO3pacT, OJHOBPEMCHHOE
lpuMeHenue ¢ uHrudouropamu docdopuscrepasnl S-ro tuna (DJD-5), Tak kax
MOKET BO3HUKATD CHMIITOMaTHYECKas [UIIOTEH3US, LIeYeHOTHAS
HEJIOCTATOYHOCTb.
IIpumenenue npu GepeMEeHHOCTH U B IEPUO/L IPY/IHOTO BCKAPMJINBAHNSI
XOTS B SKCIIGPUMEHTAX Ha KUBOTHBIX JOKCA303WH HE OKa3bIBal TePaTOTCHHOIO
JCUCTBUS, HO TP NPHUMCHCHMM €r0 B HCKIIIOYHUTEIBHO BBICOKMX 034X
HaOJOAAJIOCH CHIDKEHME BBDKUBAEMOCTU IUIOJMA. YKA3aHHbIE JO3bI IIPUMEPHO B
300 pa3 MpeBoCcXo AT MaKCUMaTLHbBIE PEKOMEH/IYEMBIE JIO3bI JUISI YeIOBeKa.
3adukcHpoBaH ciaydail MPOHUKHOBCHUS JOKCA303WHA B KCHCKOE TPY/THOE MOIOKO.
HccnejioBanusi Ha J1adOpaTOpHBIX JKUBOTHBIX —1TI0OKA3aJW, YTO JIOKCA303WH
HAKaIUIUBaeTCs B MOJIOKE.
H3-3a OTCYTCTBHS aJCKBATHBIX, XOPOMIO KOHTPOIHPYEMBIX HCCICIAOBAHHA V
OepeMEHHbBIX WIN KOPMSITUX JKeHIUH, O€301acHOCTh TPUMEHEHMS JIOKCA303UHa
BO BpeMsl OEPEMEHHOCTH WM B TIEPUOJI, KOPMIISHUS TPYIBIO €ITe HE YCTAHOBIEHA.
B cBs3u ¢ 3TMM BO BpeMsl OSpeMEHHOCTH WX B TIEPHO/ JTAKTAIMH JIOKCAa3031H
MOKeT OBITh HCIIONB30BaH TOJIBRKO B TOM Clydae, €ClIM, M0 MHEHHIO Bpaya,
IIOTCHITHATIBHAS TI0JIb3a 71 MaTepPU IPEBHIINACT IOTCHIMAIBHBIN PUCK I IUI0AA
WA HOBOPOKISHHOTO (eM. pasjesnnl «lIporuBoriokazanus, «C
OCTOPOIKHOCTBHION ).

Crnioco0 NPpUMEHEHHUS U J103bI
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[Ipenapar JIOKCA3O3HI moxer nas auatedd! Kak Hpon! Sk B HeudpdM, u

NpeHa3zHa'vCH JULI IIpUEMa BHY TPb.

I 061?07&"0 UEeCIMGCHHAA 2Unepriastid npe OCAMeIbHOL JCeNe3bl

Pexomenayemas HauanbHas jgo3a npemnapata JJOKCA3O3HH cocraBmsier 1 mr |
pa3 B CYTKH AT TOTO, 4TOOBl CBECTM K MHHUMYMY BO3MOKHOCTH Pa3BHTHS
HOCTYPAILHOM THIIOTEH3UU WWIM CHUHKOIIAIBHOIO COCTOSHUS (0OMOpOK). B
3aBUCUMOCTH  OT MHAMBUJAVAJILHLIX IIOKa3aTeled YpPOAMHAMUKHA M HAIAYUA
cumirromoB JII'TDK o3y MOXKHO yBEIMUYUTL JO 2 M@, 3aTeM Jio 4 MI U JI0
MakKCHUMallbHOW PEeKOMEHyeMO 103l 8 MI. PekoMeHayeMBIii HMHTEpBAI IS
MOBBINICHAS 03Bl  cocTaBigeT 1-2 Hegaemd. OOBMHO — peKOMeHayeMas
HOJIepKUBAIONIAs J03a paBHa 2-4 Mr 1 pa3 B cyTKH.

A PHEePUATIbHA 2UNEPINEH3 UL

JlosupoBka Bapwbupyerest or 1 Jjio 16 Mr B cyrku. Jleduenme pexomenyercs
HauMHaTh ¢ Hada’ahbHOH J03wl npenapata J[OKCA3O3WMH | Mr | pa3 B cyTku B
TedeHHe | WM 2 HeAenb ISl TOTO, YTOOBI CBECTH K MUHHMYMY BO3MOKHOCTH
Pa3sBUTHA LIOCTYPAILHON TMIIOTEH3UU WK CUHKOIIAIBHOIO COCTOAHUA (OOMOPOK)
((henomen «repBoil 103b1»). llocne puemMa nepBoil A03BL HALUEHTY HEOOXOUMO
MoHUTOpUpoBanue Aj| B teuenue 6-8 yacoB. D10 Tpedyercs B CBI3U C
BO3MOXHOCTBIO Pa3BUTHSL (hPeHOMEHA «IICPBOM JTO3BI», OCOOCHHO BHIpaXKCHHOM Ha
(poHe mpeIMecTRYIOMIETO IIpHUeMa Iy PETUKOB.

B teuenne nocneayronmx 1-2 Helelb CYTOYHYIO A03Y MOKHO YBEJIUYUTH 10 2 MT
1 pa3 B cyrku. [l goctwxenus xellaeMoro cumwkenud All, eciid HeoOXoiaumo,
CYTOUHYIO JIO3Y CJIEJAYET YBEIMYMBATHL IIOCTEIIEHHO, COOMOAas PaBHOMEPHBIE
HHTEpBalbl 10 4 MI, 8 MI' U JI0 MakCUMalpbHOW — |6 MI B 3aBUCHMOCTH OT
BBIDQKCHHOCTH peakIlM{ TMalleHTa Ha IpueM Ipenapata. OOBMHO 1034
cocTapiseT 2-4 Mr 1 pa3 B CYTKH.

Eeiu x tepanuu jpodaBisiercd JAYPETUK WK JPYyroe TI'UMIIOTEH3UBHOE CPEICTBO
HEOOXOAMMO KOPPEKTUPOBATL J03Y [JOKCA303UHA B 3aBUCUMOCTU OT COCTOSHUS

naryceHra ¢ ILE‘IH]:»HCI»“i]lIIdI\'I €€ TUTPOBAHUEM 110/ KOHTPOJIEM Bpaya.
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1 Gout | HbelEadt Ha e rRontske” diteit

BO300OHOBIBITL IMPUMECHCHUEC IIpeIIdapdTad CICAYCT C HavyalbHOM JO3DbI.

B ClIyuag, €CJid Tepallid JAOKCA303HH

Ocobwie 2pynnbl RAYUEHINOE

layuenmoi noxcunozo eospacma

Koppexknus 10361 He TpedyeTcs.

layuenmoi ¢ Hapyuienuem gynxyuell nouex

DapMaKOKUHETHUKA JOKCA303MHA V HALUEHTOB ¢ IOYEUHOU HEJOCTaTOYHOCTBIO He
MEHSIETCS, & caM Iperapar He yXy/IaeT UMEIONyIocs OUYeUHy IO JTUC(hyHKIHIO,
MO3TOMY Y TaKUX OONBHBIX €r0 IPUMEHSIOT B OOBIMHBIX /103aX.

Hayuenmoi ¢ HapyuieHuem QyHKYyUU neYeHU

Heobxoaumo cobImogaTh OCTOPOKHOCTD (CM. paszell «OcoOble YKa3aHUs» ).
KiMHuueckux JIaHHbIX O MPUMEHEHWH JIOKCA303MHA Y TIAIUEHTOB C TSHKEIBIMH
HApPY ICHUSIMH bynaxmm TIeUeHH HEJIOCTATOTHO (eMm. pazjien
«ITpoTHBOTIOKA3aHUS Y ).

IMoGoaHoe geiicTBHE

Yacrora pazBurusd 1000YHLIX  3(dekToB  KlIacCUuPuUUpoBaHa  COIVIACHO
pekoMeHanMaM BeeMUpHOI opraHu3aiyy 31paBOOXpaHeHus Kak: OYeHb 4acTo
(=1/10); wacro (=1/100, <1/10); newgacto (=1/1000, <1/100); peako =1/10000,
<1/1000).; ouenr peakxo (<1/10000), BxmIOYas EIWMHUIHLIC CIyYaH, dYacToTa
HEM3BeCTHA (He MOKET OBITh pacCUMTaHa Ha OCHOBAHUH MMCEIOITIXCS TAHHBIX).

ﬂO6})OKG‘I€C‘i?’I6’€HHGﬂ SUREPRIAA3LA npedcmameﬂbnoﬁ HCeAe36l

[lo panubiM KOHTPOJMPYEMBIX KIMHUUECKUX HcciepoBanui y Ooabubix JITIK
BCTPEUAIUCH T€ Ke HEeKeNaTeIbHbIE SBICHUS, YTO U y OOIBHBLIX apTepUalibHOU
TANCPTCH3UCH.

[Ipr mocT™MapKeTHHIOBOM IIPUMEHCHHH IIperapara coodmanoch O CICIYIONIUX
HEeKenaTeIbHBIX PeaKIiax:

Hapyuienua co cmoponsl Kposu 1 TUM@pamiiue ckoli cucnemsl

oueHs pedxo: JICUKONEHUS, TPOMOOIIUTOIICHHS.

Hapyuienus co cmoponsl UMMyHHOL cucmemul

ouens pedko:. aHa(pUIaK THICCKHAS PEaKITHH.
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Hapyuienua co cmoponsl oomena seujecmis u iR JELOBATEINBHOCTL 0001)

Heuacmo: aHOPEKCUsT,

peodko: TIoJlarpa, MOBHIICHHBIH alleTHT.

Hapyuwenua ncuxuxu

yacmo: Bo30y kK IeHHe, OecIoKoHCTBO, OSCCOHHAIIA,

Heuacmo: JNEeUpecCHs.

Hapyuienua co cmoponsl HepeHoil cucmemol

OUeHb Yacmo: TOIIOBOKPYIKEHHE, TOIIOBHAS 00T,

yacmo: TIapecTe3ns,

Heuacmo: TUIIeCTe3H, 0OMOPOK, TPeMop.

Hapyuienua co cmoponsl opeana 3peHus

yacmo: HapylIeHHe 1BETOBOTO BOCIIPHUSITHS,

Heuacmo: CUHJIPOM aTOHUTHON pajly KKH.

Hapywienusi co cmoponvi opzana cayxa u aabupunmnsie Hapyue s

Heuacmo: TIYM B YIIax.

Hapyuienua co cmoponsi cepoya

uacmo: TaxXukapIus;

pedxo: creHoKapus, MHpapKT MAOKap/ia, HapyIleHne CepIedHoro purMa,

ouenb peoxo. OpaauKap s

Hapywenusi co cmoponsi cocyoos

Heuacmo: <IPWIUBBL» KPOBH K KOXKE JIMIla, BBIpaXCHHOE CHIDKeHHE Al
HOCTYpaJIbHAS [THIIOTEH3USL.

Hapyuwienusi co cmoponbl ObIXAMeNbHOU CUCeMbl, Op2aHo8 2pyOHOll KiemKu U
cpedocmenus

yacmo: OJIBIIKaA, PUHUT,

Heuacmo: Kalellb, HOCOBOE KPOBOTEUCHIE,

oueHb pedxo: ODOCTPeHUe UMEIOIIEIocs OpOoHXOocIIa3Ma.

Hapyuienua co cmoponbl HceayOOUHO-KUMMEUHO20 MpPpaKma

yacmo: 00JIb B SKUBOTE, JIMAPEs, JUCIIEIICHS, CYXOCTh CIM3UCTON OOOIOUKH

IMOJIOCTH pTa,
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Heuacmo: METEOPU3M, 3a1I0p, TacTPODHIYPHT, PB

Yacmoma Heuzeecmia: HapyIeHue BKyca.
Hapywienusi co cmoponsl nedenu i Jeeauesuie00syux nymet

OUeHb peoKo: XOJIeCTa3, TelaTuT, KelITyXa.

Hapyuienua co cimopor bl KOX*CH 1 ROOKONCHBIX MKAaHetl

Heuacmo: alloNeIMs, KOKHBINA 3y /1, KOKHAs! ChIllb, 1IYPIIYPa;

OUeHb pedKko: KpallUBHUIIA.

Hapywienus co cmoponbl cKeleimto-Mbilde YHOt 1 COeOUHUMETbHOU MKAHU
Hewacmo: apTpairus, OOk B CIIMHE, MBIMICUHEIC CITa3MbI, MBITEYHas! ¢nadocTh,
MUAJITHSL.

Hapyuienua co cmoponvl nouex 1 MoueebiBoOAMLX nymeil

yacmo: TUCTUT, HeJlepKaHue MOYH,

Heuacmo: yUaleHue MOUEHCITY CKaHUsL, TTOJTUYPUSL;

OueHb peoKo: TA3YPUSI, TEMaTy pHs, HUKTYPHSI.

Hapyuenua co cmopon bl RON08bIX OP2AHO8 1 MOAOUHBIX HCeaes

Heuacmo: UMIIOTEHIIUS,

OueHb pedKo: THHEKOMACTYS, HPUAIIM3M, PETPOrpaiHas dAKY IS
Obujue pacempoticmsa u Hapyulenus 6 Mecme 66e0eHus

neuacmo. OONN Pa3TMIHON TOKaTH3aIiH.

Jabopamopnwie u uncmpymenmaiivivle OaHHbIE

Heuacmo: YBEITUTICHAE MacChl TeJla,

OUeHb pedko: NOBLIICHUE aKTUBHOCTU TPAHCAMUHAS [IEUSHU.

A PHIEePUATIbHAL SUNEPINEH3UA

B KoHTpoIMpyeMbIX KIMHAYECKUX HCCIC/IOBaHMIX JOKCa3031MHa Haubomnee JacTo
BCTpPEYAIUCh HEXKeIaTeIbHBIC SBICHUsI, KOTOPBIC MOXKHO OTHeCTH K THILY
MOCTYpPaNbHBIX (M3pEJKa CBSI3aHHBIE C OOMOPOKOM) MM HECTRITM(PHUCCKUX,
KOTOpbIe BKIIIOYAIH:

Hapyuienua co cmoporsl HepeHOTI clcmeMbi

OUYeHb Hacmao. TOJIOBOKPYIKCHHUC, I'OJIOBHAS 60.TII)',
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yacmo: NHOCTYpalbHBE [OJIOBOKPYIKEH e h

pasBUTLECST  BhIpakeHHOE CHIKeHue AJl, KoTopoe MOKeT IPUBECTH K
OPTOCTAaTHYECKOMY TOIOBOKPYKCHHIO, @ B TSDKETBIX clydasiX — K OOMOPOKY,
OCODCHHO IIpU OBICTPOM IIEPeXoje M3 IONIOKCHHUS «IIeKa» B IIOJNOKCHUC «CTOS»
WU B TIOJIOKEHUE «CHISA» ), COHIIUBOCTE.

Hrghexyuonnvie u napazumapisie 3a60ne8anUA

yacmo.: MHPEKIUU JbIXaTelIbHBIX 1Ty Tel, HH(peKIUU MOYEBBIBOIAIIUX IIYTEH.
Hapyuienus co cmoponsl op2ana ciyxa u Jabupunmmnsle Hapyuienus

yacmo. BEPTHTO.

Hapyuienus co cmoporsl ObixameavbHoll CucmemMsl, Opeanos epyoHoil Kiemku u
cpedocmenus

yacmo. pUHUT.

Hapyuienus co cmoponsi HCeayOOuHO-KUHE UHO20 MPAKMA

yacmo: TOIHOTA.

Obwue pacempoticmea 1 HapYUICHUSA 6 MECIne 66¢0CHUA

yacmo. aCTeHUs, OTeKU HIDKHUX KOHEUHOCTEH, YTOMIIEMOCTD, CIIadOCTD.
Cleayiome MOOOUHBIE PEAKIMA OTMEYAIUCh B 1IPOLECCe MapKeTHHIOBOIO
IMPUMEHEHUSI JIOKCA303UHA Y OOJILHBIX apTEPUAIILHOM TUTIEPTEH3UEN, XOTS B 11€JI0M
TakKWEe CHUMITOMBI MOTJIM HaOMIOJaThCs W TIPH OTCYTCTBHM JICUCHHS 3THM
TperapaToM:

yacmo.: TaxXUKapIWs, ONIYINCHUE CcepAlleOneHud, OONb B TPYAHOH KICTKE,
Heuacmo:! CTeHOKap (U, MH(papKT MUOKApa U apUTMUK;

oueHs peoko: OpajuKapus, HapyIeHUs. MO3rOBOTO KPOBOOOPAIIIEHUSI.
Ilepeo3upoBka

Cumnnmonmer

Bripaxxennoe cawkenue AJl, ronoBrast 60116, TOTOBOKPYRKCHHS, TIOTEPS] CO3HAHUS,
OJBIIIKA, OIIYIIeHUE cepiueduenys, TaXuKapiud, HapyIIeHWe pUTMa ceplla,
TOLIHOTA, PBOTA, BO3MOMKHBI THIIOLNTUKEMUS U TUIIOKAJIAEMUY.

Jeuenue
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HpI/I BBIPpAKCHHOM CHHKCHNHA AI[ HarmmueHra I-ICOﬁXOﬂ,I/IMO IIEPEBECTHU B TTOIOKCHUC

HpOMbIBEiHHe AKEIYJAKa, IIPHEM aKTHBH

«JIe¥)a» Ha CIIHHE W MPUIIOHSITH HOTH, MPOBECTH MEPONPHUSITHS 110 BOCTIOTHECHUIO
o0beMa IUPKYIHUPYIOMECH KPOBU, IIPH HEOOXOIHUMOCTH IIPUHATH Ba3OIPECCOPHL
lemopnanus Hes>(pGeKTUBEH, TaK KaK [JOKCA303WH IIPAKTHUCCKHA IIOJTHOCTBIO
CBA3bIBaeTcs ¢ OeJIKaMU IUIa3Mbl KPOBU.

BiaumojeiicrBue ¢ ApyruMu JIeRapCTBEHHBIMH CPeACTBAME

CoBMmecTHOE TIPUMEHEHUE JOKCA303uHa ¢ uHeubumopamu @J[I-5 y HEKOTOPHIX
MAITACHTOB MOXET TPUBECTH K CHMITOMATHYECKOW apTepHanbHON THIIOTCH3UH
(cM. pazgen «OcoObIe YKa3aHus» ).

B uccreioBanugx in vitro ObUIO IIOKA3aHO, YTO JOKCA303UH ABIETCH CYOCTpaToM
u3odepmenta CYP3A4. Crueayer codmoiars OCTOPOIKHOCTD IPU O {HOBPEMEHHOM
MPUMEHEHUM JIOKCA303UHA U MOWHBLIX uHeubumopos uzogepmenma CYP3A4,
MAKux — Kak  KAGpumpOMUuyun, UHOUHAGUD, UMPAKOHA30N,  KeMOKOHA3O0A,
Hea3000H, HeAQUHABUP, PUMOHABUD, CAKBUHABUD,  MEAUMPOMUYUR  UAU
gopurorazon (eM. pazjel «DapMakOKUHETUKAY ).

Bonsmag yacts (98 %) okcazo3uHa B IUIa3Me KPOBU CBi3aHa ¢ OelKaMU.
Pesynbrartsl uccie[oBanus 101a3Mbl KPOBU HYEIIOBEKA i1 Viiro CBHIETEIBCTBYIOT O
TOM, 9TO JIOKCa303WH HE BIMJET Ha CRSI3bBaHHE C OCIKaMH OJuzokcuna,
sapghapuna, ghe numouna wiu UHOOMeMayuna.

B xniuHMYecKO! IpaKTUKEe ITOKCA303MH IPUMCHSICA 0e3 KaKHUX-THOO IIPU3HAKOB
B3aUMOJCHCTBUSL ¢ muUa3UOHbIMU  Ouypemuxamil,  ypocemuoom, bema-
aopenobioxamopamu, AHMUOUOMUKAMU, 2UNOZIUKEMUUECKUMIU Cpedcmeamu Oist
npuema 6HYmMps, YPUKO3VpUIeCcKUMU Cpeocmeamu U aHMUKOGzYIssHmamu.
Hecemepouodnesie  npomusosocnarumensusie  npenapamer (HIIBII), ocobenno
UHOOMEMAYUH; ICMPOEHbL U CUMRAMOMUMEIMUIECKIe cpedcinga MOTYT CHIDKATh
AHTUTHLEPTEH3UBHOE JCHCTBUE TOKCA303UHA.

Jlokcazosun, yerpandsd aibda-agpeHoctumymupyviomue »ddexTol snuxedpuna,

MONKET IIPUBOJUTH K PA3ZBUTHUIO TAXUKAPAWUH U apTepI/Iaanoﬁ I'UuIoOTCH3UHN.
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[Ipu ojpHOBpeMeHHOM IIpHeMe ¢ 1 oenadiinon " et 5 o

TUIIEPTEH3UU TIOBBIMIAETCS PUCK OPTOCTATUUECKON ITUIIOTEH3UMN.

ITpu ofHOKpaTHOM NPUMEHCHUH JIOKCA303MHA TI0 | MT B CYTKH B TeUeHHE 4-X JTHEH
¢ OJHOBpeMEHHBIM mpueMoM 400 Mr yumemuouna 2 paza B CYTKH, HaOIOAAIOCh
10 % moBenneHue cpeaHux 3HaueHHH AUC U CTaTUCTHYCCKH HE3HAUUMOC
yBelueHue cpeJHero ypoBHHY Cpax (MakCUMaILHOW KOHLEHTPAIMA B IUIA3Me
KPOBH) U CpeAHero Iepuojia HONYyBbIBeAeHHS [okcazosuna. llojgobduoe 10 %
noBbinenne cpejinux 3navenuit AUC jokcazosuna Ha doHe npueMa [MuMeTHiuHa
HaxoJIUTCA B paMKax KoleOanuii BapuadbenbHOCTH (27 %) cpenanx 3HaueHuit AUC
JU11 IOKCA3031MHA B CPaBHEHUU ¢ IUIanedo.

Ilpu ojHOBpeMEHHOM LPUMEHEHUU € APYIUMU SUROMEH3USHBIMI CPedCmeamil
YCUIIMBAET BLIPAXKEHHOCTH WX JIEUCTBUSI (HEoOXouMa Koppekims j1o3bl). He
peKoMeHyeTes NPUHUMATL OJHOBPEMEHHO ¢ JpYyruMu OlloKaropaMu aisgha-
aopeHoPeYyenmopos.

[Ipu o THOBpPeMEHHOM MPUMEHCHUH C UHOVKIOPAMU MUKPOCOMANBHO20 OKUCACHUSA
B lIEUEHU BO3MOKHO UOBbIIeHHe HPPEeKTUBHOCTH  JOKCa303UHa, a ¢

uﬁzuﬁumopa.wu — CHHUKEHUEC.

Oco0ble ykazaHHSsI

locmypansnas 2unomenzus/00mopox

Kak u npu nedenmn moObMH anbda-aapeHoOIoKaTopaMy, B OCOOCHHOCTH B
Havalie Tepauud, 1pu jdedenuu rpenaparom JJOKCA3O3UI y He3HauUTeIbHOIO
ypclia  TAIUEHTOB  MOXET  HaOmMmOJaThess — OpTocTaTHdecKas  THHOTEH3WS,
MPOSIBIBIFOINASICSL TOJOBOKPYKEHHEM M clabOCTHIO WM e IOTepell CO3HaHWSI
(oOMopokoM) (eM. paszen «Crocod MpUMEHEeHUs H A03bI»). llepe HazHaueHUEM
ModoTo ankha-aapeHodIoKaTopa, MareHTa HeoOXOAUMO MPESAYIPSIUTh, KaKiM
o0pa3zoM cliejyeT u3deraTb CUMIITOMOB Pa3BUTHY 1IOCTYPAILHON THMIIOTEH3UH, B
YACTHOCTH, HEOOXOAUMO BO3AEPKUBATHCH OT OBICTPBIX HEPEMEH 1IOIOKEHUS Tela.

B nauane neuenws JOKCA303MHOM IIAIUCHTY CICAYET [dTh PCKOMCHIAIIWUKU O
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TOJIOBOKPYKEHUSL.
JIOKCa303uH CIe/yeT TPHUMEHITh ¢ OCTOPOKHOCTBHIO Y IIOKUNBIX TIAITMCHTOB B
CBS3H C BO3MOKHOCTBIO Pa3BUTHS OPTOCTATHYCCKON THUIIOTCH3UH. C BO3PacTOM
VBCIIMUMBACTCS PUCK BO3HHUKHOBCHHS TOIIOBOKPYKCHHS, HAPYIICHHA 3PCHUS H
00MOPOKA.

[TanpenTa HEOOXOAUMO HIPOUHPOPMUPOBATE 00 YBEIUYEHUHU PHCKA pPa3BUTUA
OPTOCTATUYECKONW THIIOTEH3UM IPU  YHOTPeOIleHUH  allkOTOJsl, UIMTEITHLHOM
CTOSHUH WA BBHIIOJHCHWH (H3WMYECKUX YIpa)KHEHMH, a Takke MNpH KapKoH
MOTOIC.

Hobporauecmsennaa cunepniazuia npeocmamenbHoll Jcenessl

Y Oompubix JIITIDK  jgokca3zo3vH  MOKHO —Ha3HavaTh Kak I1IPA  HAIUYUM
apTepUuaibHON THUIePTEH3UH, Tak W 1npu HopMmalbHoMmM AJl. [Ipu npuvmenenun y
nareHToB ¢ JIITDK ¢ HopManpHbIM A H3MEHEHUE MOCIIETHETO HECYIIIECTBCHHO.
I[Ipy sTOoM y OOIBHBIX C COUYETaHUCM apTepHanbHON rumepreHsuu U JII'TDK
BO3MOKHO [IPUMEHEHUE B MOHOTEPALIAU.

Ilepen HawaiuoM TepallMd [HUIEPIUIA3UHA IPEACTATEIbHON JKeJle3bl HeOOXO MO
HUCKITIOUUTH €€ PAKOBOE TIEpepoikjieHue. Jlokcas3o3uH He BIUSET HAa KOHIEHTPAITHIO
npocTatcrerupuueckoro antTureHa (IICA) B maszMe KpoBH.
Humpaonepayuonnsiii cunopom amonusnot paoyicku

HHTpacnepaliiOHHEBIN CHHAPOM aTOHHYHOU paayKKHU (BapHAHT CHHIPOMA «Y3KOTo
3pauka») HaOMIOAAICH V HEKOTOPLIX IAIMEHTOB IIPHU HPOBEACHUU Ollepaliud 110
MOBOJIY KATAPAKTHI, KOTOPbIE IOAYYAIOT WIA Todydaiud Iedenne aibdal -
aapeHoOnokatopaMu. Tak Kak HWHTpaoIlCpandoHHBIM CHHIPOM aTOHMYHOMN
panykKKd MOXKET IIPUBECTH K VUAINCHUIO OCIIOKHCHHUI BO BPEMS XHUPYPTHUCCKUX
BMEIIaTeILCTB, HeOoOXOJUMO MpeAylpeJuTh XuUpypra o ToM, 4YTo aidbdal-
aJpeHOOI0KATOPHI IPUHUMAIOTCH Ha JAaHHBbIA MOMEHT WIK IIPUHUMAIUCH paHee 10
OIEpaliH.

Cosmecmnoe npumenenue ¢ uneubumopamu @J[9-5
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unruouTopamMu MJ[D-5, MOCKOIBKY V HEKOTOPBIX MAITUEHTOB 3TO MOKET [IPUBECTH
K CUMITOMaTHYCCKONH THIOTCH3UH (CM. paszied «C OCTOPOKHOCTHION ).

Hapywenue gyuryuu nevenu

HeoGxoamvo cobmoaaTh OCTOPOAKHOCTS IIPH HA3HAYCHUH JOKCA3031UHA, PABHO KaK
M JIPYIHMX  JIEKAPCTBEHHDLIX — CPEJICTB,  IIOJNHOCTLIO  [OBEPraloImxcs
OomorpancopMai B II€USHH, IIALMCHTaM ¢ HapylineHueM (YHKIUMA [ICUYSHH,
m30eras Ha3HauYeHUSI MaKCUMAaJIbHbIX JI03 (CM. pasjiel «DapMakoKUHEeTHKay ).

i puanusm

Bo BpeMd IDIOCTpEerHCTPAIlMOHHBIX UCCICAOBAaHUIT coolImanock O CIYy4asx
pa3BUTHS JIMTE]IbHOM 5Spekuuyd U IpuanmsMa Ha QoHe Tepammm aibdal-
aJpeHoOIIOKATOPaMy, B TOM YHCIIE JIOKCA303MHOM. B cilydae coxpaHeHus: SPeKIun
B TeueHue Ooljiee 4 4acoB CleAyeT HeMeUICHHO OOpaTuThCs 3a MeJMIMHCKON
noMomibio. Eenu Tepamms npuanm3Ma He Obla TPOBEJCHA HEMEICHHO, 3TO
MOKeT IIPUBECTH K IIOBPEIKICHUIO TKAaHESH ITOJIOBOrO WIeHa B HeoOpaTUMOM yTpaTe
LHOTEHITHH.

Buusinue Ha Ccnoco0HOCTH  VIPABJIATH TPAHCHOPTHLIME  CPEACTBAMHE,
MeXaHu3MaMH

B mepuon nedeHMs IpenapatoM HEOOXOJMMO cOOMOIaTh OCTOPOKHOCTH ITIPH
YIIPaBICHAN TPAHCTIOPTHHIMH CPEICTBAMH H 3aHATHSIMH MMOTECHITHAIHFHO OIIAaCHBIMHA
BUIAMH JCATEIBHOCTH, TPeOYIOIMUMH IIOBHINICHHON KOHIICHTpAaIli BHAMAaHHSI U
OBICTPOTBHI  IICUXOMOTOPHBIX pEakIMid (PUCK Pa3BUTHS  TOJOBOKPYIKEHHUS,
crabocTn).

dopma BbINYCKA

Tabnerxu, 1 mr, 2 Mr, 4 MT.

ITo 10 TtabneToxk B KOHTYPHYKD SUYCHKOBYID  YIIAKOBKY M3  IUICHKH
HOJTUBUHAIXJIOPHAHOM U (POIIBIY aTIOMUHUEBON [IeYaTHON JTAKUPOBAHHOM.

1, 2, 3, 4, 5, 6, 7, 8 9 10 KOHTYPHBLIX AUECHKOBBIX VIIAKOBOK BMeECTE C
UHCTPYKIMEH 110 IPUMEHEHUIO IIOMEN@ioT B IMauky W3 KaproHa Jims

NOTPeOUTETRCKOM Taphl.
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YciaoBus XpaHeHHus1

IIpu Temueparype ne soine 25 °C.
XpaHUTE B HEJIOCTYITHOM 1T JIETEH MecTe.
CpoR rogHocTH (CPOK XpaHEHMSI)
3 ropa.
He nupumensTh 10 ueTeuyeHUU Cpoka TOAHOCTH, YKA3aHHOI'O Ha VIIAKOBKE.
YciaoBus oTnycka
Or1yckaior 10 perenty.
IMponseoauTean/ Opranusanusi, MPpUHAMAKOIIAS TIPETEH3UH
000 «IIPAHADAPM>»
P®D, 443068, 1. Camapa, yi1. HoBo-CajoBas, jom 106, kopuye 81
e-mail: info(@pranapharm.tu
www . pranapharm.ru

Tell. (846) 334-52-32, 207-12-61; dakc (846) 335-15-61, 207-41-62



