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HHCTPYKIUA
IO MEJMIIUHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA

Deoaunun

Perncrpaumonnbiii Homep:

Toprosoe nanmenoBanue: Oes10MIUH

MexayHapoaHoe HemaTEeHTOBAHHOE HAHMeHOBaHMe: (eJ0THITHH

JlexapcrBennasi popma: TabIETKH C IPOTOHTHPOBAHHBIM BBICBOOOKIECHHEM, TIOKPBITHIE

IJICHOYHOM 000JI0UKOI.

CocraB Ha oaHy TadaeTky 2,5 mr

eticmeyiowee eewgecmeo: Genogunun — 2,50 mr.

Bcnomozamenvuvie 6ewyecmea: 1akTo3bl MOHOTHIPAT (caxap MOJIOYHBIN) — 97,50 mr;
runpomesiosa — 84,00 mr; makporosna creapat — 2,00 Mr; KpeMHHSI THOKCH KOJIJIOM THBIA —
3.00 mr; maraus creapat — 1,00 mr.

Cocmas obonroyku: runpomeriosa — 2,90 mr; makporos — 4000 — 0,70 wmr;

TUTaHa JUOoKcHI — 1,40 Mr.

CocraB Ha oiHy Ta0JIeTKY 5 MI

Heucmsyowee sewgecmeo.: dpenoaunun — 5,00 mr.

Bcnomozamenvuvie 6ewjecmea: 1akTO3bI MOHOTHAPAT (caxap MOI04HBIH) — 93,00 mr;
runpomeriosa — 84,00 mr; makporosa creapat — 4,00 Mr; KpeMHHS THOKCH/{ KOJUIOHIHBINA —
3,00 mr; marnus creapar — 1,00 mr.

Cocmas obonrouku: runpomeruiosa — 2,90 mr; makporos — 4000 — 0,70 wmr;

TUTaHa JHOKcUI — 1,33 Mr; KkpacuTens xene3a oKeu1 xenToiid — 0,07 mr.

Cocras na oany radaerky 10 mr

Jleucmesyrowee éewgecmeo: denomunun — 10,00 mr.
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Bcnomozamenvnvie 6ewjecmsa: naKTo3pl MOHOTHAPAT (caxap Moa04HbIH ) — 84,00 Mmr:

COTMACOBAHO .
runpomesiosa — 84,00 mr: makporosa creapat — 8,00 Mr; KpeMHHS TMOKeH A-KOAIQU IHEIH —

3,00 mr; maruus creapar — 1,00 mr.

Cocmas 06o10uxu: ranpomeriosa — 2,90 mr; makporos — 4000 — 0,70 mr;

TUTaHa Juokcua — 1,33 Mr; kpacuress jxenesza okcu kpacHblid — 0,07 mr.

Onucanne

Hosuposka 2,5 m2: Kpyriible JBOSIKOBBINTYKJIble TaOJETKH, MOKPBIThIE IUICHOYHOH 000J0YKOM
0esroro uiam moyTu 6eIoro mBeTa.

Jo3uposka 5 m2: KpyTrible TBOSKOBBITYK/IbIE TaOJIETKH, MOKPBITHIE TUIEHOYHONH 000I0YKOM OT
CBETJIO-KEJITOr0 JI0 CBETIIO-KEITOr0 ¢ O€KEBBIM OTTEHKOM IIBETA.

Hoszupoexa 10 m2: Kpyriible ABOSIKOBBITYKJIbIE TaOJIETKH, MOKPHITBIE IJICHOYHOH 000J0YKOM OT
CBETJIO-PO30BOro 10 po3oBoro nsera. Ha momepeuHoM paspese TabneTku 1r000# T03HPOBKH

BHIHBI AAPO IMOYTH Oeroro 1BeTa M rieHoYHas 000/1049Ka.

(DapmaKOTepaneBanecKaﬂ rpymnmna: 6HOKaTOp CMECJICHHBIX» KaJIbIITUCBLIX KaHAJIOB.

Kox ATX: CO8CA02

Dapmako/I0rHYecKHe CBOHCTBA

Dapmarxoounamura

@enopunub - O10KATOp «MEUICHHBIX)» KaibliMeBbix KaHaioB (BMKK), npumensembiii juis
JIeYEHUs apTePHAIbHOM THIIEPTEH3HH M CTAOMIIBHON cTeHOKapauu. DestoIUIUH - IPOU3BOHOE
JUATHJIPOIIMPH/IMHA, TIPEACTaBIsAeT COo0OHM pamleMHuecKkylo cmech. DeNoaunuH CHHKaeT
aprepuanbHoe nasieHHe (AJ]) 3a cuer cHHKeHHs o0wero nepupepuyeckoro COCyaucToro
COIIPOTHBIICHHS, OCOOEHHO B aprepuosax. [IpoBOJMMOCTH M COKpaTHTENIbHAs CIIOCOOHOCTH
IJIAJIKOW MYCKYJIaTyphl COCYIOB IOJIABISAETCS ITyTE€M BO3JIEHCTBHS HAa KaJbIMEBBIE KaHAJIbI
KJIETOYHBIX MeMOpaH. biarosapsi BBICOKOH CeIeKTHBHOCTH B OTHOLICHHH IJIAJIKOW MYCKYJIAaTyphl
apTepHos, (eOoJUNUH B TEPANeBTHYECKUX /033X HE OKa3blBAaCT HEraTHBHOTO HHOTPOITHOIO
>bdexTa Ha COKPAaTHMOCTb HJIH IPOBOAUMOCTH cep/ua. DeloaunuH pacciabiseT TIagKyro
MYCKyJIaTypy JAbIxaTeabHbIX nyTel. [lokazaHo, 4To (enoguMnuH OKa3biBaeT HE3HAYUTEIHLHOE
BO3JICHCTBME HA MOTOPHUKY >KEIyJOYHO-KHUIIEYHOro TpakTa. [IpH UIMTEIHbHOM HpUMEHEHHH
GenounuH He OKa3bIBaeT KIMHHYECKH 3HAYMMOro s¢¢ekra Ha KOHIEHTPALHUIO JIUIHIOB B
KpPOBH. Y NMAlMEHTOB C caxapHbIM JuabeTom 2 THIIA [TPH MPHMEHEHHH (EI0IUITHHA B TeYeHHe 6
MECAIICB HE OTMEYEHO KIMHHMYECKH 3HauuMoro sddexra Ha MmeraboauyecKue MpPOLECCHI.

DenoMNUH MOKHO TaKKe Ha3HA4YaTh MNAlHEHTaM CO CHHIKEHHOM Q)yHKHHCﬁ JIEBOTI'O JKEIIYA04Ka,
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[OJIYYAIOUIMM CTAaHAApPTHYIO TEpanuio, U MNalUeHTaM ¢ 6p0HXPIaHI>H(')]f7I ?38’#1\%& CAQMM
COTNACOBAHO

JabeToM, 1MoAarpoi WiIH TUIEpPIUITHIEMHUCH.

Anmueunepmenszusnoiit s¢pgpexm: cumwxenne AJl npu npuéme denoaunuHa 00yCIOBICHO
YMEHBIICHHEM TepH(EPHUECKOr0 COCYAUCTOro conpotuBieHus. Denoaunu hGekTuBHO
cHmwkaeT AJl y manMeHToB ¢ apTepUallbHOW IMIEPTEeH3UEH Kak B IMOJIOKEHHH «IeXkKa», Tak U B
MOJOKEHUH «CHIA» M «CTOS», B COCTOSHHH IMOKOs M npH (usnyeckoit Harpyske. ITockonbky
GbenoaunuH He okaszbBaeT d(p¢eKkrTa Ha IIAAKYI0 MYCKYJIATypy BeH HJIM aJpeHeprHyeCKHi
Ba30MOTOPHBIH KOHTPOJb, TO PA3BUTHE OPTOCTATUYECKOW THIIOTEH3HWH HE MPOHCXOAUT. B
Hayaje JieyeHus, B pesyapTaTe cHUKEeHHsS AJl Ha ¢doHe npuéma QenoaMnuHa, MOXKET
HaOJII01aThCsl BpEMEHHOE peIeKTOPHOE YBEIHUEHHE YacTOThl cepaednbix cokpamenuii (YCC)
U cepzeynoro BeiOpoca. Ypenuuenuto YCC mpensTcTByeT OJHOBpEMEHHOE C (esTOTUIUHOM
npuMeHeHne Oera-aapeHoOnokatopoB. [ledictBue ¢enoaunuua Ha AJ[ U nepudepuueckoe
COCYIMCTOE COINPOTHBJIEHHE KOPPEJIUPYET C IUIa3MEHHOW KOHIeHTpauuei ¢enoaununa. [Ipu
PaBHOBECHOM COCTOSIHUM KJIMHHYECKUH 3P PEeKT coXpaHseTcss MeX1Ay NPUEMOM /103 U CHHIKCHHE
AJl coxpansiercs B Teuenue 24 4. Jleuenue henoMIMHOM NPUBOJUT K PEIPECCHU TUIIEPTPODYUH
J€BOro keayaouka. Genoaunud o01a1aeT HATPUHYPETHUECKUAM U THYPEeTHYECKUM 3D HeKToM U
He oOnanaer kanuiyperudeckuM >dpdexrom. [pu npuéme denoaununa cHUKaeTCs KaHaIbIEBas
peabcopOiHsi HATPUSL U BOJBI, YTO OOBSACHSAET OTCYTCTBHE 3QMEPXKKH COJIeH M KHIKOCTH B
opranusMe. DEIOJUNMH CHHUXKAET COCYIUCTOE CONPOTHUBIEHHE B I0YKAX M YCHIHBAET
nepdy3uio nouek. MeoUNUH HE OKA3bIBAET BIMSHHUS HA CKOPOCTH KIYOOUKOBOH (pHIIBLTpAIIK
U SKCKPELMIO aJIbOyMHHA.

[Ipumenenne QenoaunuHa B KOMOMHALMM C HHIHOMTOpPaMH aHTHOTEH3HHIIPEBPALIAIOIIETO
depmenta (AIID), Gera-aapenobiokaropaMu, MpH HEOOXOAMMOCTH — JIHYPETHKAMH, CHHIKAET
auactonrueckoe AJ[ menee 90 mm pr.ct. y 93% manueHTos.

[Tpumenenne BMKK, mpou3BoAHbIX AUTHAPONIUPHIMHA B KAYeCTBE HAYAIBHOIO Kypca Tepariu
¢ mocieayromuM aodasiennemM Oerta-aapeHo0I0KaTOPOB, NP HEOOXOMMOCTH, HE BIHSET Ha
TMOKa3aTe/ b CMEPTHOCTH OT CEP/JIEYHO-COCYAUCTBIX 3a00sIeBaHHH 110 CPABHEHHIO CO CTaHAAPTHOM
Tepanuei 6era-apeHo0I0KaTOPaMHU H/HITH THYPETHKAMH.

Jlnsa nedenus aprepuanbHOM runepreH3un DenoMIIMH MOKET NMPUMEHSTBCS B MOHOTEPAIMU
WM B KOMOMHAMM C JIDYTMMH THIOTCH3UBHBIMH IperapatamMH, TaKHMH Kak Oera-
aZipeHo0I0KATOPBI, TUYPETUKH WK HHTUOHTOpPEI AITD.

Anmunwemuveckuitt  s¢pgpexm:  npuMeHeHHE  (QENOJUIMHA TPHBOAUT K  YIYUIICHHIO
KPOBOCHA0KEHHMs: MHOKap/a 3a CyeT JWIAaTallid KOPOHAPHBIX COCYIOB. Y MEHbIIEHHE HArpy3KH
Ha cep/ie o0ecreunBaeTCs 3a CUET CHHIKEHUS MepH(epruIecKoro CoCyAMCTOr0 COMPOTHBIICHUS

(CHMIKEHHMS] HArpy3KH, IMPEOJI0JICBAEMO CepAeYHOW MBIIIIEH), YTO TPHUBOIUT K CHHIKEHHIO
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noTpedHOCTH MHOKapaa B kuciaopoje. Denoaunus CHIMaET cnazr\J/}”ﬁ()n%ix%gbfxlgtgallﬁ)B,

MallMeHTOB CO CTA0WIbHOM CTEeHOKAapAueH HanpshkeHus. B Havane Tepanuu MOXKeT HaOmoAaThCs
BpemerHoe ypenauueHune YCC, kymupyemoe Ha3HaueHHeM OeTa-aapeHoOokaropoB. Dddexr
HacTynaer uyepe3 2 4 W JUIMTCS B TedeHue 24 4. [lng nedeHus cTabMIIBHOH CTEHOKapIUu
GeoMIUH  MOXKET TPHMEHAThCS B KomOumHamuu ¢ Oera-aapeHoOgoKaropaMu HWIH B

MOHOTEpAITHH.

DapmakoKkunemuka

Cucremnass OMOAOCTYHOCTH (DEJIOJUIHMHA COCTABIsAET MpuMepHO 15% W He 3aBHCHUT OT
BpeMeHHU npueMa numu. OQHako cKopocTh abcopOuMu, HO HE €€ CTeNeHb, MOKET MEHSTHLCS B
3aBUCMMOCTH OT BPEMEHHM IIpHE€Ma IHUIIM, U MaKCHMallbHas KOHIICHTpALUs B IUIa3Me KPOBH,

TaKuM 00pa3oM, MOBBILAETCS NPUMEpPHO Ha 65%. MakcumanbHas KOHUEHTpAlMs B ILIazme

KpOBH JocTHraercst yepes 3-5 u. Ilpemapar cBs3biBaetcs ¢ Oenkamu mia3mbl KpoBH Ha 99%.

OObeM  pacrpejieieHHs B paBHOBECHOM  cOCTOsiHMHM — coctaBimsier 10 a/kr.  Ilepuoj
IIOJTYBBIBE/ICHHS COCTABIISAET MPUMEPHO 25 4, ¢a3za 1miaTo JOCTHTaeTCs MPUMEPHO B TEYEHHE S5

auei. He kymymupyer nake npu urtensHoM npuéme. OOmuMi IUIa3MEHHBIH KIMPEHC B
cpeaneM coctasisger 1200 Mia/MUH. YMEHbIIEHHBIH KIMPEHC y MAMEHTOB MM0KUIIOr0 Bo3pacTta u

y MNAlMEeHTOB CO CHHIKEHHOH (YHKIMeH IMe4YeHH IPHUBOJNT K YBEIHYCHHIO KOHIIEHTpAIUH
benomununa B masMe KpoBH. BmecTe ¢ TeM BO3pacTHOM MPHU3HAK JIMINL YaCTHYHO OOBSICHSET
HH/MBH/lyaJlbHbIE M3MEHEHMs  IUIa3MEHHOH  KoHueHTpauuu  denogununa. Denoaunux
metabonmsupyercs B nedeHn  nox  jedictBuem  u3odepmenta  CYP3A4,  Bce
HICHTHOUIMPOBAHHBIE ~ METadONUTHI He  00JafalT  BasoawiaTHpyoumMm  3ddekTom
(remoimHaMU4ecKo akTHBHOCTHIO). Okomo 70% OT NpUHATOH 103bl BBIAEISETCS B BHJE |
MeTabO0JIMTOB € IMOYKaMH, OCTaJIbHAs 4acTb — yepe3 KuiueuHuk. Menee 0,5% BBIBOISATCS
IOYKaMH B HeM3MEHEHHOM BHJIe. [Ipu Hapymenuu QyHKIMH MOYeK IUIa3MeHHas KOHIIEHTPAIUs |
denomunuHa He H3MEHSETCS, HO HAOMIOJAeTCss KyMYJIAIHS HEAaKTHBHBIX MeTa0OJIUTOB.

®de10IMNUH HE BBIBOJIHTCS [IpHu remMoInaiuse.

IToxasanusi K NpHMEHEHHIO

e AprepuasibHas THIEPTEH3Us (B MOHOTEpalMM MWJIX B KOMOMHAUMH C JIPYTrUMH
THIOTEH3UBHBIMH  CPEACTBAMM, TaKMMM Kak Oera-aZpeHOOTIOKAaTOpbl, IHYPETHKH WIIH
uHruouroper AI1D).

e CrabuibHas cTeHOKapaus (B MOHOTEPATHH UK B KOMOMHAIMH ¢ OeTa-ajpeH0010KaTopamMH ).
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e [loBbimennas YYBCTBHUTCIIBHOCTD K (benonunuﬂy WA ApYTUM KOMTPWFAF%BX?{%MLHHM

IIporuBonokazanus

B COCTaB Ipernapara.
e (CepaeuHasi HEIOCTATOYHOCTD B CTAIHH JEKOMIICHCALIUH.
e Octperii uHGAPKT MUOKAp/A.

e HecrabuibHas cTeHOKapaus.

e ['eMoaMHAMUYECKH 3HAYMMBIH CTEHO3 KJIallaHOB Cepla.
e ['uneprpoduueckas oOCTPyKTHBHAS KApAHOMHONATHS.

e Bo3spact 10 18 net (3¢ pexTHBHOCTD H 6€30MaCHOCT HE YCTAHOBJIEHBI).

e HenepeHOCHMMOCTD TaKTO3bl, JEPHUIHT JaKTa3bl, [ITIOKO30-TaTaKTO3HAs MaTbabcopOLus.
e bepeMeHHOCTh, NEPHO/I IPYIHOTO BCKapMIuBaHus (cM. paszzaen «lIpumenenune npu

OEepeMEHHOCTH U B IIEPHOJL I'PYTHOTO BCKAPMITHBAHUS ).

C 0CcTOPOKHOCTHIO

AOpTabHbIA CTEHO3, MUTPAIbHBIN CTEHO3, TA0MILHOCTH APTEPHATBLHOIO JaBJICHHS, HAPYIICHHE
GyHKIMM Te4eHH, TsDKesnas IouYevHas HeIOCTaTOYHOCTh (KIMpeHC KpeaTMHHHA MeHee 30
MJI/MHH), cep/ieuHas HeJ0CTaTOYHOCTh MOC/Ie OCTPOro HH(papKTa MHOKaAp/Ia, MOKHIONH BO3pacT,
apTepudasibHas TUNOTEH3Us (y MNPEeApacroIOkKEHHbIX [AUEHTOB MOJKET BBI3BAaTh HINEMHIO
MHOKap/ia), OJHOBPEMEHHOE NpPUMEHEHHE ¢ MHTHOMTOpaMH WM HMHAYKTOpaMH H30hepMeHTa

CYP3A4.

IIpuvenenne npu 6epeMeHHOCTH U B MIEPHO/ IPY/AHOT0 BCKAPMJIHBAHUS

B Hacrosiee BpeMsi HET JOCTATOYHBIX JaHHBIX O NMPHUMEHEHHH (estoaunuHa y GepeMeHHBIX.
OcHOBBIBasICh HA MOJYYEHHBIX Y JKHBOTHBIX JaHHBIX O HAPYIIEHUH Pa3BUTHUSA 11101, (eIouITHH
HE JIOJDKEH Ha3HauaTbCsl BO Bpemsi OepeMeHHOCTH. biokaropbl “MeJUIeHHBIX” KaJlbIIMEBBIX
KaHaJIOB MOT'YT MHTHOMPOBAThH COKpAIIEHUS MAaTKH [PH MPEKIEBPEMEHHBIX POax, BMECTE C TEM
HEJI0CTAaTOYHO JaHHBIX, MOATBEPKAAIONIHE YBEIHUYECHUE TTPOAOKHTEILHOCTH (GHU3HOIOTHYECKUX
posoB. Bo3MOKeH PHCK Pa3BUTHSI TMIIOKCHH IUIOJA NPH HAIMYHH Y MATE€PH apTepHAIbHOU
TMIIOTEH3UM W yYMEHBIIEHHM Mepy3ud B MaTKe 3a CYET Iepepacripe/ie/ieHHsi KPOBOTOKA H
nepudepruyeckoii Ba3oauiaTaium.

®enoMNUH MPOHUKAET B rpyaHoe Mosoko. [Ipu npueme kopwmsieid marepeio ¢eloaunuHa B
TEPaNeBTHYECKUX J103aX JIMIIb HE3HAUYUTEIbHOE KOJMYECTBO Ipernapara IOMajaeT ¢ IPy/IHBIM
MOJIOKOM pebeHky. HemocTaTounblii onbIT npuMeHeHUs: (eloMIIUHA JKEHIIHHAMH B TIEPHOJ
JIAKTallM¥d HE MCKIIIOYAeT PHUCK BO3/ICHCTBHA Ipernapara Ha JeTeH, HaXOIAIIUXCS Ha IPyJIHOM

BCKapMJIMBaHWH, B CBA3H C YEM, HC PCKOMECHIYETCA Ha3HA4YaTh (bCJ'IOIII/ll'Il/IH JKEHIIMHAM B IIEPpUO L

- 5

~®- 107672




| MHH3IPAB POCCHH

M-004839 - 100518

naktanun. [IpH HEOGXOAMMOCTH HPOJOIKEHHS TEPANHM [T JIOCTHKEHHS KIHHHYECKOrO
COTTACOBAHO

s dekTa creayeT paccMOTpeTh BOIPOC O MPEKPAIEHHH I'PYAHOTO BTKAPMITHBaHHS-

Cnocod npuMeHeHus ¥ 103bI

BuyTpb, npuHuMarb yTtpoMm, 3anuBas Boaod. Tabnerky He genuTh, He JApOOMTH MW HE
pas3keBbIBaTh. TabIeTKH MOKHO NPUMEHSATh HATOLIAK MK ¢ HEOOJBIIUM KOJTHYECTBOM IMHIIHU C
HHU3KHM COJIEp’KaHUEM JKHPOB H YTJIEBOJIOB.

Apmepuanvnas ecunepmensus

Jloza nomxHa noaduparbes MHAMBUAyaTbHO. HavanbHas m03a COCTaBiseT 5 MI OQHH pa3 B
cyTkd. OObIYHAs TNOJEPKUBAIOIIAS 1032 COCTaBIsS€T S5 MI OOMH pa3 B CYTKH. llpu
HEOOXOIMMOCTH 1032 MOKET ObITh yBelW4YeHa WM K Tepamuu DeJoaunuHOM MOXKET ObITh
100aBIEHO IPYroe rHMOTEH3HBHOE CPeCTBO (Hampumep, OeTa-aapeHoOI0KaTOp, AUYPETHK HIIH
uaruouTop AII®). Penko Hasnavator npenapat 6osnee 10 mr B cyTkn. MakcuManibHasi CyTOYHast
n03a — 10 Mr/cyTkw.

Cmabunbnas cmenokapous

Jlo3a o/kHa oaGMpaThest HHIUBHIyalbHO. HeoOX0 M0 HauWHATS JIeYeHHe C 10361 5 MI' OJIHH
pa3 B CyTKH, IIpH HEOOXOJMMOCTH yBenquuHMBas 103y J0 10 Mr oamu pa3 B CcyTkH. MokeT
Ha3HA4aThCsl COBMECTHO ¢ OeTa-a/ipeH0010KaTOpaMHu.

IIpumenenue y nodcunvix nayuenmos

VY nanMeHToB [0KUJI0r0 BO3pacTa peKOMEHIyeMas HadyallbHast 1033 COCTaBJIsIeT 2,5 Mr.
Hapywenue ¢pynkyuu novex

Hapymenune QyHKIMH MOYeK He BIMSAET HAa KOHIEHTPALMIO Ipernapara B Iiasme KpoBu. Her
HEO0OXO0IMMOCTH KOPPEKTHPOBAThH CXEMY JISYEHHs y MAIMEHTOB C HapyIIeHUeM (YHKIHH TOYEK,
OJIHAKO CJIeAyeT cOOMOaaTh OCTOPOKHOCTD IPH HA3HAYEHUH MpenapaTa MaiueHTaM ¢ TsSKeIon
MOYEYHOH HEJI0CTATOYHOCTBIO (CM. pasjienbl «C 0cTOPOKHOCTEION U «OcoOble yKa3aHHs»).
Hapywenue ¢ynxyuu neuenu

VY nanMeHToB C HapylIeHHUSAMH (YHKIMH [€YeHH MOKeT HaOII0JaThes IOBBIIIEHHE
KOHIIEHTpAlMH (eIOTUNUHA B IUIa3Me KPOBH, ITOITOMY OOBIYHO JOCTATOYHO 03Bl 2,5 MI' (CM.
pazzen «PapMakKOKHHETHKA).

Jlemu

OnpIT npuMeneHus GenoanunuHa y aerteii 10 18 net orpanuyen.

ITo6ounoe neiicTBHe
K nauGosee yacTo BcTpeuaeMbIM MOOOYHBIM PEAKLUSAM IPH MpHEME (ETOAUNMHA OTHOCHTCS

J10303aBHCUMBIH 2(D(EKT: 0TeK JIOABDKEK JIETKOM - CpeIHel CTEHEeHH TSIKECTH, 00YCIOBIEHHBIN
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BAa30MJIATHPYIOIIMMHU CBOMCTBAMM (DeTOAMIIHHA, MO ITON npmmHe HpI/IMCpHO 2%1 HEQIM@HTOB

OTKa3bIBAIOTCS OT Npuéma npenapara. B nHadane Tepanuu nmpu_ym%%&%%m MOTYT |
OTMeuaThCs TOKPACHEHHUE JIMIIA, COMPOBOKIAIONICECS “TTPUIMBAMH , TOJIOBHAS 00JIb, OLLYIICHHE
cepaueOueHus, TOJIOBOKpYxKeHHe M ciadocTbh. OOBIMHO ATH peaKIUUd HOCIT BPEMEHHBIN
XapakTep H MPOXOAT caMOCTOsATeNbHO. MMeroTes oTaenbHble COOOIEHHsS O HapyLIeHUH CHa,
O/JIHAKO CBS3b C NMpHEMOM (enoaunuHa He yctaHoBieHa. Coolanock 0 cirydasx rurepruiasuu
CIIM3UCTOH sI3bIKA W JIECEH TMocje TnpHeMa (eloJuNHHa Yy [alHEeHTOB C BBIPAKEHHBIM
TMHTUBHTOM/TIapoIOHTHTOM. [l u30ekanust naHHOro mobo4yHoro sddexra Wim yMeHbIICHHUS
€ro TMpOSBJICHHUS] PEKOMEHyeTCs MPOBOJMTH THIATE/IBHYIO THTHEHY mosiocTH pra. Cumtaercs,
4TO THNEprIMKeMusi Bo3HuKaeT Ha (one mpuema rpynnsl BMKK, onnako Ha ¢one mnpuéma
denoaunuHa rUNeprimKeMus 0TMeYalIach TOJIBKO B OT/ICJIBHBIX CITydasix.

HexenarenbHbple SBJIEHMS, NPEACTaBICHHbIE HHWKE, [E€PEYHCICHBl B COOTBETCTBHU C
NOpaKEHHEM OPraHOB M CHCTEM OPraHOB U YacTOTOH BCTPEYaEMOCTH.

Yacrota BCTpeyaeMOCTH onpejensercs ciaeayiomum obpazom: wacmo (>1/100); newacmo

(>1/1000 u <1/100); peoxo (>1/10000, <1/1000); ouens peoxo (<1/10000).

Opranbi n | Yacro Heuacrto Peaxo Ouennb peaxo
cucrembl opranos | (>1/100) (>1/1000 n <1/100) | (=1/10000, <1/1000) (<1/10000)
Hapymenunss  co peaklnH TOBbILIEHHOM
CTOPOHBI 4yBCTBHTEILHOCTH
HMMYHHOI
CHCTEMBI
Hapymenus co TUNepriiMKeMus
CTOPOHBI
IHAOKPHHHOMH
CTeMbl
Hapymenust co | rosoBHas 6omb napecresus, oOMopok
CTOPOHBI HEPBHOI rOJIOBOKpYKEHHE
CHCTEMBI
Hapymenuns co TaXuKapaus, IKCTPACHCTOJIHUS
CTOPOHBI cepna ouLylLIEeHHE
cepauebreHus,
Hapymennst  co | NOKpacHeHHWe JIMLIA, | BbIpaXKEHHOE
CTOPOHBI COCY/I0B | COMPOBOX/AlOLIeecs | CHHKEHHE AJl,
“NpuiMBaMHU™, OTEK | CONMpOBOXKIAKOLIEeCs
JIObIKEK TaxuKapaue,
KOTOpas y
4yBCTBUTEIBHBIX
MalKMEHTOB  MOJXKET
BbI3bIBATh
obocTpeHue
TeueHue
CTEHOKapIHH
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Hapymenuns  co TOLIHOTA, pBOTa COrl &ga%onﬁasm CIM3UCTQ
CTOPOHBI abioMuHaIbHAsA —— P 10y ueceﬁ.
AKeJTYy109HO- 6oab TMHTHBUT

KHIIEYHOIr o

TpakTa

Hapymenus  co MOBbILIEHHE

CTOPOHBI  NEYEHH AKTUBHOCTH

" «TEYEHOYHBIX»
KeJIYeBbIBOASIHX bepmenTOB B
nyTei ChIBOPOTKE KPOBH
Hapymenuss  co 9K3aHTEMa, KOJKHbIH | KpanMBHHLA (hOTOUYBCTBUTEILHOCTB,
CTOPOHBI KOKH H 3y1 AHTHOHEBPOTHYECKHH

NOAKOAKHBIX OTeK B BHJE OTEKa ryd
TKaHeH WJIH SI3bIKA
Hapymenus co apTparus, MUaIrUs
CTOPOHBI
CKeJIETHO-
MBbIIIEYHOH ]
EIHHHTEILHOH
TKAaHH
Hapymenus co Y4YalleHHOe
CTOPOHBI NMOYeK H MOYEHCITyCKaHHe
MOYEeBbIBOASI ITHX
nyTei
Hapymenus co UMIOTEeHLIMUs/CeKCyallbHas
CTOPOHBI NMOJIOBBIX JUCHYHKLMS
OpraHoB "
MOJIOYHOMH JKeJ1e3bl
Obmue MOBbIIIEHHAS JIMXopajaka

pacerpoiictBa M
HAPYIIEHHS B
MecTe BBeJIeHHs

YTOMJIAEMOCTD

He ycranoBieHO NpUYMHHO-CIIEICTBEHHOH CBSI3H CIICAYIOUMX MOOOYHBIX 3P(PEKTOB ¢ MPUEMOM
npenapara:

Hapywenus co cmoponvl Kposu u 1umpamudeckoii cucmembl. aHEMUS;

Hapywenus ncuxuku: penpeccusi, OECCOHHHIIA, TPEBOKHBIE PACCTPONCTBA, HEPBO3HOCTD,
COHJIMBOCTb, Pa3pPaKUTEIBHOCTD;

Hapywenus co cmoponvl opeana 3penus: 3puTeIbHBIE paCCTPONUCTBA;

Hapywenus co cmoponwl cepoya: uHHapKT MHOKAp/1a, CTEHOKAPIUS, apUTMHUS;

Hapywenus co cmoponwl cocyooe: apTepuaibHas THIIOTEH3Hs, CHHKOIIE;

Hapywenus co cmoponvt opeanoé ovixanus, epyoHOU Kiemku u cpeoocmenus. (GapuHTUT,
OJIBIIIKA, OPOHXHUT, IPUIII, CHHYCHT, HOCOBOE KPOBOTEUCHHE;

Hapywenus co cmopoubl  dicenyoouno-kuwieyno2o mpakma: JTHapesi, CyXOocTb BO  PTYy,
METEOPH3M;

Hapywenus co cmopouvl  kodcu u NOOKONCHbIX MKAHel: OJPpUTEeMa, KPOBOMOMTEKH,

JIEHKOIMTOKJIACTUYECKHI BACKYJIHUT;

sk
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Hapywenust co cmopomnbl ckeemHo-mMbluleYHou U COeOUHUMEAbHOU nﬂ&znw'()q;gwr%m? B
{

CHHHE, MbIIICYHbIE OOITH, MHANTHA, OOMH B BEDXHHX H HIKHHX KOHCUHOCTINIT J]A C 0B A Ho

Hapywenusi co cmopoHbl nouex u Mo4esbi800Auux nymeil. OITUYPUsl, TH3YPHUSs.

Hapywenusi co cmopoHbl nO1068bIX 0P2AHO8 U MONOYHOU JCele3bl. THHEKOMACTHUS;

Obwue paccmpoucmea u Hapywienus 6 mecme 66edeHus: 00Jb B T'pyad, OTEK JIMILA,

TPUIIIONOA00HBIH CHHIPOM:

Ilepenosuposka

Tokcuurnocmyo

10 mr ¢enoaununa y 2-X neTHero pebeHka BbI3BAIO HE3HAYHUTEIBHYIO HHTOKCHKaIHIO. 150-200
mMr ¢enoaunuHa y 17-TH neTHero mnammeHTa W 250 Mr y B3pOCJIOro MalHeHTa BbI3BAIO
MHTOKCHKAIMIO OT HE3HAYUTE/ILHOM CTENEHH J0 yMEpPEeHHO#. BeposaTHo, ¢enoiMniuH oKa3biBaeT
Oosiee 3HaYMMBIH G eKT Ha nepudepruueckoe KpoBooOpaleHHe, 4eM Ha Cep/Iile M0 CPAaBHEHUIO
C IPyTHMH IpernapaTaMy JaHHON TeparneBTUYECKOM IPYIIIbI.

Cumnmomvi

ITpn nepeno3upoBKe CHMITTOMBI HHTOKCHKAIIMU MPOSIBISAIOTCS Yepe3 12-16 yacoB nociie npuéma
npenapara, TsKEIble CHMITOMBI MOTYT BO3HHMKATh M 4Yepe3 HECKOJIBKO JHEH rmocie npuéma.
MoryT ormeuaTbes Cleayromue CUMITOMBI: OpajuKapaus (HHOTIAa TaXHKap/us), BEIPAKEHHOE
cumkenne AJl, arpuoBenTpukyisipHas (AV) Oonokana I-III crenmenu, xemymoukoBas
OKCTPACHCTOJHS,  NPEACEPAHO-KETY0UKOBas  JIMCCOLMALMS,  ACHCTONIMA,  (UOPUILISLIUS
KeJIyI0YKOB; T0jI0BHAss 00k, rOJOBOKPY/KEHHE, HApYIICHUE CO3HAHHS (HJIH KOMa), CYIOPOTrH;
ObIIIKA, OTEK JETKMX (HE KapJMOTeHHBIH) M AalHOd; y B3POCIBIX BO3MOKHO pPa3BUTHE
peCnMpaTopHOro AHCTPECC-CHHIPOMA; alUa03, THIOKATHEMHS, THIEPIIHKEMHs, BO3MOKHO
THIOKAIBIMEMHUS; TIOKPACHEHHME JIMIA, CONPOBOKIAIOMIEECT “TIPUIMBAMH , THIIOTEPMHS;
TomHoTa M peora. llpm nepeno3upoBke HauOONBIIUN PUCK TPEACTABISIOT CHMIITOMBI CO
CTOPOHBI CEP/IEYHO-COCYAUCTOM CHCTEMBI.

Jleuenue

Ha3znauenne akTMBHPOBAHHOIO yIUIsl, B ClIy4ae HEOOXOJMMOCTH MPOMBIBAHHE XKEIyIKa, B PsJIe
caydae d(dexkTHBHO nake Ha MO3/HEH cTaguu MHTOKCHKarmu. Crenupuueckuii aHTHIOT-

npenaparbl KaJibIus.

Baoicno!
AtponuH (0,25-0,5 Mr B/B s B3pocibixX, 10-20 MKI/Kr uis aeTeif) 10/okeH ObITh HasHAYEH /10
NPOMbIBAHMS JKETyJKa (M3-3a PUCKA CTUMYIMpOBaHUA Onykaaromero Hepsa). Kontpoas DKT'.

HpI/I HEOOXOIMMOCTH  00eCIeYnTh IMPOXOJAUMOCTE  JIbIXaTCJIbHBIX nyTeﬁ U aICKBATHYIO

‘b 107672 ©
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BEHTHIIANMIO TErKkuX. [TokazaHna KOPpeKIHUs KHCIOTHO-OCHOBHOIO Jc]:gmggdﬁi}gn'ﬁ&%b&m%

CBIBOPOTKHM KpoBH. B ciyuae Opaauxapauu u AV 6HOK&HI;LH§3.§_3,{{310§03[[%FIQ§A@,Q-I MI B/B

—y

B3pocabiM  (20-50 MKr/Kr geTsiM), npH  HeOOXOJAMMOCTH MOBTOPSIOT BBEJCHHE, HWJIH
nepoHayaabHO BBOAAT H3onpeHanuH 0,05-0,1 mxr/xr/mun. Ilpuw ocTpoil MHTOKCHKALMH Ha
paHHEH CTaauu MOXKET MOHAJO0OMTHCS TOCTAHOBKA HCKYCCTBEHHOIO BOJIMTENS pPHTMA.
Beipakennoe cHukeHnue AJ] KOppeKTHPYIOT B/B BBEICHHUEM JKHIKOCTH, B3POCIIBIM B/B BBOJISAT
pactBOp Kayblus rmokonara (9 mr Ca/mi) 20-30 M B TeuyeHHe 5 MHHYT HJIH B BUje HHDY3uH
(3-5 mr Ca/kr petsiM), mpH HEOOXOJWMOCTH MOBTOPSIIOT BBeJeHHE B TOM ke mo3e. [lpu
HEOOX0MMOCTH HH(Y3HOHHO BBOIAT SMHHEPHH (aapeHaTHH) HIu JonamuH. [Ipu ocraHOBKe
Cep/lla BCIEACTBHE TEPEI03UPOBKH MOTYT MOHAAOOMTHCS pEaHMMALMOHHBIC MEPOTIPHUATHS B
TEUEHHE HECKOJbKHX wacoB. [Ipm cymoporax HasznauvaroT amaszenam. [IpoBoautcs apyroe

CUMIITOMAaTHYCCKOEC JICHCHHEC.

B3aumojeiicTBHe ¢ APYrUMH JIEKAPCTBEHHBIMH CPe/ICTBAMH

@enoaunun sisercs cyocrpatom s uzodepmerta CYP3A4. [Ipenaparsl, WHAYHIUPYIOIINE
win  uHrubupyomue uszodpepment CYP3A4, oka3pBalOT 3HAYMTEILHOE BJIHMSIHHE Ha
KOHLIEHTPaIHUIO (heJIOUITHHA B IJTa3Me KPOBH.

IIpenapamui,  unoyyupyrowue cucmemy u30hepMeHTOB yumoxpoma P450: deHuTouH,
kapOamasenuH, ¢enobapoutan ¥ pudammuuMH, a TaKKe rpenaparsl  3Bepobos
IPOJLIPSABICHHOIO  YCHJIMBAIOT MeTabonu3m  (Qenojunuua 3a CyYéT WHAYKIHH CHCTEMBI
u3odepmentoB muroxpoma P450. CoBmecTHOe NpHMeHeHHe (GEHHTOMHA, KapOamaseluHa,
¢denobapbutana u pudamMnuiMHA TPHBOIUT K CHHKECHHIO 3HAYEHHWH IUIOMIAJH MMOJ KPHBOI
«koHueHTpanusa-spems» (AUC) na 93% u makcumanbHoit KoHIeHTpauu (Cmax) Geroaununa Ha
82%. Cnenyer n3berarb COBMECTHOTO Ha3Ha4YeHHs ¢ HHAYKTOpamMu u3opepmenta CYP3A4.
IIpenapamul, uneubupyrowue cucmemy u30hpepMeHToOB yumoxpoma P450: npoTHBOrpHOKOBBIE
npenaparbl - a30J0BOr0  psjla (MTPaKOHA30/1, KETOKOHA30J), MaKpOJIM/IHbIE aHTHOMOTHKH
(HarmpuMep, SpUTPOMHMIMH) M MHrHOWTOpel BUY-nporeas sBisiiorcs MHrHOMTOpaMH
nzodpepmenta CYP3A4. Ilpu coBmecTHOM HazHadeHHH HTpakoHasosna Cmax (enoaununa
yBenuuuBaercst B 8 pa3, AUC B 6 pa3. Ilpu coBMecTHOM HaszHaueHHH SPUTPOMHUIMHA Cmax H
AUC ¢denoaununa yBennuupaercs npuOam3uTesbo B 2,5 pasza. Cieayer uzberarb COBMECTHOTO
HazHayeHus ¢enomunuHa W uHruOuTOopoB m3opepmenta CYP3A4. Cok rpeiindpyra
unrudupyer usopepment CYP3A4. Tlpumenenue ¢enoaununa ¢ rpeindpyToBEIM COKOM
yBeIuYHBaeT Cmax B AUC ¢enogununa npubnusutenbHo B 2 pasa. Cremyer wusberarhb

OAHOBPEMEHHOT'O TPUMEHECHHS.
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Taxponumyc: BesoIHE MOKET BHI3BIBATH YBETHUYCHHE KOHIICHTpail TAKPOIIIMYCA (B §ja3me

kpoBH. [Ipi OIHOBpEMEHHOM NPHMEHEHHH DEKOMEHIyeTCs' KOHTPOIHPORITH, (NOBAGHTPALIMIO

TaKpOJMMYyca B CBIBOPOTKE KPOBH, MOKET MOTpeOOBaThCS KOPPEKIHs J/03bl TAKPOJIAMYCA.
[uxnrocnopun: Tpu COBMECTHOM HazHaueHWHM LHKIocnopuHa u denoaunuia Cmax Genoaununa
yBennuuaetcst Ha 150%, AUC yBenuuuaetrcs Ha 60%. Oxnako, Bo3jeiictBue denoaununa Ha
(bapMaKOKHHETHYECKHE NTOKA3ATEH IIUKIOCTIOPHHA MHHHMAIIBHO.

[umemuoun: cOBMECTHOE NMPUMEHEHHE MUMETHIMHA U (peoMNHHA NPUBOJMUT K YBEITHYCHHIO

Cmax 1 AUC denoaununa Ha 55%.

Ocobble ykazanusi

Tpebyercss cobmonate 0coOyi0 OCTOPOKHOCTH IpPU CIEAYIOUIMX COCTOSHHSX: AOPTATbHBIH
CTE€HO3, HapyuieHue GQYHKIWH II€YeHH, TsDKenas IO0YeYyHas HeJ0CTaTOYHOCTh (KIMPEHC
KpeaTHHUHAa MeHee 30 MII/MHUH), cepiedHas HEJIO0CTaTOYHOCTH IOCje OCTporo HHpapkra
MHOKap/ia, apTepHajbHas THIIOTEH3Hs, KOTOpas Yy MpeapacroOkKEeHHBIX MAlHEHTOB MOJKET
BBI3bIBATH MIIEMUIO MHOKap/IA.

OddexTuBHOCTL M 0€30MaCHOCTH TpUMEHEHHs (EIOAUIHHA B JIEYCHHH THIEPTOHHYECKHUX
KPH30B H3y4€HbI HEJIOCTATOYHO.

@eloIMNMUH  MOXKET  BbI3BAaTh 3HAYHUTEIBHOE CHHJKEHHE apTEpHabHOTO JaBJIEHHS C
HOCJIEAYIONHMM Pa3BHTHEM TaxXMKapAUH. DTO MOJKET IPHUBECTH K HINEMHH MHOKapaa y
IPEAPACIIONOKEHHBIX MAllUEHTOB.

CoBmecTHOE IpUMEHEHHE mpenaparoB, HHAyHpyroumx u3odpepment CYP3A4, npuBomur K
3HAYMTEIbHOMY YMEHBIIEHHIO KOHIIEHTPAIMU (esl0IMIHHa B T1a3Me KPOBH H HEJIOCTATOYHOMY
TepaneBTHueckoMy 3¢ deKTy oT npuéma mpenapata (cM. pasaen «B3auMoJelHCTBHE ¢ APYrHMH
JIEKapCTBEHHBIMHM ~ cpefcTBaMuy). Crieayer wu30erarb COBMECTHOIO HAa3HAYCHHS TaKHX
npenaparoB. OIHOBPEMEHHOE IPUMEHEHHE IPernapaToB, HHIHOMPYIOMIMX —H30(EepMEHT
CYP3A4, npuBOIUT K 3HAYMTEIBLHOMY YBEIMYEHHIO KOHIEHTpAluH (eI0JUIHHA B ILIa3Me
KPOBH, B CBSI3M C 4eM, cieayeT u30erath Takux komOunammii. Crexyer usberath mnpuéma
npenapara ¢ TrpeHn@pyToBbIM COKOM H3-32 3HAYMTEIBHOTO YBEJIHYEHHsS KOHIIEHTPALMH
dbenomMnuHa B rIa3mMe KpOBH.

QenoaunuH MeTaboIM3UPYETCss B IEYEHH, MOITOMY Yy TAlHEHTOB C HapylIeHHeM (GYHKIMH
IEYEHH MOKET HAOJIIO1aThCs YBEIMUCHHE KOHIIEHTpaIMK (DeJI0MIINHA B IJ1a3Me KpoBH. B cBsi3u
C 5THM Yy MAIHEHTOB C HapyleHHeM (YHKUHMH NeueHH (EeNOTUNUH CIeAyeT NMPHMEHSTh C

OCTOPOJKHOCTBIO.
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Bﬂ“ﬂH“e Ha CﬂOCOﬁHOCTb ynpaBJme TpchnopTHban CKPCIICTB H, X H3MaMH

! sy 2 005 1
[Ipu ynpapjieHWH TPAaHCIOPTHBIMH CPEACTBAMH HWIIH JIPYIHMH MeXaiMaui, TpeOyIOIUMH

. OTJACOBAHO
MOBBIILICHHOI'O BHUMAaHHA, CHe,ﬂyeT quTBIBaTB BO3MOXHOCTH
Cﬂa60CTH Ha (bOHe HpHeMa npeﬂapaTa. B HayalJi¢ Tepanl/ll/l HUJIKX B HepHOlI yBeHI/IquHﬂ J103b1
IMalrucHTaM C.HeﬂyeT BO3Ilep)KHBaTbC5I oT 3aHﬂTI/Iﬁ IMNOTCHIIHAJIBHO OITACHBIMH BUJIaAMH

JACATCIIBHOCTH, TpC6YIOHIHMI/I KOHLCHTpAallHhl BHUMAHUA H GBICTpOTbI IICUXOMOTOPHBIX peaxunﬁ.

®opma BbINyCKa
TabneTku ¢ NpOJOHTHPOBAHHBIM BBICBOOOKIEHUEM, ITOKPHITHIE IJICHOYHOH 0007104K0# 2,5 M,
Swmru 10 mr.
ITo 10, 30 TabneTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IUICHKH MOJMBHHHIXJIOPHIHON M
Gboabru ATIOMUHUEBON MEYATHOM JIAKHPOBAHHOM.
ITo 10, 20, 30, 40, 50, 60 wm 100 Tabnerok B OaHKHM M3 HOJMITWIECHTepedTaTaTa UIs
JIEKapCTBEHHBIX CPEJACTB HJIM TOJIHMIIPONUICHOBBIE /IS JIEKAPDCTBEHHBIX CPEJICTB, YKYIIOPEHHBIE
KPBIIIKAMH M3 TIOJMATHJIEHA BBICOKOTO JIABJICHHUS € KOHTPOJEM HEPBOTO BCKPBITHSA HJIH
KPBIIIKAMHU  [TOJIMIIPONHIICEHOBBIMH € CHCTEMOH «HaXXaTb-TIOBEPHYTH» MJIM KPBIIIKAMH M3
MOJTMATHIIEHA HU3KOTO JaBJICHUS C KOHTPOJIEM NMEPBOr0 BCKPBITHS.

A

Opmny Oanky wmm 1, 2, 3, 4, 5, 6 win 10 KOHTYPHBIX SYEHKOBBIX YNAaKOBOK BMECTE C

MHCTPYKIMEH 110 MPUMEHEHHUIO TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (ITAuKYy).

Yeaosusi xpaneHnust
B 3aumieHHoM 0T cBeTa MecTe npH Temneparype He Bbiie 25 °C.

XPpaHHUTh B HEJIOCTYIIHOM IS JIETEel MeCTe.

Cpok roanocTu
3 roxa.

He IPHUMCHATD ITOCJIE HCTCYCHHA CpOKa rOIHOCTH.

YeaoBus ormycka

OTmyckaroT 1o peuenTy.
IIponsBoauTenan

000 «O30H»

FOpuanueckuii agpec: 445351, Poccusi, Camapcekas 00:1., 1. XKurynesck, yi. [lecounas, . 11.

- 1076772 “




| e U

f MHH3IPAB poccpy
Azlpec pOM3BOJICTBA, B TOM YMCJIE Ul MEPENUCKH U HpP'l’éMa anenQﬁﬁB Mﬁﬁﬁbogggcm{,
Camapckas 0011, 1. JKurynesck, yi. I'mapocrpouteneit, 1. 6.
Ten./daxc: 8(84862) 29003. Ten. cot.: +79874599991, +79874599992.

E-mail: ozon@ozon-pharm.ru

COraACoBAR

www.ozonpharm.ru

Jupexrop OO0 «ATom
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