MUHHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUICKOMN ®EIEPAILIUN

NHCTPYKILWA
110 MEJMIIMHCKOMY TIPUMEHEHHIO JIEKapPCTBEHHOTO MpernapaTa l
OMHMUK OKAC MHH3 P AB POCCHH ‘
Perucrpaunonnsriii Homep: JIC-000849 | 200711 ll
Toprosoe nanmmenoBanne: OMuuk Okac 1L COTNACOBAHO - m\

MexayHapoaHoe HenmaTeHTOBaAaHHOe HanMeHoBaHue: Tamcyno3uH (Tamsulosin)
JlekapcrBennast ¢opma: TaONeTKH ¢ KOHTPOJHPYEMBIM BBICBOOOJKIEHHEM, MOKPBITHIE

000JI0YKO1A.

Cocras

Opna TabeTka COIepIKUT:

oelicmeyloujee éeujecmeo. TaMcyJio3uHa rupoxsopun - 0,4 mr;

6cnomozameibHbie 6eujecmea.

makporoia 8000 - 40,0 mr, makporos 7000000 - 200,0 mr, maruus creapar - 1,2 mr; obosouka
tabnerku — Onanpait sxenteiit 03F22733 (runpomerniosa 6 mlla - 69,536 %, makporon 8000 -
13,024 %, xene3a oxcun xentoiit - 17,440 %) - 7,25 mr.

Tamcynosuna ruapoxnopun, makporoia 8000, makporosn 7000000 B 3asBICHHOM KOJHWYECTBE
BXOJT B cocTaB cyOcranuuu-rpanyi Tamcynosun OKAC mpousBojactBa «Acteiutac ®@apma
[Opon b.B.», Hunepnaunael. KomuuecrBo Tamcynozun OKAC cyOcranmu-rpanyn B 1 Tabnerke

—240,4 mr.

Onucauue
Kpyribie, 1BOSIKOBBIMYKIIbIE TaOJIETKH, MOKPHITHIE O00OJOYKOM, OT JKEJITOTO 10 KOPHYHEBATO-

JKEJITOrO 11BE€Ta, Ha OJIHOM CTOPOHE BBIAABJICHO «04».

(I)apMaKOTepaneBanecKaﬂ rpymma: o -aIlpCHO6HOKaT0p

Kon ATX: G04CA02

PapmMako/J10ru4ecKne cBOHCTBA

dapmakoauHaMHKa. TaMCyslno3uH sBiIseTCS CHeNM(UUYECKUM KOHKYPEHTHBIM OJ0KaTopom
[IOCTCUHANTUYECKHUX 01-aJ]PEHOPELENITOPOB, OCOOEHHO (ljA M (|p TOJTHUIIOB, OTBEYAIOLIUX 3a
paccialjieHue TIagKoi MYCKYJATyphbl MPEJCTATeIbHON JKeJe3bl, MEeHKH MOYEBOTrO ITy3bIps H
IPOCTaTU4ecKoi yacTu ypeTpel. OMHUK Okac B 103upoBKe 0,4 MI' yBeTMUUBAET MAKCUMAJIbHYIO
CKOPOCTH MOYEHCITYCKAHHUs, a TaKXKe CHHMXKAeT TOHYC IJIQJKOW MYCKYJATypbl Ipe/cTaTeaIbHON
JKENIe3bl M ypeTpbl, yiydillas OTTOK MOYHM M TakMM OOpa30oM YMEHbIIas BbIPA)KEHHOCTh

CUMIITOMOB OITIOPOYKHCHHS. Omuux Oxac TaKke YMEHbIIACT BBIPAKCHHOCTL CHMIITOMOB



HAlOJHEHHs], B PA3BUTHH KOTOPBIX BaXKHYIO POJIb UIPAET IMIIEPAKTUBHOCTD IETPY30pa.

Ilpy nuTenbHOM TepanmMu  COXpaHSIETCS BO3JEHCTBHE HAa BBIPAKEHHOCTH CHMIITOMOB
HallOJIHEHUS. M ONOPOXKHEHHsI, YMEHbIIas PHCK pPa3BUTUS OCTPOM 3aJ€pPKKH MOYH M
HEO0OXO0MMOCTh OTIEPAaTHBHOIO BMEIIATEILCTBA.

biiokaTopbl  0.1a-a/[peHOPEIENTOPOB  MOTYT CHHXKATh apTepUalbHOE JABICHHE 3a CUeT
YMEHBIICHUS. ~ NEPU(EPUUECKOTO  CONPOTHBICHHs.  [lpu  mpuUMeHeHMM  IperapaTa
Omuuk Okac B cyrounoit no3e 0,4 Mr cilyyaeB KIMHHYECKH 3HAYHMOTO CHUKEHHS
apTepHalibHOTO JABJICHUS HE OTMEYaJIOCh.

PapMaKkoKHHETHKA

Bcaceisanue:  Omuuk  Oxac  mpencraBiasier  coGoil  TabneTKky ¢ KOHTPOJHPYEMbIM
BBICBOOOJK/ICHMEM HAa OCHOBE MAaTPUKCA C HCIOJIb30BAHMEM Tejisi HEHOHHOTO THNA. J[aHHas
nekapeTBeHHas Gpopma obecrneunBaeT ITHTEIBHOE M MEIEHHOE BHICBOOOKICHHE TAMCYIO3HHA,
U JIOCTATOUHYIO SKCIIO3UIHIO CO CIIA0BbIMU KOJIeOaHUSAMH KOHIIEHTPAI[MU TaMCYJI03HHA B II1a3Me
KPOBH B TeueHHUE 24 4acoB.

Tamcynosun B Buge tabmerok Owmuuk Okac BcachlBaeTCS B KHIICYHHKE. Abcopbuus
oueHuBaercsi B 57 % OT BBeNeHHOH 103bl. IlpeM nMIIM He OKa3blBaeT BIUSHUS HA
BCaChIBAEMOCTh TIpernapara. TamMcya0o3uH XapaKTepu3yeTcsl JMHEHHOW (hapMaKOKMHETUKOI.
[Tocne opnokpaTHOro mnpueMa BHYTPh HaTomak TabneTkn OMuHK Okac MakCHMalbHAas
KOHIIEHTPAIlMs TAMCYJIO3WHA B TIJIa3Me JIOCTHIAeTCsl B CpeiHeM 4epe3 6 4acoB. B paBHOBecHOM
COCTOSIHMH, KOTOPOE€ JIOCTHUTaeTcs K 4-My JHIO TpHeMa, KOHICHTpAIMsl TaMCYyJI03HHa B IIa3Me
J0CTHraeT HauOOJIBIIETO 3HAYEHUS Yepe3 4-6 4acoB Kak HATOWIAK, TaK U I0cjIe TPHEeMa ITHIIH.
MakcumalibHas KOHUEHTpALMS B IJIa3Me YBEIMYMBACTCS PUMEPHO OT 6 HI/MJI IOCHe IepBOM
7036l 710 11 HI/MII B PaBHOBECHOM COCTOSIHHH. HaWMeHbInas KOHIEHTpalHs TaMCyJI03HHA B
nasme cocraBisieT 40 % OT MaKCHMMaIbHON KOHIEHTpAI[MH B IUIa3Me HATOMIAK U HOCIe IpHeMa
numy.  CylmiecTBYIOT 3HAauMTeNbHbIe HHIMBHAYAJIbHbIE pa3Huds CpPeJH TAlHEHTOB B
OTHOLIEHMH KOHIEHTPAIMHU TIperapara B Ijla3Me 0C/e OJAHOKPATHOU J03bI © MHOTOKPATHOTO
npuema.

Pacnpeoenenue: Cpa3p ¢ Genkamu I1asmel - 0koJ1o 99 %, o6beM pacrpe/ieeHus HeGOMbIION
(okomo 0,2 n/kr).

Memabonusm: Tamcynosun MeIeHHO MeTaboJIM3UPYETCs B INEYeHH ¢ 0Opa3sOBaHHEM MEHee
aKTHBHBIX MeTaboNMTOB. Bonblnas 9acTh TaMCylO3WHA NpEACTAaBI€Ha B IJa3Me KPOBH B
HEU3MCHCHHOH  Qopme.  CHOCOOHOCTH  TAaMCyJO3MHAa  MHAYLHPOBATh  AKTHBHOCTH
MHKPOCOMAJIBHBIX ~ (DEPMEHTOB IEYEHH IPAKTHYECKH OTCYTCTBYET —(SKCHEPUMEHTAIBHbIC
JIAHHBIE).

IIpu nerkoit U ymMepeHHOH MeYEeHOUYHOH HEAOCTATOUHOCTH He TpeOyeTCsl KOPPEKIUU pexuMa
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JI03UPOBAHUSI.

Buigeoenue: Tamcyno3us u ero MeTabOJUThI, TJIaBHBIM 00pa30M BBIBOASTCS C MOYOM MPH 3TOM
NpUOIM3UTENBHO 4-6 % npenapara BIACISIETCS B HEH3MEHEHHOM BHJIE.

ITepron mosyBeIBEIeHHS TaMCyJIO3UHA MIPH OJJHOKpAaTHOM Tnpueme npenapata OmMauk Okac u B

PaBHOBECHOM COCTOSSHHH COCTABJISICT 19u 15 qacoB, COOTBECTCTBCHHO.

IMoka3zanus 11 NpUMeHeHust
JloOpokauecTBEHHasi ~ TMIIEPIUIA3Wsl  MPEACTATeNbHOM  Kejie3bl  (JIeueHHe  HapyIIeHMH

MOYEHUCITYCKaHHS).

IIporuBonoka3zanus

* ['Mnep4yBCTBUTENBHOCTD K TAMCYJIO3UHY HITH JTIOOOMY JPYroMy KOMIIOHEHTY Ipenapara.

* OprocraTHyecKasi FTHIIOTEH3HSI.

* BelpaskeHHast IeY€HOYHAsT HEIOCTATOYHOCTb.

* Bospact n0 18 ner.

C 0cTOpPOKHOCTBIO - XPOHHYECKAsl TMOYEYHAs! HEJOCTATOYHOCTH (KJIIMPEHC KpEeaTHHHHA HHXKE
10 mn/muH), aprepuanbHas THIOTEH3HUs, NPUH OJHOBPEMEHHOM IPHUMEHEHHH C CHIILHBIMH M

yMepeHHbIMU HHTUOUTOpamu u3odepmerta CYP3A4.

Crnoco® npuMeHeHHUs U 1035l

Buyrtps, mo 1 Ttabnerke 1 pa3 B CyTKM HE3aBHCHMO OT IpHeMa MHINH. JIJIMTEILHOCTH
IIPUMEHEHHS HE OrpaHMYeHa, ITpenapaT Ha3HAvaloT B BUJIE HETPEPHIBHOM Teparuu.

Tabnerka nomkna OBITH NPHHATA IETHKOM, €€ HENb3sl pPa3KeBbIBaTh, TaK KakK 5TO MOXKET

[TOBJIUATH HAa KOHTPOJIUPYEMOEC BBICBO60)K,JICHI/IC IleﬁCTBy}OHIGFO BCHICCTBA.

IIpumenenue npu 6epeMeHHOCTH H B MEPHOJ IPYAHOI0 BCKAPMJIMBAHHUS

HpenapaT Owmunk Okac IpeIHa3Ha4Y€H Il MIPUMEHECHUS TOJIBKO Y JIMI MY>KCKOI'O I10J1a.

ITo0ounoe neiicrBue

Yacrora
HEU3BECTHA (He
Yacrole Heuactrie Penkue QOueHb MOJXKET OBbITh
1%, >0,1 %, (>0,01 %, penkue OLIEHEHA Ha
<10 %) <1 %) <0,1 %) (<0,01 %) OCHOBaHUH
JIOCTYIHBIX
JIAHHBIX)*
Hapyiienus
CO CTOPOHbI cepauedbueHue,
ceplIeuHo- opTocTaTuyeckast
COCYAUCTOM TUIIOTEH3Us
CHCTEMBI




Hapyuenus
CO CTOPOHbI
OpraHoB
3peHust

HapyLIeHHe
3peHwus,
HEYETKOCTh
3peHust

Hapywmenus
CO CTOPOHBI

JKeJTy IOYHO-
KHILEYHOTr O

TpakTa

3amnop, auapes,
TOUIHOTA, PBOTA

CYXOCTb BO PTY

Hapymenus
o0wero
COCTOSIHUS

aCTCHHUA

Hapywenus
CO CTOPOHbI
HEPBHOM
CHCTEMBI

rOJIOBOKpY-
JKEeHHUe
(1,3 %)

rojioBHasi 00J1b

00MOpoK

Hapyenus
CO CTOPOHbI
PenpoayKTHB-
HOM CHUCTEMBI

HapylIeHHs
IAKYIISALIHH

Inpuanusm

Hapyuenus
CO CTOPOHbI
OpraHoB
JbIXaHHs,
IpyAHOM
KJIETKH U
CpeloCTeHUs

PUHUT

HOCOBOC
KPOBOTE€UYCHHE

Hapyuienus
CO CTOPOHbI
KOXKH U
MOJAKOXKHOM
KJIeTYaTKH

ChIMb, 3y,
KparnuBHMLIA

AHIMOHEBPO-
TUYECKHUH
OTeK

CHUHJIPOM
CtHBeHca-
JbxoHCcOHa

MyJbTU(HOPMHAS
JpHUTEMa,

9KC(OTHATHBHBIH

JepPMaTHT,
peakuuu
CBETOYYBCTBH-

TCJIbHOCTH

* Cooblenus, noy4eHHbIe B MOCTPErHCTPALIMOHHbIN MepHOJL

Onucanpl OTAENIBHBIE CITyYau HHTPAOIEPAIIMOHHOM HECTAOMIBHOCTH PalyKHOH 000JI0UKH T1a3a
(CHHIPOM Y3KOTO 3pauka), MOBBIMAIONICH PHCK OCIOKHEHHI BO BpeMs M IOCIE ONepanuil mo
IIOBOJTY KaTapakThl U I7IayKOMBbI y MAllUEHTOB, IPHHAMABIIHAX TAMCYJIO3HH.

B nononnenue x mobouneM >¢pdekram, ONMMCaHHBIM BHILIE, PY NPUMEHEHHH TaMCYJIO3MHA
HalOmonanich GUOPHIIIAIMS IPE/ICEPANiA, apUTMHUS, TAXUKAPAMS U OJIBIIIKA. B CBSI3M ¢ TeM, 4TO
JlaHHBIC OBUIM TI0Jy4eHbl METOJOM CIOHTAHHBIX COOOIICHHIT B MEPHOJ MOCIE PErHCTPalHH,
OINpe/IeTIeHHE YacCTOThI .

H HpH‘IHHHO-CHeIICTBCHHOfI CBSI3U OTUX SIBJICHHH C IprueMoOM

TaMCyYJIO3UHA MPEACTABJIACTCS 3aTPyAHUTECIILHBIM.

ITepeno3upoBka

CHMIOTOMBI: CHM)KEHHE apTepHAJbHOTO JIaBICHHS, KOMIIEHCATOpHAs TaXukapaus. JleueHue
CHMIITOMaTH4YeCKoe. ApTepHAbHOE JaBJIE€HHE M YacTOTa CEPJCYHBIX COKPAIUEHHH MOTYT
BOCCTAHOBHUTBLCS TIPH TPHUHATHH OOJBHBIM TOPU3OHTAIBLHOTO TMOJOXKeHHUs. [Ipu oTcyTcTBMM

o exra MOKHO NPUMEHHTH CPEJCTBA, YBEIMUYUBAIOLIME O0BEM HUPKYIUPYIOIIEH KpPOBH H,
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eCIIH HeOOXOMMMO, COCYI0CYKHBAIOIIHE CpeacTBa. Heo6X0MMMO KOHTPOIHPOBaTh (YHKIMIO
nouek. MajioBeposTHo, 4yTo nuanu3 Oyner >(QeKTHBEH, TaK Kak TaMCYJO3HH HHTEHCHBHO
CBA3BLIBAETCS ¢ O€JIKAMH TLIIa3MBbl.

JUis npenoTepamienus JanbHEMINEro BCachlBaHWs Mpenapara 1eleco00pasHo IPOMbBIBAHHE

JKEIIyJiKa, IIpUEM aKTUBUPOBAHHOT'O YIJII U OCMOTHYECKUAX c1aOHMTENbHBIX.

B3aumopneiicTBue ¢ IpyruMH J1eKapCTBEHHBIMH NPENapaTaMH

[Ipy HasHaueHMH TaMCyJIO3MHA BMECTE C ATEHOJIOJIOM, OSHAJANMPHIOM, HHU(EIUTHHOM HIIH
TEOYHIIMHOM B3auMOJIEHCTBHI OOHapyxeHo He Obuto. [IpM 0JHOBPEMEHHOM MPUMEHEHHH C
IMMETHANHOM OTMEYEHO HEKOTOPOE MOBLIIIEHHE KOHIIEHTPAIMH TAMCYJIO3HHA B IUIa3Me KPOBH;
¢ (ypoceMHIOM - CHMKEHHE KOHIEHTpPAI[MH, OJHAKO 3TO He TpeOyeT HM3MEHEHMS 03I
npenapara  OmHuk Okac, II0CKOJIBKY KOHIEHTpAlMs [pernapata OCTaeTcss B Hpejesax
HOPMAJIbHOTrO  JManasoHa. Jluasemam, IIpONpaHONION, TPUXJIOPMETHA3H, XJIOPMAIUHOH,
AMHUTPUIITUINH, [UKIOQEHAK, TITMHOCHKIaMU/, CHMBACTaTHH W BappapuH HE H3MEHSIOT
CBOOO/IHYIO (ppaKIMIO TaMCYJIO3HMHA B IUIa3Me YejiOBeKa in vifro. B cBOIO ouepe/ib, TaMCyJI03HH
TaK)Ke HE H3MEHsSET CBOOOIHBIE (paKIUM JHa3zernama, MpOINpaHojoa, TPUXJIOPMETHA3HAA H
XJIOPMAJIMHOHA.

B uccnenopanusax in vitro He ObUI0 OOHApPYKEHO B3aUMOJIEHCTBHS Ha ypPOBHE IE€YEHOYHOTO
MeTabo/M3Ma ¢ aMMTPHNTHIMHOM, CaIb0yTaMoJIoM, TIMOEHKIAMHIOM M (DHHACTEPHIOM.
Jluknodenak u BapaprH MOTYT YBEIHYUBATH CKOPOCTh BBIBEICHUS TAMCYJI03HHA.
OzHOBpeMeHHOE Ha3HAYEHHE TAMCYJIO3HHA C CHIIbHBIME HHrHOuTOpamMu u3opepmenta CYP3A4
MOXET IPUBECTH K YBEIMYEHUIO KOHIEHTpAlMK Tamcyo3uHa. OJTHOBpEeMEHHOE Ha3HAYEHHE C
KeTOKOHa30/10M (cubHbIi MHrHOHTOp CYP3A4) mpuBommio k yeenumueHuto AUC u Cray
Tamcy30JiMHa B 2,8 1 2,2 pa3a, COOTBETCTBEHHO.

Tamecynosun He cnenyer Ha3HayaTh B KOMOWHAIMH C CHJIbHBIMA WHTHOMUTOPaMH H30(epMEHTa
CYP3A4 y nauuentoB ¢ Hapymenuem metabonusma uzodpepmenta CYP2D6. IIpenapat ciemyer
IPUMEHATL C OCTOPOXKHOCTBIO B KOMOMHAIIMM C CHUJIBHBIMM M YMEPEHHBIMH HWHTHOHTOpAMHU
uzodepmenta CYP3A4.

OnHOBpeMEHHOE — Ha3HAYeHHE TaMCYJIO3MHA M [APOKCETHHA, CHIBHOTO  HHTHOHTOpA
usopepmenta CYP2D6, npuBoauio Kk yBeauueHHIo Cmax 1 AUC Tamcysno3uHa B 1,3 u 1,6 pasa,
COOTBETCTBEHHO, OJTHAKO JIAHHOE YBEIMYEHHE MPU3HAHO KIMHHYECKH HE3HAYUMBIM.
OzHOBpeMeHHOE Ha3HAYEHHE JIPYTHX OJIOKATOPOB 0.1-aJPEHOPENENTOPOB MOKET MPUBECTH K

CHHUIXXCHUIO apTEPHATIBHOTO J1aBJICHUS.

MepbI Ipe10CTOPOKHOCTH IPH IPHMEHEHHH
Kak u 1pu ucnonb3oBaHMM JIPYrUX  01-apeHOOIOKATOPOB, NPH JIEYEHHH IIPErapaToM
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Omunk Okac B OTIEBHBIX CITydYasX MOXET HaOJIOIAThCsS CHUKEHHE apTepHATbHOTO JaBICHHUS,
KOTOpPO€ MHOTZa MOXET MPUBECTH K OOMOPOYHOMY COCTOSIHHIO. [IpH MepBBIX IpH3HAKaX
OPTOCTATHYECKON TMIIOTEH3HH (TOJIOBOKPYKEHHE, CIIab0CTh) MALUEHT JO/DKEH CECTh WIIH JIeUb U
OCTaBaThCsl B 9TOM IMOJIOKEHUH JI0 T€X MOP, OKA MIPU3HAKH HE HCUYE3HYT.

CHHAPOM OTMEHBI: OTCYTCTBYET.

Oco0ble yKka3zaHus

IIpu ornepaTMBHBIX BMEIIATEIbCTBAX MO IIOBOJY KATapaKThl WM IJIayKOMbI Ha (OHe mpHeMa
npenapara BO3MOXKHO Pa3BUTHE CHHIPOMAa HHTPAONEPAMOHHONW HECTAOMIIBHOCTH payKHOM
000n04KK Tr71a3a (CHHAPOM Y3KOrO 3padka), YTO HEOOXOJMMO YUMTBIBATH XHPYPrY JUIs
NPeOTEPAIIHOHHOM TTIOArOTOBKH MAIlMEHTa U IIPU MPOBEICHHHU OTIEPAIIUH.

IIpexne yem HayaTh Tepanuio npernaparom OMHUK OKac, HalMEHT JOJDKEH ObITh 00CIeI0BaH C
TEM, YTOOBI HCKIIIOYHTH HATUYME APYTHX 3a00JieBaHUi, KOTOPBIE MOTYT BBI3HIBATH TaKHeE Ke
CHMIITOMBI, KaK M JI0OpOKauyeCcTBEHHAs IMIepIUIasusl Mpe/cTaTelbHON xene3bl. [lepen Hayamom
JICYCHUSI U PETYJSPHO BO BpeMs TEpANUM JOJKHO BBINOIHATHCS MAIBIIEBOE PEKTATBHOE
obcneioBanye M, eciu Tpedyercs, omnpeesieHre Crenu(puIecKoro mpocTaTHYECKOro aHTHIeHa
(TICA).

Ilpy noueuHol HETOCTATOYHOCTH JIETKOM W CpeIHEH CTeNeHH TSOKECTH, a TakXke IIpH
MEeYEHOYHON HEJOCTATOYHOCTH JIETKOH MM Cpe/THEeH CTENeHH TSHKECTH He TPeOyeTCs KOPPEKIHH
peKuMa JI03UPOBAHUS.

Tamcynosun He cnefyeT Ha3HayaTh B KOMOMHAIMK C CHJILHBIMH MHIHOMTOpaMM M30(epMeHTa
CYP3A4 y naunenTos ¢ HapymeHueM Metabonmsma usopepmenta CYP2D6. Ilpenapar cieayer
IPUMEHSITH C OCTOPOKHOCTBIO B KOMOMHALMM C CHJIBHBIMH U YMEPEHHBIMH HHIHOUTOpAMH
uzopepmenta CYP3A4.

Brustnue na cnocoGHOCTE YIOPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMU U MEXaHU3MAMU

HaHHbIe 00 OTpHULATCIIPHOM BJIMSIHHHU Ha CIIOCOOHOCTH K YOPAaBJICHUIO TPaHCIOPTHBIMU
CPEACTBAMH U 3aHATHIO IIOTCHIMAJIBHO ONIACHBIMU BHUJIAMH IEATEIIBHOCTH OTCYTCTBYIOT. Tem HE
MCHEC, B CBA3HM C BO3MOXHOCTHIO BO3HMKHOBEHHSI TOJIOBOKPYKEHHUS, 10 BBIICHECHUS
HHI[HBI/IHyaHBHOﬁ pCakiuu IManueHTa CICAYET BO3ACpKAThCI OT 33H$ITPII>1, Tpe6y10umx
[MOBBILLIEHHOM KOHIOCHTpAalluu ¢ 6I>ICTpOTbI IICUXOMOTOPHBIX pCaKHHﬁ, B TOM 4YHCIIC OT

BOXICHUSI.

®opma BbiycKa
Tabnetkn ¢ KOHTpONMpYEMBIM  BBICBOOOKIEHHEM, IOKpBITHIE o00omoukod, 0.4 Mr.
[lo 10 rabnerox B Gnucrepe u3 mamuHEpoBaHHOTO (Gonbroit [IBX u amomunueBoil (oibru.

[lo 1 nnwm 3 GnucTepa BMECTe ¢ HHCTPYKIHKEH MO IPUMEHEHHIO B KAPTOHHYIO MAUKYy.



YcioBusi Xxpanenus
XpanuTs 1pu Temmeparype He Boie 25 °C.

XpaHI/ITB B MECTax, HEAOCTYITHBIX JJIs JICTEH.

Cpok roanoctu
3 rona. He npuMeHsTs mocie UcTedeHus: cpoka rogHoctd. CpoK TOAHOCTH PACCUMTHIBAETCS C

natel u3rotosnenus Tamcynosun OKAC, cyGcraHIMu-rpany1.

YcaoBust oTmycka

OtnyckaroT 1o penenry.

BJIaIleJ'lelI PETHCTPAIHOHHOI0 YAOCTOBEPECHH ST

3A0 «3u0O-3n0poBbey, Poccus

IlponsBourenn

3A0 «3u0O-3n0poBrey», Poccus

142103, Poccust, MockoBckast 0011,

r. [Tononsck, yin. XKeneznomopoxxnas, 1. 2

Ten./pakc: +7 (495) 419-20-64

IIperenzun norpeduTeieli NPUHEMAKTCS BJIAJeIbIleM PErHCTPANMOHHOIO YI0CTOBEPEHUSI
o ajpecy:

142103, Poccus, MockoBckas 001,

r. [Toponsck, yu. XKeneznonopoxnas, 1. 2

Ten./pakc: +7 (495)419-20-64

quality(@zio-zdorovie.ru, farmacovigilance@zio-zdorovie.ru

www.zlo-zdorovie.ru

JlMpeKTop 1o Ka4ecTBy

E.H. ITsipkoBa



