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[lepen ucnonb30BaHHEM JIEKAPCTBEHHOTO CpeacTBa BBl JOMKHBI MPOKOHCYJILTHPOBATHCH C
BpauoM.

BHumarenbHO npoumTaiiTe Bech JIHCTOK-BKJIAABIN Tepes TeM, Kak Ha4yaTb [pH-
€M/HCIIOb30BAHHE 3TOTO JIEKAPCTBEHHOTO CPEACTBA, TaK KaK OH COAEPXKHUT BaxkHyHo uls Bac
HMH(OpMaLHIO.

Jlnsg [OCTHXKEHHS ONTHUMAJBHBIX PE3y/IbTaTOB JIEKAPCTBEHHOE CPEICTBO CIIEAYET MCIOB30-
BaTh, CTPOrO BBIMOJIHAS BCE PpEKOMEHMAAIlMH, M3JIOKEHHblE B HHCTPYKLMH (JTHCTKE-
BKJIAJBILIE).

CoxpaHuTe 3TOT IMCTOK-BKIaAbII. Bo3amoxHO, Bam noHago6HuTCs IpOYecTh ero CHOBa.

Ecnu y Bac BO3HHKIIH BOIPOCKL, 0OpaTHTECh K Bpavy.

OGpatuTech k Bpady, eciii Balie cocTosHHe YXYAUIKIOCh UM YIyYlIeHHe He HACTYIHIIO MOciie
NPOBEAEHHOTO JIEYEHHSI.

OTO neKapCTBEHHOE CPEACTBO IPONHCaHO TOJbko Bam. He mnepenasaiite ero apyrum Jiu-
1aM. DTO MOXET HAHECTH UM BpeJl, Jaxe eClii CUMIITOMBI UX 3a00JIEBaHHS COBMNAAAOT ¢ Bamu-
MH.

TOPTOBOE HA3BAHUE
AJIEHUK /ADENIC

MEXZITYHAPOIHOE HEITATEHTOBAHHOE HA3BAHUE
Tamsulosin / Tamcynosun

JIEKAPCTBEHHAS ®OPMA
Kancynsl ¢ MoguduurposanHbM BeICBoG0)AeHHEM 0,4 MT.
Onucanue: TBepAble GECIBETHBIE KEIATHHOBLIE Kancyasl Ne 1,

COCTAB

Onna Kancyna CoAepxHuT:

Axmugnoe eewjecmeo: TaMmcyno3uHa ruapoxyopua 0,4 mr.

Bcenomozamenvnvie sewjecmea: caxapsle wapuky, onaapait 0Y-29020, sTHALEIITIONO3b! BOJ-

Had QUCTIEPCHst 25%, COTIONMMED METAKPHIIOBO#M KHCIIOTHI — STHIAKPHUIIATA, TATbK, TPHITHIILHT-
par.

Cocmase 06onouku Kancyavl: eaaTvH.
(Omanpaii 0Y-29020: runpomeruiosa 2910, maxporon 400.

OTUILENTIONO3B BOAHAasT TUCIICPCHA 25%: STUJILC/UIION03a, AaMMOHHS THAPOKCHA, TPHUTTTHLEPH-
Abl CPCAHENECIIOYECYHBIC, OJIEMHOBAs KUCJIOTa, BOJIa O‘IPII.HCHHaSI).

KO ITPEITAPATA ITO ATX
G04CA02

OAPMAKOTEPAINTEBTUYECKAS I'PYIITIA

Ipenapathb! 1st ieuenns HOGPOKAYECTBEHHOM TUNEPILIA3HH IPEACTATENBHON JKENe3b. Anboa-
aipeHo0I0KATOPEI.

®APMAKOJIOTUYECKUE CBOMCTBA
O®APMAKOIIMHAMUKA
Tamcynosun SBNSETCS CENEKTHBHBIM KOHKYPEHTHBIM WHIHOHTOPOM MOCTCHHANTHUYECKHX a-1-

aApEHOPEUENTOPOB, Npenapar obnaaaeT CpoACTBOM K a-l1A u a-1D momrunam, CBS3bIBaHKeE
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TAMCYJO3HHA C STHMM DeLeNTopaMH pacCiabnseT Mialkue MbILILbIHPSICTATeHbEI KETESH
H MOYEHCITYCKATEBHOTO KaHala.
TaMCyn03MH NOBBILAET MAKCHMaNbHYIO CKOPOCTh MOTOKa MOYM. OcnaGiss BbIPaKEHHOCTH
OOCTPYKUHMM IyTEM CHI)XEHMs TOHyCa IJAJKOM MyCKyIaTypbl NpPeACTATENbHON Kefelnl H
MOYCHCIIYCKATENBHOTO KaHaTa, TAMCYNO3MH yMEHbLIAET «CHMITOMBI OMOPOKHEHUs». Kpome
TOTO, MpEeNapaT YMEHBUIAET BBIPAXEHHOCTh «CHMITOMOB HAIOIHEHHS», B Pa3sBHTHH KOTO-
PBIX BaXHYIO POJIb HIPaET HECTAGHIBHOCTS MOYEBOTO My3bIPA.
[lpu 1I0MrOCPOYHON Tepamiu TAMCYJIO3HHOM NOCTHTAeTCsi CTAGHJIbHOE YMEHbLICHHE BhIpa-
KEHHOCTH CHMNTOMOB HANOJHEHHS H ONOPOXHEHHsS. TakuM oGpasoM, NpH JICYCHHH Mpe-
[apaToM MOXHO OTCPOYHTb HEOOXOAMMOCTb NPOBENEHHS ONEPALMH WIM MPOLELYpHI KaTe-
TEpH3aLUH MOYEBOTO IY3BIPS.
Q-aNpeHOGIIOKATOPEl MOTYT CHH3HTb apTepUalbHOE JABNEHHE, yMEHbIUas Nepupepuueckoe
COCYIHCTOE COMpOTHBIEHHE. Bo BpeMs IpOBeNeHHS KIMHHYECKHX HCCIIEAOBAHHH TaMCylo-

3MHA 3HAYHUMOI'0 CHHXKCHHUS apTepUAILHOrO IaBJICHHUS HE OTMEYAJIOCh.

ITOKA3AHUA K [TIPUMEHEHUIO
JleueHne nu3ypHueckux paccTpoicTB mpw R0OpOKaYECTBEHHO!N THMepIUIa3sku MpeacTaTelb-
Ho xene3sl (JAI'THK).

CIIOCOB ITPUMEHEHUS U 1O3bI

IIpumenenne naHHOro JIEKApCTBEHHOTO CPEACTBA BO3MOXHO TOIBKO MOCIE KOHCYJIbTAUHU C
Bpauom!

Ecnu Bel 3a6bUlM NpHHATE AJCHHK, NpHMHTE Kalncysly KaKk MOMHO CKOpee, MOKa HeE IMpu-
6im3nnoce BpeMs odepeaHoro mpuema. Ecid momomuio BpeMs ISl IIpHEMA CIIEAYIOUIEH 103l
JlekapCTBa, HE MPHHHMAHTC NPONYLIEHHYI0 103y. Henmb3s ynBauBaTh a03MPOBKY Jekap-
CTBCHHOTO CPEACTBa NJIs KOMIICHCALMH MpoITyieHHo#! Jlanee npenapar npuMeHsSeTcs COrNIacHo
PCKOMEHIOBAHHOMY PEXHMY N03HpoBaHus. Eciin y Bac BOSHMKIIM COMHEHMS WM BONPOCHI, 06-
PaTHTECh K CBOEMY JieHalleMy Bpauy.

IIpenapatr nasmawarot mo 0,4 mr (1 kancyna) B cyTkd. Kamcynbl npuHHMAaIOT Nocie nepBoro
TpueMa MULIH, 3aNnBasi JOCTATOYHBIM KOJMYECTBOM BOMbl. Kancyny He pexomenayetcs pasxe-
BBIBATE, TaK KaK 3TO MOXET OKa3aTh BJIUSHUE HA CKOPOCTh BBICBOGOX/IEHHS TAMCYI03HHA.

IIpn noueyHo# HexoCTaTOUHOCTH, A TaKKE NIPH JICTKOW U yMEpEeHHO# NMeYeHOYHOH HE10CTaTou-
HOCTH He TpeOyeTCs KOPPEKIMH PEXUMA JO3UPOBAHHSI.

IIpumenenue y demeii

BesonacnocTs u 3¢ dexTnBHOCTE TaMCyM03MHA y ZeTeit B Bo3pacTe 0 18 jleT He yCTaHOBEHBI.

ITOBOYHOE NEMCTBUE

Ouenka HexenaTebHBIX NOGOYHEBIX peakliii OCHOBAHA HA HUXKECTIEAYIOIMUX JAHHBIX O YacTOTe
BOSHMKHOBEHHs!: OU€Hb JacTo (>1/10), wacto (>1/100 mo <1/10), nesacto (>1/1, 000 go <1/ 100),
peaxo (>1/10, 000 mo < 1/1, 000), ouens peako (<1/10, 000), HeusBecTHO (HE MoOXer
OBITH OLICHEHA HA OCHOBE UMEIOLIUXCS JIaHHBIX ).

49acTo He4yacTo penko OYEHb HEH3BECTHO
peaxo
Hapymenus co cepauebueHwue,
CTOPOHBI OpTOCTaTHYe-
CePACYHO-COCYAUCTOM cKas
CHCTEMBI TUIOTEH3US
Hapymenus co 3anop, Auapes, CYXOCTh BO
CTOPOHBI KEeJTYI0YHO- TOIIHOTA, PBOTA pTy*
KHLIEYHOTrO
TpakKTa
Hapymenus acTEeHHUs
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ob1iero coCTOAHUSA Tipuscaq Misicsapernagaprmom pamcmmms
Hapyenus co rONOBOKPY- | FONOBHas 60k | OGMPPOK | Feenvbri Bgaapyen
CTOPOHBI HEPBHOM JKEHHE
CHCTEMbI (1.3%)

Hapymeﬂng co Hequxgch
CTOPOHBI OPraHoOB 3pe- 3pcHUA",
HUs Hapyul€eHHE
3peHus™

Hapymenus co HapyLIeHHs
CTOPOHBI pENIPOAYK- 3SKYJISLINH, B
THUBHOM CHCTEMBI T.4.

peTporpan-

Has

IAKYJISALIHS H

AHISKYJISILUS
Hapyienus co PHHHT HOCOBOE
CTOPOHBI OPraHOB KpoBOTe4YeHHE™®
JbIXaHHUS,
IPYAHOH KJIETKH H
CpPENOCTECHHUS
Hapymenus co CBIMb, 3y, aHTHO- CHHAPOM | MYJIbTHODPM-
CTOPOHBI KOXH KpanuBHHULA HeBpoTH- | CTHBEHCa- | Hast apuTeMa™,
¥ TIOJIKOXKHOH YECKHUH JxoHCcoHa | 3kchONUaTHB-
KJIETYaTKH OTEK HBIH

nepMaTuT*

*OTMe4eHB! B IIOCTPErHCTPAIIMOHHOM NIEPHOJIE.

OnwucaHsl CJly4yad HHTPAOIEPALMOHHON HECTaOUNBHOCTH panyXHOH 000j04KH ry1asza (CHH-
JpOM Y3KOro 3payka) NpH ONEpalHH 10 TNOBOJAY KaTapakThl Yy TMAIMEHTOB, JUIHTEIbHOE
BpeMsl IPUHUMABILINX TaMCYJI03MH. YacToTa HE yCTaHOBJIEHA.

[TocTMapKETHHIOBOE WCNIONB30BAHUE Mpenapara:; B [JONONHEHHE K M0604YHBIM 3(dekTam,
ONMCAHHBIM BBIIIE, MPH HCIOAB30BAHHHM TaMCyJo3MHa Habmonanuck QuOpWUIALKMA npen-
cepaui, apHUTMHs, TaxUKapaus H OAbIIKa. B CBA3M ¢ TEM, YTO JaHHBIEC ObUIH TOJIy4YEHbBI ME-
TOJZIOM CIIOHTaHHBIX COOOUIEHU# B IEPHOJ HOCIIE PETHCTPAIlH, ONpPEACIEHHE YaCTOThl W MpH-
YHHHO-CJIE/ICTBEHHOM CBSA3M 3THX SBJICHHH C IIPUEMOM TaMCYJIO3MHA MPEACTaBIIAETCS 3aTPY -
HHUTEJIbHBIM.

Ilpy nmosiBneHnH nobouHBIX 3Gh¢eKToB coobumre 06 3TOM JievalleMy Bpady. JTO KacaeTcs

BCEX BO3MOXHBIX MOOOYHEIX 3(1)(1)CKTOB, B TOM 4YHCJIC HE OINHCAHHBIX B JaHHOM JIHCTKC-
BKJIQABIIIC.

I[TPOTUBOIIOKA3AHUA

[ToBbIlIEHHAs YyBCTBUTENBHOCTD K Mpenapaty. C OCTOPOKHOCTBIO ClieAyeT MPUMEHATh Mperna-
PaT IpU XpPOHHYECKOH MOYEHHOH HEAOCTATOYHOCTH (CHHIXKEHHE KJIMpEHCa KpeaTMHHHA Huxke 10

MJI/MHH), apTepUaIbHON M'MIIOTEH3UH (B T.4. OPTOCTATHYECKOM ), TAKEIION NEUCHOYHON HENA0CTa-
TOYHOCTH.

INEPEJO3VPOBKA

CnydaeB ocTpo# nepeRo3upoOBKY Ipenapara 0TMEYEHO He ObUIO.

Cumnmombl: TEOPETHUECKH BO3ZMOXHO BOSHUKHOBEHHE OCTPOH TMIIOTEH3HH.

Jleuenue: MPOBOAAT KapAMOTPOINHYIO Tepanuio. ECIH CHMITOMBI OCTAIOTCS, CEAyeT BBECTH
oOBpeMo3aMelaloIie PacTBOPBl WIIM COCYIOCYXUBAIOIIME Npenapathl. [ MpefoTBpailieHuUs
nanpHereii abcopbuuK TaMCyI03MHA BO3MOXKHO MTPOMBIBAHHE XKENyKa, IPUEM aKTHBHPOBaH-
HOTO YTJIsl HJIH OCMOTHYECKOro CJIaGUTENBHOTO.
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ApTepHapHOE JaBJICHHE W YacTOTa CEPACYHBIX COKPALUCHHIH Mﬁ?’*"mwm OBIPEECH TP FHpF f
HSTHH Y€JIOBEKOM FOPU3OHTAIBHOIO MON0KEHHS.

Heo6x0mMMo0 KOHTPOIMPOBATE (BDYHKIHMIO HOYeK. MaoBeposTHO, 4To Auanus Oyner sboexrn-
BEH, TaK KaK TaMCYJIO3HH CHJIBHO CBs3aH ¢ O€/IKaMu IJ1a3MBlL.

MEPELI [TPEAJOCTOPOXHOCTHU

[Mpenapar ciieyeT NPUMEHATh C OCTOPOXKHOCTBIO Y OONBHBIX € MPEAPACIIONOKEHHOCTBIO K Op-
TOCTATHYECKOH TMMNOTEH3HH. IIpH MepBBIX MPH3HAKAX OPTOCTATHYECKOH TMIOTEH3UH (rOJOBO-
KpY>XeHHe, ¢1abocTh) 6ONBHOTO ClIEAYET YCAAUTh HIIH YIIOXKHTh.

VY 60oNbHBIX ¢ HapylIeHHeM (QYHKIMH T0Yek He TpeOYyeTCs CHHUXKEHHUS JO03bI Npenapara.

[Tepen HayaoM IpHUMEHEHHS Tpenapara HeoOX0AUMO BEpUGHUIIMPOBATh AHArHO3.

B nepuon nevyeHus HEOOXOAUMO COOJIIOAATE OCTOPOXKHOCTD IPH BOXACHWH aBTOTPAHCIIOPTa H
3aHATHH OPYTMMH IOTEHLHAIBHO OMACHBIMH BHAAMH AEATENbHOCTH, TPEOYIOIUMMH MOBBILICH-
HOM KOHLIEHTpallMi BHUMaHHUS ¥ OBICTPOTBI ICHXOMOTOPHBIX PEaKLHi.

Ilepen HayaOM NMPHMEHEHHUS JIEKAPCTBEHHOTO CPEICTBA MALMEHT AODKEH OBITH 00C/€10BaH ¢
LEBIO HCKIIOYEHHUS ApYyrux 3abosieBaHui, KOTOpbIE MOTYT BBI3BIBATh TAKHUE K€ CHMITTOMBI, KaK
1 10OpoKayecTBeHHas TUIepIuIasus npoctatkl. [lepen HauanoM JIe4eHUs U PETYIISIPHO BO BPEMs
Tepanuyu JOJIKHO BEINIOJIHATHCS NMATbLEBOE PEKTAILHOE MCCIEIOBAHHE M, MPH HEOOXOAHMMOCTH,
oTipeJeNieHHe YpoBHS mpocTarnueckoro creuuduueckoro anturexa (IICA).

Y HEKOTOpBIX MAllMEHTOB, MPHHUMAIOIIMX WM paHee MPUHUMABIIMX TaMCYJIO3HHA FHAPOXJIO-
pUZ, BO BpeMs ONEPATHBHOIO BMEINATEILCTBA [0 MOBOAY KaTapakThl OTMEYAlOCh Da3BUTHE
CHHAPOMa MHTPAONEPalMOHHON HeCTaOUIBHOCTH paxyHOM 000JI0UKH Ii1a3a (CHHAPOM Y3KOro
3payka), KOTOPBIH MOXXET MPUBECTH K OCJIOXKHEHHAM BO BpeMs ONlepalliH WK B NOCieonepanu-
OHHOM nepuoze. Llenecoobpa3HOCTh OTMEHBI TEpPAHH TaMCYJIO3WHA FHAPOXJIOPUAOM 3a 1-2 He-
NEIH A0 ONepalyy Mo yAAJIEHUIO KaTapakThl 10 CHX MOp He AokasaHa. Ciydau WHTpaonepauu-
OHHOH HecTaOUIBHOCTH paxy’XHOH 0GOJOYKH Ijia3a HMETH MECTO Y MAlMEeHTOB, MPEKPATHBLIHMX
npHeM npenapara 1 B 60j1ee paHHHE CPOKH Iepe/l Onepariiei.

He pexoMeHayeTcs HauMHATH TEPANMIO TaMCYJO3WHA HAPOXJIOPHIOM Y MALMEHTOB, KOTOPbIM
3aIJIaHMpOBaHa onepanus o NOBoAYy KarapakThl. Bo BpeMs nmpenonepaioHHoro obcieaoBaHus
NalKEeHTOB XUPYPr M Bpa4y-oQTaIbMOJIOT JOJKHBI YUUTHIBATh, NPUHUMAET WM NPHHUMAJ JIU
JaHHBIA MALMEHT TaMCYJO3HH. DTO HEOOXOAMMO ISl OATOTOBKH K BO3MOXHOCTH Pa3BUTHS BO
BpeMsl ONEpalii CHHAPOMA HHTPaoNepaluOHHON HECTaOHIIBHOCTH pally)KHOH 000JIOYKH IJiasa.
Tamcynosuna ruapoxiopuz He clieayeT Ha3HayaTh OAHOBPEMEHHO C CHIIbHBIMH HHTHMOHTOpaMH
CYP3A4 y nauuentoB ¢ HapymendeM MetaGonusma uzodepmenta CYP2D6. JlekapcTeHHOE

CPEACTBO CJICAYET HCIONB30BATh C OCTOPOIKHOCTHIO B KOMOWHALUHU C CUJIBHBIMU U YMEPEHHBIMH
uaruburopamu CYP3A4.

BEPEMEHHOCTbD U JIAKTALIA
IIpenapar npeaHa3Ha4YeH AT IPUMEHEHHS TOJBKO Y JIMI MY>CKOTO 10J1a.

BJIMSIHUE HA CIIOCOBHOCTb BOXIEHWSI ABTOTPAHCIIOPTA U PABOTHI CO
CITIEHUAJIbHBIM OBOPYJOBAHUEM

Hccnenosanuit Ha BIMSHHE TAMCYNO3WHA Ha CHOCOGHOCTH YNPAaBNSTH aBTOMOOHIEM H MeXa-
HU3MaMHu HE NPOBOAWIIOCK., [TauuenTamM HEOOXOAMMO 3HATH, YTO MPH NPHEME TAMCYJIO3KMHA BO3-
MOXHO MMOSIBJICHHE IOJIOBOKPYKCHHS.

JIEKAPCTBEHHOE B3AMMOJIEMICTBUE

Ecin B HacTosliee Bpems MM B HElaBHEM NPOLLIOM BBl NpuHUMany Apyrue NeKapcTBEHHbIE
CpeacTsa, coobiuTe 06 3TOM Bpauy.

Ilpy HasHaueHUM npenaparta BMECTE C ATEHOJIOJIOM, JHANANPHIIOM MM TeODUIUTHHOM B3aHMO-
nercTBuii He 0OHapyxeHo. IIpy OMHOBpPEMEHHOM IPUMEHEHHHU NpenapaTa ¢ HMMETHANHOM OT-
MEUEHO HEKOTOPOE MOBBILICHHE B IJIa3ME YPOBHS TaMCyJIO3MHA, C GypPOCEMHIOM — CHHIKEHHUE
KOHIECHTPAUMH, OJHAKO KOPPEKLHMH N03bl HE Tpebyercs, MOCKOJNBKY KOHLEHTpalMs npernapara

OCTaeTCs B IpeieiaXx HOPMaIbHOro auanasoHa. Jlnasemam, MpoONpaHOoJON, TPUXJIOPMETHA3U],
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pelb, TaMCYJIO3HH TaKK€ HE H3MEHsEeT cBoOOAHBIC (paKLMK Aua3enama, NpoIlpaHosona, TpH-
XJIOpMETHA3KA U XJopMaarHoHa. JlukinodeHak U BaphapuH MOTYT yBEJIHYHBATE CKOPOCTh JKC-
KpELMH TaMCYJIO3HHa.

OnHoBpeMeHHOE IPHUMEHEHHE TaMCYJIO3HHA THIPOXJIOpHAA C CHJIBHBIMH HHIHOHTOpaMH
CYP3A4 moxeT NpUBECTH K YBEIHYEHHIO KOHLEHTPALUK TaMCyJ031WHa ruapoxiopuaa. OnHo-
BPEMEHHOC Ha3HAYEHHE ¢ KETOKOHA30JI0M (cuiibHbI HHruOuTOop CYP3A4) npuBoanio K yBenu-
uyeHuio AUC u Cmax TaMcyno3uHa ruipoxiopusa B 2,8 u 2,2 paza COOTBETCTBEHHO.
Tamcyno3una ruapoOXIOpUA HE CIEAyeT Ha3HAYaTh OAHOBPEMEHHO ¢ CHIIbHBIMH HHTHOWTOpaMH
CYP3A4 y nanuenToB ¢ HapymeHneM MeTabom3ma uzopepmenta CYP2D6.

[IpenapaT cienyeT HCIONB30BATH C OCTOPOXHOCTHIO B KOMOWHAIUNH C CHIIbHBIMH M YMEPEHHBI-
mu uHrH6uropamu CYP3A4. ’

OnHOBpeMEHHOE Ha3HAYEHHE TAMCYJIO3MHA MMIPOXJIOPHAA H MapOKCETHUHA, CHJILHOTO MHIHGH-
Topa CYP2D6, npusoauio k ysemuuernio AUC u Cmax TaMCyno3KHa, COOTBETCTBEHHO, B 1,3
1,6 pasa, oHaKo JaHHOE yBENHYEHHE HE CUMTAETCS KIMHHYECKH 3HAYHMBIM.

OnHoBpeMeHHOE NPHMEHEHWe ApYruX 0.1-anpeHo6I0KATOPOB MOXKET NPHBECTH K CHHKEHHIO
apTepHAILHOTO JTaBJICHHS.

YCJIOBHUA U CPOK XPAHEHU S

XpaHUTh B yTIaKOBKE IIPOM3BOAUTENIS TIPH Temmueparype oT 15°C go 25°C.
XpaHWTb B HEOCTYITHOM JUIS JIETEH MEcTe.

Cpok xpaHenus: 4 rona.

He ucnonp3oBath 0 HCTEYEHHH CPOKA TOMHOCTH.

YCJIOBUE OTITYCKA U3 AIITEK
I1o peuenry.

VIIAKOBKA
10 kanicysn B 6nmctepe. 3 GiucTepa ¢ IMCTKOM-BKIABIIIEM B KAPTOHHON KOPOOKe.

[TPOU3BOUTEJIb
«K.O. Pompapm Komnauu C.P.JL», Pymbiaus, Wndos, 075100 r. Ortonens, yn. Epounop, NelA
(«S.C. Rompharm Company S.R.L.», Romania, Ilfov, 075100 Otopeni, Str. Eroilor, Nr. 1A).
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