COOTBETCTBYET SKCNEPTHOMY OTUETY
"Ne000TOATTT ot 07.08.2025 Nz 19642
COLNAGOBAHO (MOCNEOOBATENBHOCTE 0015)

MWHWUCTEPCTBOM 3[]PABOOXPAHEKIS
PECMYBINKA BENAPYCH JIMTOK-BRJIQABIII — I/IH(l)OpMaIH/IH OJIA MalueHTa
nPUKA3oM oT 08.12.2025 Ne 1514

MOCNELOBATENBHOCTH 0018

Tantym® Bepae, 0,15 %, pacTBop /151 MECTHOTO IPHMEHEHHUSI
JlelicTByto1iiee BEmeCTBO: OEH3UIaMIHA THIPOXIOPHUT
Ilepen nmpuMeHeHHeM NpenapaTra MOJHOCTHIO MPOYHMTANTE JUCTOK-BKJAABIII, MOCKOJbKY B
HEM coJiep:KaTcsi BaxHbIe 1J1s1 Bac cBenenusi.

e Bcerna npumensiite npemapaT B TOYHOCTH C JMCTKOM-BKJIAJBIIIEM WM PEKOMEHIAIUSIMU
Jiedaniero Bpaya, Ujiu padOTHHKA alTeKH.

e CoxpaHuTe TUCTOK-BKJIaAbII. Bo3moxxHo, Bam nmoTpebyeTcst mpounTaTh €ro eie pas.

e Ecnu Bam HY)XHBI JOTOTHUTEIBHBIC CBEJICHUS WM PEKOMEHJIAIUU, OOpaTUTECh K JieHallemy
Bpady WM paOOTHHKY alTeKU.

e Ecnuy Bac Bo3HUKIN Kakue-Tu00 HexKeNnaTelIbHbIe peakiuy, 00paTUTECh K JIeHalieMy Bpauy Wil
paOoTHHUKY anTeku. JlaHHas pEKOMEHJAlMs paclpoCTpaHsieTcs Ha JI0Oble BO3MOYKHBIE
HE)KeJIaTeJIbHbIE pEaKLi1, B TOM YHCJIE Ha HE IEPEUUCIIEHHBIE B pa3/eiie 4 TUCTKa-BKJIabIIIA.

e Ecnu cocTosiHUE HE yIy4IlIaeTcsi WM OHO yXyauaercs, uepe3 7 e Bam cienyer oOpatuThes
K Bpauy.

Conep:xaHue JUCTKA-BKJIAbINIA

1. Uro u3 cebs npencrasnser npenapat Tantym® Bepae, ¥ /15 4ero ero NpuMEHSIOT.
2. O ueM cieayer 3HATh Nepe] IPUMEHEHUEM TTpenapara TaHTyM® Bepgae.

3. Ilpumenenue npenapara Tantym® Bepre.

4. Bo3MOXHbBIE€ HEKETATEIbHBIE PEAKIIUH.

5. Xpanenue npenapata Tantym® Bepre.

6. Coziep>kMMO€ YIIaKOBKHU U MTPOYME CBEJICHUS.

1. Yo u3 cebst npeacrapisier npenapat Tantym® Bepae, v 1J1s1 4ero ero npuMeHsIIoT

[penapar Tantym® Bepme conepskuT jaelCTBYIOIIEE BEIIECTBO OEH3MIAMHHA THMAPOXIOPHUI,
SIBJISTFOTITUHCSI HECTEPOHTHBIM MIPOTHBOBOCTIAIUTEITLHBIM CPEIICTBOM. Oka3sbIBacT
MIPOTHUBOBOCIIAIUTEILHOE U MECTHOE 00e300MBatoIiee IeiHCTBUE, 00JIaaeT aHTUOAKTePHATBLHBIM,
MIPOTHBOTPUOKOBBIM M @aHTHUCENTUICCKUM JICHCTBUEM.

IToxka3zaHus K NPUMEHEHHIO

[penapar Tautym® Bepie noka3aH K IPUMEHEHHIO B3POCIBIM (B T.4. 60JIbHBIM TT0KHIION0 BO3pACTa)
u JC€TAM C 12 1meT B KauecTBE CUMITOMATUYECKON TCpannun 6OJ'IGBOI‘O CHUHApPOMAa BOCHAJIUTCIIbHBIX
3aboneBanuii monoctu pra u JIOP-opranos (pa3nmuvHON STHOJIOTHH):

- THHTUBHUT, TJIOCCUT, CTOMATHUT (B T.4. MOCJE JIy4eBOW U XUMHUOTEPAIUN);
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- KaHJM103 CIIU3UCTON 000JIOUKH MOJIOCTH pTa (B COCTaBe KOMOMHUPOBAHHOM Teparun);
- KaJIbKYJIE3HOE BOCITIAJICHNE CIIOHHBIX KEJe3;

- TIOCTIE OTIEPATHBHBIX BMEIIATEBCTB U TPABM (TOH3MWILIIKTOMHUS, IEPETOMBI YETIOCTH);
- IIOCJIe JICUEHUs U yJlaJleHus 3y0oB;

- IapOJIOHTO3.

IIpy MHQEKIMOHHBIX W BOCHAIUTENBHBIX 3a00JIEBaHUAX, TPEOYIOIIMX CHUCTEMHOIO JICUEHHUS,
Heobxomumo npuMenenne TanTym® Bepjie B cocTaBe KOMOMHHPOBAHHOM TepaIuu.

Ecnm ynyumenue He HacTynuio B TedeHue 7 AHel winu Bbl 4yBCcTByeTe yXyAlIeHHE, HEOOXOIUMO
00paTUTHCS K Bpady.

2. O 4em cieayeT 3HATh mepex npuMenennem npenapara Tantym® Bepae
IIporuBoONOKa3aHUA
He npumensiiite npenapar Tantym® Bepae:

- ecnmu 'y Bac amneprus Ha OeH3ugamMHMHa THIPOXJIOPHI WIM JIOOBIE JPyrue KOMITOHEHTHI
npenapara (IepevrciIeHHbIC B pa3jiene 6 TMCTKa-BKIaIbIIIa).

JleTy ¥ NOAPOCTKH
IIpenapat Tantym® Bepzie He npenHazHaueH [y IpUMeHEHHs y aeTeit 10 12 ner.
Oco0ble yka3zaHusi 1 MepbI IPE10CTOPOKHOCTH

Ilepen npumeHennem npenapara TanTym® Bepie MpOKOHCYIbTUPYHTECH C JI€Yall[iM BPauoM MU
pabOTHUKOM anTeKH.

Y HEKOTOPBIX MAIIMEHTOB SI3BbI POTOTJIOTKH MOTYT OBITH MPU3HAKOM 0O0Jiee Cephe3HbIX MaTOIOTHIA.
[TosTOMy, ecau CHMIITOMBI HPOAOJDKAIOTCA Oojiee TpexX AHEH, IMpeKpaTuTe MpHeM Ipernapara U
MIPOKOHCYJITUPYHUTECH C BpauOM HIIH, B CIIy4ae HEOOXOJIMMOCTH, CO CTOMATOJIOTOM.

B wactHOCTH, cooOmmTe Bamemy Bpauy:

- ecii 'y Bac  ammeprus Ha  aleTWICATMUMIOBYIO — KUCIOTY WM JIpyTrHe
MIPOTUBOBOCHAIUTENbHBIC MPENapaThl;

- eciu y Bac ectb ApIxaresbHbIe pacCTpONUCTBA, TAKME KaK acTMa.

[pumenenue mnpenapata Taatym® Bepae, 0COOEHHO IMTENbHOE, MOXKET CTaTh IPHYHHON
TOBBIIIICHHOW UYYBCTBUTEIBLHOCTH (aJuiepruueckux peakmnuii) (cMm. pasgen 4 «Bo3moxkHbIe
HEeXXeJaTeNbHbIe peakun»). B TakoM ciryuyae, mpekpaTuTe NpuMEHEHHnEe 1 00paTUTECh K Bpauy.

JHpyrue npenaparnl 1 npenapat Tantym® Bepae

CoolmuTe JseyameMy Bpady WM PaOOTHUKY alTeKH O TOM, 4YTO Bbl mpuMeHsieTe, HEJaBHO
NPUMEHSIIH WITH MOKETe Ha4aTh MPUMEHSTh KaKue-In0o IpyTue mpenaparsl.
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BepemeHHOCTD M IPyJHOE BCKAPMJIMBAHHUE

Eciu Bbl GepeMeHHBI WM KOPMHUTE TpyAblO, OyMmaere, yTo 3a0epeMeHEeNH, WM IJIaHHpyeTe
OepeMeHHOCTh, Iepe ] HayaJloM MPUMEHEHHUS TAHHOTO Mperapara MPOKOHCYJIbTUPYHTECH € JIeUaluM
BpauoM HJIM paOOTHUKOM anTEeKH.

[penapar Tautym® Bepme He ciefyeT NPUMEHATh HNPU OEPEMEHHOCTH U B IIEPUOJ IPYIHOTO
BCKapMJIMBaHUS.

YnpasieHue TPAaHCIIOPTHBIMHU CPeACTBAMM M padoTa ¢ MEXaHU3MAMH

[penapar Tautym® Bepse He Oka3biBaeT BIAMSHUS HA CIIOCOOHOCTbH YIPABIATH TPAHCIOPTHBIMH
CpeICTBaMU M paboTaTh C MEXaHU3MaMHU.

Ipenapar Tantym® Bepae cogepxur

Ipenapar Tautym® Bepne comepKuT MeTHINAparMApPOKCHOEH30aT, KOTOPBIH MOKET BBI3BIBATEH
JUIEPTHYECKUE peaKIuu (B TOM YHCJIE OTCPOUCHHBIC).

Ipenapar Tautym® Bepze comepxut 3TtaHoi (B 0HOM m03e mpenapata (15 1) conepsxures 1,2 T
96 % cnupra), 4TO ClIEeAyET YUUTHIBATD:

- ecnu Bbl 3aHMMaeTrech CHOPTOM: MPU MCHOJb30BAaHUU MPEMAPATOB, COJACPXNKAIIMUX HTAHOI,
pe3yNbTaThl aHTHAOMUHTOBBIX MPOO Ha MPEeAeabHO IOMYyCTHMOE COAEpKaHHE ATaHOJa B KPOBU
COTJIACHO HOpPMaM, YCTaHOBIICHHBIM HEKOTOPHIMH CIHOPTUBHBIME (eAepalusiMi, MOTYT OKa3aThCs
MOJIOKUTEITHbHBIMHU.

- eciii Bel BoguTens, yIpasisomuid TPAaHCIIOPTHBIM CPEICTBOM.

3. lIpumenenue npenapara Tantym® Bepae

Bcerna mnpumeHnsiite npernapar B IIOJHOM COOTBETCTBUM C JIMCTKOM-BKJIAQJIBIIIEM WU C
pEeKOMEHJalMsAMU JIeYalllero Bpaya, Wi paOoTHUKA anTeku. llpu mMOsSBIEHUHM COMHEHHM
MIOCOBETYITECH C JICUaIlluM BPayoM HJIM paOOTHUKOM amTeKH.

Pexomennyemas 103a
B3spocnvie (6 m.u. 6onvHble nodcunoeo sozpacma) u oemu c 12 nem

JIJ1st IOJTOCKaHMsI TOpJIa WIIM TOJIOCTH PTa UCIOIB3YIOT Mo 15 M1 mpemapara (MEpHBIM CTaKaHUYHK
npunaraercs) 2—3 pas3a B JICHb.

He pexomenayeTcst mpeBhIaTh yKa3aHHBIC 10361, HE MPOKOHCYIbTUPOBABIINCH C BPAuOM.
Cnoco6 npuMeHeHnst
MecTtHO, ITOCIE €abl.

[Tocne mosockaHus pacTBOp HEOOXOAUMO BBIILTIOHYTh. ECNU mpu mMpUMEHEHUM Hepa3BEIEHHOTO
pacTBOpa BO3HUKAET OUIYIIECHHUE KKCHMSI, PACTBOP CIEAYET Pa3BECTH.
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1) Haneiite B MepHBIi cTakaHuuk 15 mm pacteopa TanTym® Bepne (11 HCIONB30BaHUS B
Hepaz0aBIEHHOM BUJIE).

2) Jlns momydenus pa30aBIeHHOTO PacTBOPa B MEPHBIH cTakaHUHK ¢ 15 M1 pactsopa TanTym® Bepie
HaJlelTe BOAY 0 AOCTHXKEHUS OTMETKH 30 MiI.

3) [Iponosomute poT (HE TIIOTANTE).

IIpomoKUTEIBLHOCTH TEPATTHHT

[IpoaoKUTENBHOCTD JICYEHUS HE NOJKHA MPEBBIIATH 7 THEH.

Ecau Bol npumennian npenapara Tautym® Bepe GoJibie, 4eM ciie10BajIo

Ecnu Ber npeBbiciin 103y ImpenapaTta WM CIydaiHO MPOTJIOTHIM €ro B OOJBIIOM KOJIHYECTBE,
o0paTuTech 3a KOHCYJIbTallMe! K Bpady WK paOOTHHUKY alTeKH.

Eciu Bol 3206111 npuvennts npenapart Tantym® Bepae
He npunuMaiite 1BOMHYIO 103y, 4TOOBI KOMIICHCUPOBATh BBEJICHUE MPOMYIIEHHON H03bI.

[lpn HamuuuM BONMPOCOB MO MPHUMEHEHHIO IpernapaTa, OOpaTHTECh K JieyalleMy Bpady HIIH
pabOTHHUKY anTeKu.

4. Bo3MO:KHbIE HesKelaTeIbHble peakumn

[oo6HO BceM NeKapcTBeHHBIM mpenaparaM Tantym® Bepie MOKeT BBI3BIBATH HeKeIaTeIbHbIC
peakluy, OJHAKO OHU BO3HUKAIOT HE Y BCEX.

[IpekpaTtuTte MpUMEHEHHE Mpernapara U HeMEIJICHHO 00paTUTEeCh 3a MEIUIIMHCKON MTOMOIIBIO, €CIIH
y Bac nosiBunucs cienyroonme cepbe3Hble HeXenaTeIbHbIC PEaKIIH:

Penko (MoryT Bo3HHMKaTh He Oosee yeM y 1 uenoBeka u3 1 000):

- PEaKIMK THIEePYyBCTBUTEIILHOCTH (JUIEPTrHYEcKast peakius).
Ouensb peako (MOryT BO3HUKATh He Oosee ueM y 1 yenmoseka u3 10 000):
- JAPUHTOCIIA3M (3aTPpyIHEHUE IbIXaHUsA);

- AQHTMOHEBPOTUYECKUH OTEK (BHE3aNmHbIM OTEK pTa/ropia U CIM3UCTBIX 000JI0YEK,
BBI3BIBAIOLINH 3aTPYAHEHHOE TJIOTAHUE U/WIIN JABIXaHUE).

YacToTa Hen3BeCTHA (Ha OCHOBAHHUH UMCHOIIUXCA JaHHBIX OICHUTH HGBO3MO)I(HO)I

- aHa()UIIAKTUIECKUE PEAKIIUN (TSDKEIbIC aJUIEPTHIECKUE PEAKIINHN ).
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HeuacTto (MoryT Bo3HHKaTh He Oonee ueM y 1 uenoBeka u3 100):

- dboToceHcnOUIM3aIys (1yBCTBUTEIILHOCTD KOXKHU K CBETY).

Penko (MoryT Bo3HHMKaTh He Oosee yeM y 1 uenoBeka u3 1 000):

- CYXOCTh BO PTY, #OKEHHE B POTOBOM IOJIOCTH, KOXKHAS CHITb, KOYKHBIN 3Y/I.
YacToTa HEeH3BECTHA (Ha OCHOBAHUHU UMCHOIINXCA JaHHBIX OLICHUTH HGBO3MO)KHO)I
- YyBCTBO OHEMEHHS B POTOBOM MOJIOCTH.

CooluieHne 0 HexeIaTeJbHBIX PeaKIuAX

Ecnu y Bac Bo3HUKaIOT Kakue-nmnbo0 HekenaTeabHble peakluy, IPOKOHCYIBTUPYUTECH C BPAYOM HIIH
paOoTHHKOM anTekd. JlaHHAas peKOMEHJaluus paclpoCTpaHseTcss Ha J00ble  BO3MOXKHBIC
HEeXeaTellbHbIE PEaklMM, B TOM YHCJIE Ha HE NEpPEUYUCIICHHBIE B JINCTKE-BKJIAJbIIIe. Bbl Takxke
MOYKETE COOOIIUTE O HEXKENATENbHBIX PEaKIMIX HApsAMYIO (cM. Huxe). Cool1mast 0 HexKenaTeIbHbIX
peakuusx, Bel momoraere nomyunTs 60JIbIlIe CBEACHHM 0 O€30MacCHOCTH Mpernapara.

Poccuiickas @enepanusa

®denepanpHas cayx0a o Haa30py B chepe 3apaBooxpanenus (PoczapaBaanzop)
Anpec: 109012, r. Mocksa, CiaBsiHCKasl miioniaip, 1. 4, ctp. 1

Temn.: +7 800 550 99 03

OnexrponHas noyra: pharm@roszdravnadzor.gov.ru

Caitr: https://roszdravnadzor.gov.ru/

Pecnyonuka Kazaxcran

I'PIT na IIXB «HauuoHambHBIM LEHTP SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
m3nenmity  Komurera MemuuumHCKOrO #  (papManeBTUYECKOrOo KOHTpoNisi MuUHHUCTEpCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, yn. A. Umanosa, 13

Ten.: +7 (7172) 235-135

OnexrponHas noura: pdlc@dari.kz

Caitr: https://www.ndda.kz/

PecniyOiuka Bemapycs

PecnyOnmkanckoe yautapHoe npeanpusitie «LleHTp SKCnepTH3 ¥ UCIBITaHUH B 3[IpaBOOXPAaHCHHN
Anpec: 220037, r. Munck, nep. ToBapuieckui, 1. 2a

Ten.: +375-17-242-00-29

DnexTpoHHas mouta: repl@rceth.by

Caitr: https://www.rceth.by/

PecniyOivka ApMeHus

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTHUI»
Anpec: 0051, r. EpeBan, np. Komuraca, a. 49/5

Ten. (+374 10) 20-05-05, (+374 96) 22-05-05

OnexrpoHHas noura: info@ampra.am, vigilance@pharm.am

Caitr: http://www.pharm.am/

Keipreisckas Pecniybanka
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3npaBooxpaneHus Koiproizckoit PecryOnmku
Anpec: 720044, r. bumikek, yi. 3-s auHus, 1. 25
Ten.: 0800 800-26-26

OnektpoHHas moura: pharm@dlsmi.kg

Caiit: https://www.dlsmi.kg/

5. Xpanenue npenapara Tantym® Bepae
XpaHuTe npenapar B HEIOCTYITHOM JUIsl peOeHKa MecTe Tak, 4To0bl peOEHOK HE MOT €r0 YBUJICTb.

He nmpumensiite npenapat mocie UCTEUEHHs] CPOKA FOJHOCTH (CpOKa XpaHEHMs), YKa3aHHOI'O Ha
KapTOHHOM mauke u (prakoHe nocie Haanucu «lojeH 10:».

JlaToi ucTedeHus Cpoka rogHOCTH SIBISETCS MOCIEAHUN A€Hb YKa3aHHOTO Mecsia. Cpok TOJHOCTH
II0CJIE TIEPBOTO BCKPBITUSL: 12 MecsLEeB.

[Ipenapat He TpeOyeT crenHaIbHBIX YCIOBUN XpaHECHHS.

He BoiOpacbiBaiiTe mpenapaT B KaHIM3ALUIO. YTOYHHTE Yy paOOTHHMKA amnTeKH, Kak CIeayeT
YTHIU3UPOBaATh (YHHUUTOXKATh) MperapaT, KOTOPhIH OoJblie He MOTpeOyeTcss. DT Mephl TTO3BOJIST
3alUTUTh OKPY>KAIOILYIO CPEAY.

6. ConepxxuMoe yNakOBKH U MPoO4YMe CBeeHUs
IIpenapat Tantym® Bepae coxep:ku:
JlecTBYIOIIUM BEIIECTBOM SIBJISICTCS] O€H3UIaMUHA THIPOXIIOPHUI.

100 M mpemniapara conepxkar 0,15 r 6eH3uIaMUHA THIPOXIIOPUIA.

ITpounmu UHIpEIMEHTaMU (BcriomorarenbHbIMU BEIIECTBAMMU) SABIISIFOTCSL:
stanon 96 %, rauuepon (ruuepuH), MeTuianaparuapokcudensoar (E218), apomaTuzatop MATHBIH,
caxapuH, HaTpus TUAPOKapOOHAT, nosmmcopoar 20, KpacHUTENb XUHOJUHOBBIN

xenteiii 70 % (E104), kpacutens cunuii marenroBanHbsid V 85 % (E131), Boma ouniieHHas.
Buemnuii Bua npenapara Tantym® Bepae u comep:kuMoe ero ynakoBKH

PactBop A1 MECTHOTO IPUMEHEHHS.

[Ipo3paynast >KUKOCTH 3€JIEHOTO IIBETA C XapaKTEPHBIM 3aI1aXOM MSTHI.

ITo 120 ma mm 240 M1 pacTBopa Bo (hmakoHe OeciBETHOrO Mpo3padnoro crekia (tun 1), wim mo
500 M1 pactBopa Bo (urakoHe u3 OecrBetHoro mosmdTUieHTepedTanara (I19T), ykynmopenHOM
HABUHYMBAIOUIUMCS KOJIMTAYKOM U3 O€JOoro MOJUIPONUIICHA WA OeIOro MOJMITUIICHA BBICOKOM
motHocTd (IT9BII) ¢ BHyTpeHHUM MOKPBITHEM U3 OECIIBETHOTO IMOJUATHIICHA. Y KYyTIOpKa 3alTUIleHa
KOHTpPOJIEM MepBOro BCKpbITUs. K (prakoHy mpuiiaraercs cTakaHYMK MEPHBIA W3 MOJMIIPONIUIICHA,
MMEIOIUN rpaxyupoBky 15 u 30 mi.

@d1aKoH BMECTE CO CTAKAHYMKOM MEPHBIM U JIMCTKOM-BKJIQ/IBIIIIEM MTOMEIIAIOT B KAPTOHHYIO MAuKYy.
He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYTIHBI JIJISl peanu3alim.

Jep:kaTesib perucTPalMOHHOI0 YI0CTOBEPEHHUS
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Angelini Pharma S.p.A., Viale Amelia 70, 00181, Rome, Italy
IIpousBoauTesn

Asuenne Kumuke Puynure Auxennaun @panuecko A.K.P.A.®. C.ii.A., Utanus
Aziende Chimiche Riunite Angelini Francesco A.C.R.A.F. S.p.A., Via Vecchia del Pinocchio, 22,
60131, Ancona, Italy

Bce nmnperensmu morpeOuTesieill  cjeayeT HANPABJIATHL TMPEACTABUTEI0 JAep:KaTessi
PEerucTPAlMOHHOIO YI0CTOBEPEHHU:

Poccuiickag Peneparus

000 «Anmxenunu ®apma Pyc»

109028, r. MockBa, CepebOpsinnueckas Hao., 1. 29

Ten: + 7 (495) 933 3950

e-mail: complaints@angelini.ru

Pecniy6nuka Kazaxcran

TOO "BIOMAPAS KZ (B MOMAIIAC K3)"

050040, r. Anmartsl, boctanasikckuil paiios, ynuua Iluporosa, a. 16

Ten.: +7 701 758 00 43
e-mail: pv.kz@biomapas.com

PecnyOauka bemapyce

00O «buomarnacy»

105064, Poccuiickas ®Penepanus, r. MockBa, BH.TEp.I. MYHUIMNAIbHBIM OKpyr bacmaHHBIN,
yi. 3emisiHoM Bau, 1. 9, momenr. 2/1

Ten.: +375 29 1071749

e-mail: pv.by@biomapas.com

PecnyOimka ApMeHus

00O «buomarnacy»
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JIMCTOK-BKJIAABILI NIEPEeCMOTPEH

IIpoyue ncrounuku uHGopmMauuun

[TonpoOHbIe cBemeHUs O JEKApCTBEHHOM IMpemapare conepkarcs Ha Beb-caiite Coro3a:
http://eec.eaeunion.org.
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