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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

V JlaHHBII JIeKapCTBEHHBIN Tpenapar MO JICKUT TOTIOTHUTEILHOMY MOHUTOPUHTY. DTO MTO3BOJIHT
OBICTPO BBISIBUTH HOBYIO HH(poOpmaruio mo Oe3omacHocTH. MBI oOpaimmaeMcss K pabOTHHUKaM
CHCTEMBI 3JIpaBOOXPAaHEHUS C MPOCHOOH COOOIIATh O JIOOBIX IMOJ03PEBAEMBIX HEXKEJIATEIBHBIX
peaknusx. [Topsaok cooOmeHns 0 HexenaTeIbHbIX PEaKIUsX MPEICTaBlieH B pa3aee 4.8.

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Tadanrun, 2 mr/0,5 M1, pacTBOp IS TOJKOKHOTO BBEICHHUS.
Tadanrun, 3 mr/0,75 mi1, pacTBOp ISl MOJKOKHOTO BBEICHHUS.
Tadanrun, 4 mr/1 mi, pacTBOp AJIs MOJKOXKHOTO BBEICHUS.

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBIN COCTAB

JleiicTBytolee BEmecTBo: THPO3ui-D-aprunni-eHnnananun-riaviua aMua.
Kaxnasrit M pactBopa conepkut 4 mr tuposui-D-aprunun-(enunananuia-riuiuuH  aMuga
arerata (Tadainrut) B nepecyere Ha TUpO3WI-D-aprunmi-¢peHunnananui-riauiuH aMHI.

Tadanrun, 2 mr/0,5 M1, pacTBOD AUl IIOAKOXKHOIO BBEICHUS

Kaxnprii mmpur; cogep utr 2 Mr TUpo3wi-D-apruHui-GeHnnanani-TIuIH aMyia aneTara
(TadanruH) B mepecuere Ha THUPO3WI-D-apruHui-dpeHunanaHwi-runouH amua B 0,5 Mo
pactBopa.
Kaxnas amnyna comepuT 2 Mr tupo3wi-D-apruHui-¢eHnnanaHui-riidiH aMuja aneraTa
(tradanrmH) B mepecuere Ha THPO3WI-D-aprunmin-pennnananmwi-rmuouH  amua B 0,5 Mo
pacTBopa.

Tadanrun, 3 mr/0,75 mi1, pacTBOp JUlsl HOJIKOKHOTO BBEJICHUSI

Kaxnplii mmpun cogepkutr 3 Mr TUpo3ui-D-aprunmwi-¢peHunalaHwi-TIuiIuH aMy/ia alerara
(tradanrmH) B mepecdyere Ha THpOo3wI-D-aprunmn-gennnananun-rmuouH amua B 0,75 Mo
pactBopa.

Kaxnas ammyna comepxut 3 Mr THpo3ui-D-apruani-deHnnaranui-riimouH aMuaa anerara
(tadanruH) B mepecdyere Ha THUpo3wi-D-aprunun-penunnananun-rmuuuH amua B 0,75 mia
pacTBopa.

Tadanrun, 4 mr/1 mi, pacTBOp Ul MOAKOKHOTO BBEICHUS

Kaxapiii mmpuir cogepxkut 4 Mr tuposui-D-aprunui-geHnnananun-riauiuH aMuaa ameraTta
(Tadanrun) B iepecueTe Ha TUPO3UI-D-apruHni-GpeHnnaianuI-TIIMIH aMuT B 1 MIT pacTBopa.
Kaxnas amnyna comepuT 4 Mmr tupo3wi-D-apruHun-¢eHunanaHui-riMiiH aMuja aeraTa
(Tadanrun) B iepecueTe Ha TUPO3UI-D-aprunni-GpeHnnaianuI-TIIMIH aMuT B 1 MIT pacTBopa.

[TonHbBIN TTEpevYeHh BCIOMOTATEIBHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBOp M1 MOJKOXKHOTO BBEICHUS.
becrBeTHBIN WK CIIerKa KeJITOBATHIN IIPO3PAYHBIN PACTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. TIloka3aHusl K IPMMEHEHUIO

Tadanrun nokazaH K IPUMEHEHHUIO y B3pOCIbIX crapiie 18 ner.

BoseBoil cuHapoM cpeaHeld W CUIbHOM MHTEHCUBHOCTH, B TOM YHCIIE MPHU 3J0KAYECTBEHHBIX
HOBOOOPA30BaHUSIX.
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4.2. PexuM 103MPOBAHHUS U CNIOCOO NPUMEHEHHA

Pexum 103upoBanus

Ho3y mnpenapara Tadanrun, pacTBop I MOAKOXKHOTO BBEIEHUS CJeAyeT Moa0upaTh
WH/IMBUYAJIBHO 10 OCTMXKEHUS aJIeKBaTHOTO 00e300muBanms. PexxuM 103UpoBaHuUs 3aBUCHT OT
MHTEHCUBHOCTHU O0JIM U IEPEHOCUMOCTH Mpernapara.

JUJ1s OLIeHKHM MHTEHCUBHOCTH 00JIM PEKOMEH IyeTCsl UCTIOIb30BaTh OLIEHOYHBIE IITKaJIbI, Hanboee
94acTO MCIIOJIb3yeMbIe U3 HUX: HyMeposorndeckas oreHounas mkana (HOL, NRS) u Bu3yansHo-
anajorosas mkaina (BALL, VAS). YMeHbIIeHHEe HHTEHCUBHOCTH 0OJIEBOTO CHHIpOMa Ha 2 Gasuia
i Ha 30 % cuuTaeTcss KITMHUYECKH 3HAYUMBIM 3 (EKTOM.

Pekomennyemass HauanbHas pa3zoBas Jo3a npemnapara TadanruH cocTtaBisier 4 Mr.
PexomenayeMbIii quamna3oH pas3oBbIX 703 mpenapara TadainruH cocraBiser OT 2 MT 10 7 MT,
YBEIIMYECHUE PAa30BOil J0O3bI B X0J1€ 1M0A00pa JA03bI PEKOMEHIyeTCs ¢ marom He 6onee 2 mr. Jlis
BO3MOXKHOCTH  BBEJCHHUA  HEOOXOJUMOWM  J03bl  Mpemapara  CleqyeT  HCHOJIb30BaTh
[IPEJ3AM0IHEHHBIE IUIIPUIIBI ¢ IPaJyHpPOBKOM WM aMiyiibl. Jlomyckaercs BBEAECHUE Ipernapara
Kaxable 4 yaca, ¢ MOCIEAYIOUIUM [TOCTETIEHHBIM W3MEHEHHEM KPaTHOCTH BBeleHUs. Pa3oByro
03y Tpernapara JOMyCTUMO KOPPEKTHpPOBaTh, yBeNWYHMBas WU yMmeHblnas Ha 25-50 % mnpu
YCIIOBHH COXPaHEHHS aJeKBaTHOTO 00€300IMBaHMS.

OnTuManbHBIM PEKUMOM JI03UPOBAHUS SIBISIETCS BBeAeHHE mpenapara Tadanrud no 4 mr 2-3
pa3a B CyTKH.

PasoBast no3a cBbllle 7 M U CyTOYHas J03a CBbllle 42 MI' HE Ha3Hayauach, MOITOMY HE
PEKOMEHIyeTCsl IPUMEHSTH Mpernapar B TAKUX J103aX.

[lpenapar TadanruH MOXET TPUMEHSTHCA JUIMTENBHO, MPOAODKUTEIBHOCTh —TEepaliH
YCTaHAaBJIMBAETCS JIEYAIllUM BPauoM.

[Tpu Tepanuu XpoHUUYECKOH OONM MPEANOYTUTEIHLHO BBOAUTH IMpemapaT Ha PeryJsipHON OCHOBE
no ¢ukcupoBanHoit cxeme. g osddexkTuBHON Tepanmum  HEOOXOAMMO  YYHUTHIBATH
naTo(U3NOJIOTHUECKYI0 OCHOBY 00JIEBOTO CHHIPOMA M €T0 JIOKATH3AIHI0, TPU HEOOXOTUMOCTH
CJIeTyeT UCIOJIb30BaTh aIbIOBAHTHBIC AHATTBI'€TUKH.

[Ipy nIUTENPHOM NPUMEHEHUM PEKOMEHIYETCS PErylsipHO HPOBEPSITh HEOOXOAUMOCTh
MPOJUICHUs TIPUMEHEHUs TpernapaTta (HampuMep, MyTeM KPaTKOCPOUYHBIX MEPEPHIBOB), a TaKkKe
nepecMaTpuBaTh J103y.

Oco0ble TPYMIIEI NAIUEHTOB

Tayuenmor nodxcunoeo 6ospacma

Jannasie AUC 1 Cmax, TTOJIYICHHBIE B X0]1¢ KJIMHHYECKUX MCCIIEI0BAHNN, OKA3aIHCh CXOHBIMU Y
noXuiblx mamueHtoB (60-70 net), mamueHTOB cpenHero BospacTa (43-59 net) u 310pOBBIX
no6poBostbiieB (18—45 ner). OgHako HEMB3sT UCKITIOUUTD, YTO MOXKHUIIbIEC MAIIUEHTHl MOTYT OBITh
0oJee 4yBCTBUTENBHBI K TadaITHHY, 4eM 00Jiee MOJIObIE, TOITOMY MOKHIIIBIE MAITUEHTHI TOIKHBI
HAXOJUTHCS T10]] HAOJIOICHUEM Bpava JIUTsl BBISBIICHUS HEXKEIATSIIbHBIX PEaKIui, B ’TOM cIyJae
MOJKET MOTpeOOBaThCS CHIDKEHHE 7036l Tipernaparta Tadanrus.

Tayuenmsi ¢ noueuHol HeOOCMAamoYHOCMbIO

Hanasle AUC u Cmax TadanruHa, MONTYYEHHBIE B XOJ€ KIMHHUYECKUX HCCIIEIOBAHUIA,
COIOCTAaBUMBI y TIAIUEHTOB C Pa3IMIHON (DYHKIIMOHATHHOW aKTUBHOCTBIO MOYEK W 3IOPOBBIX
TO0OpOBONBIIEB ¢ HOpManbHOW GyHKIMed. [lalmeHTsl ¢ MOYeuyHOW HEeJ0CTaTOYHOCTHIO,
MpPUHUMAOIINE TpernapaT TadairuH, MOJDKHBI HAXOJMUTHCSA TOJI HAONOJCHWEM Bpada JUIs
BBISIBJICHUSI HEXKENATENbHBIX PEaKIUii, B 3TOM Cllydae MOXET MOTPeOOBAaThCS CHUKEHHE 03B
npenapata Tadanrus.

Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

[To pe3ynabTaram, TMONYYCHHBIM B XOJ€ KIMHHYECKUX WCCIICIOBAHUA, Yy TAIMEHTOB C
HapylIeHusMH (PYHKIMM TIEYeHH MPH MpPUMEHEHUU mpemnapara TadairuH He ObUIO OTMEYEHO
BbICOKMX AUC ¥ KOHIIEHTpaIuH TaaJrHHa B CBIBOPOTKE KPOBH TI0 CPABHEHHIO C TIAIIICHTAMH C
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npermapar TadanruH, OHKHBI HAaXOMUTHCS TMOJA HAOMIOJEHHMEM Bpada s BBISBICHUS

HE)KeNaTeJIbHBIX PeaKIfiil, B 3TOM cily4yae MOXET MOTpedoBaThCs CHUKEHHE JJO3bI ITperapaTa.
eTH

be3onacHocTh 1 3d(HEeKTUBHOCTD IIpenapara y 1eTel B Bo3pacTe 10 18 JeT Ha JaHHBIIi MOMEHT He

YCTaHOBJIEHBI. JJaHHbBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

[TonkoxHo (11/k). [lpenapaT HeJib3sl BBOAUTH BHYTPUMBbIIIIEYHO U BHYTPUBEHHO!

Tadanrus nmocTapiseTcss FTOTOBBIM 711 IPUMEHEHUSI B MIPEIBAPUTENIHHO 3aMIOJIHEHHBIX ITPUIIAX

win amnynax. [IpemapaT MOXeT BBOJUTHCA MOJKOXKHO CaMUM MAaIllMEHTOM WJIH JIMIIOM,

OCYIIECTBIISIOIIUM YXOI.

Bo u36exxanue auckoMmdopra B MeCTe MHbEKIIMA PEKOMEHYeTCs BBOAUTD MpenapaT MeAJICHHO U

MEHATh MECTa BBEACHUs Ipenaparta. JlonyckaeTrcs BBEEHUE IIpenapaTa B BEPXHIOK HAPYKHYIO

MOBEPXHOCTh Oe/ipa, BEPXHIOI HAPYKHYIO IOBEPXHOCTH IIJIeUa U NEPETHIO OPIOIIHYIO CTEHKY.

He cnenyeT BBINMONHATH MHBEKIMH BOIU3U PyOIIOB, KPOBOIIOATEKOB U MECTaX, MMPEeIHa3HAYCHHBIX

JUISl UIHBEKLHI, C TIOBPEXKICHHON KOXKEH.

IIpu npoBeeHUH MHBEKIUU MPENapaToM B MPEIBAPUTEIBLHO 3alOJIHEHHOM ILUMPHULE WIH MPU

Habope npernapara U3 aMILyJIbl UHCYJIMHOBBIM ILITPUIIOM MIITy HEOOXO0IMMO BBECTH HA BCIO JUTUHY,

BEPTUKAIBHO (HE COOKY); pH Habope mpernapara U3 aMITyJIbl OOBIYHBIM IITPUIIOM HTJIa BBOJIUTCS

noJ yriaom 45° B KOXKHYIO CKIIAAKy, COOpaHHYIO U YAEPKUBAEMYIO JI0 3aBEPLICHUS WHBEKIUU

MEX1y OOJBIIMM M yKa3aTelbHbIM nNanblaMu. CKIaAKy KOXH OTIIYCKalOT TOJBKO IIOCTE

3aBeplleHUs UHbeKIMU. He ciienyer MmaccupoBaTh MECTO MHBEKIUH TI0CIIE BBEICHUSI IIpenapara.

4.3. TIporuBomoka3zaHusi

['mnepdyBCTBUTENBHOCT, K TadairMHy WIM K JIOOOMY M3 BCIIOMOTaTeNbHBIX BELIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

OcTtpast MHTOKCHKAIMS MpernaparaMy LEeHTPaIbHOI0 JAEHCTBHS: aHAIbI€TUKH, ICUXOTPOIIHbIE U
CHOTBOPHEIE IIpETIapaThl.

AJNKOTrOJIbHAs MHTOKCUKALIHSL.

4.4. QOcobble ykazaHusi U Mepbl NPeA0CTOPOKHOCTH MPU MPUMEHEHU U
C OCTOPOKHOCTBIO: HATMYUE WJIH TI0JI0O3PEHUE Ha MAPATUTHISCKYIO KUIIICUHYIO0 HEMPOXOAUMOCTb,
OpoHXHanbHas acTMa, CKJIOHHOCTh K OpOHXOCHa3My, XpOHHUYEcKass OOCTpYKTHBHas OOJI€3Hb
JIETKUX, XpOHUUEecKas cepaedyHas HepocrtatouHocTh III-IV crenenu mo knmaccudukanuu Hero-
Hopkckoii Accounarmu Kapanonoros (NYHA).

eTH
He npumensietrcs y aereii u moapocTkoB A0 18 neT (3 PpexkTuBHOCTH 1 0€30MacHOCTD Y AeTel He
YCTaHOBJICHBI).

4.5. B3aumopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHU MpenapaTtaMM M [pyrue BHbI
B3aNMO/1eCTBUA
Hccnenoanus B3aMMOIEUCTBHS HE TPOBOJUIMUCE.

4.6. DepTHIBHOCTb, 0€PEMEHHOCTH U JAKTALUS

bepemeHnHoCTL

Jlanubie 0 mnpuMeHeHMH Tipenapara TadanruH y OepeMEHHBIX JKCHIIHMH OTCYTCTBYIOT.
HccnenoBanust penpoyKTUBHOW TOKCMYHOCTU HA JKUBOTHBIX HE CBHJIETEIBCTBYIOT O HAJIUYUU
TPSMBIX WK HENPSAMbBIX BPeAHBIX 3 (dekToB (cM. paszmen 5.3.).

[Ipumenenue mpenapara TadanruH BO BpeMsi OEpPEeMEHHOCTH M y JKEHIIMH C JAETOPOIHBIM
MOTEHITUAIIOM, HE UCITOJIB3YIOIINX KOHTPAIICTIIINIO, TTPOTHBOITOKA3aHO.

Jlakranus
CeneHuit 0 MPOHUKHOBEHUH TadajrnHa B TPYHOE MOJIOKO YeJIOBEeKa HeJocTaTouHo. Tadanrun
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GCNEOOBATENBHOC

HE clleZlyeT IPUMEHATh B IEPUO IPYAHOIO BCKApMIIHBA

47. Bausinue Ha CMOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpelCTBAMHM U padoTaTh ¢
MeXaHu3MaMu

[Ipemapar Tadanrun MOXeT HEraTUBHO BIUATH HAa CHOCOOHOCTh K  yIPaBJICHUIO

ABTOTPAHCIIOPTOM H CJIIOKHBIMHU MCXAaHU3MAMH, TAK KaK OKa3bIBACT BJIMUAHHWEC HA HNCHTPAJIbHYIO

HEpBHYIO cucTeMmy. llalMeHTbl MOJDKHBI BO3JEP>KAThCS OT YIPaBICHHUS TPAHCIOPTHBIMU

CpeAcTBaMu M pabOThI ¢ MEXaHM3MaMH Ha TIEPHOJ TPUMEHEHHSI ITperapara.

4.8. HexenateJabHble peaKIul

Pesrome npoduiis 6e3onacHoCcTH

Ha ocHOBaHWMH IPOBEIEHHBIX KIIMHUYECKUX HCCIICIOBAHUI OBLJIO BBISBJICHO, YTO HAUOOJIEE YacTo
BCTPEUAIONTUMHUCS HEKEIATSIIbHBIMU PEAKIMsIMU ObUTH aCTEHUsI, COMHOJICHTHOCTh, CyXOCTh BO
PTY, TOJIOBOKpPYKEHHE U THIIeCTe3us1. Bee HexenaTenbHbIe SIBJICHUS, KaK MPABHUIIO0, UMEIH JIETKYIO
WIH CPEIHIOI0 CTETICHb BBIPAKCHHOCTH.

Pestome B popme TabauIbl HeKETATSIBHBIX PEaKIIHMA

UYacToTa BBEISBICHHS HEXEIATSIBHBIX peakiuii: oueHsb yacto (> 1/10), gwacro (ot > 1/100 mo
< 1/10), veuacro (ot > 1/1000 mo < 1/100).

Hapy1ienust co cTOpOHBI qacToTa pEaKIuu TUIIEPUYBCTBUTEILHOCTH
MMMYHHOW CHCTEMBI HEU3BECTHA
Hapy1ienust co cTOpOHBI HEYacTo CHUKCHHE arlleTHuTa
MeTaboIM3Ma ¥ MUTAaHUS
[Icuxuueckre HApYIICHUS  [HEYacTO Opaaudpenus, Ae30pueHTanus, Juchopus,
paccTpoiCTBO CHA, pa3ApaXKUTEIbHOCTD
qacToTa CITyTaHHOCTh CO3HAHUs, BO30YAMMOCTh
HEU3BECTHA
Hapymienust co cTopoHsI yacTo rUIEeCTe3Usl, FOJI0BHAsI 00JIb, TOJIOBOKPYKEHHE,
HEPBHOM CHUCTEMBI mckoM(OopT B rojioBe, nepudepudeckas
HelponaTHs, apecTe3usi, CeJaTUBHOE
COCTOSIHUE, COMHOJIEHTHOCTb, YYBCTBO AOKEHUS
HEYacTo runepecTe3us, MoJnHeponaTus, TpeMop
yacToTa 3aTyMaHEHHOCTh CO3HAHUS, OHEMEHUE, CYA0POrH
HEH3BECTHA
Hapymienust co cTopoHbI JacTo rurnepeMus ria3, HapyleHue co CTOPOHbI BEK
OpraHa 3pcHUA HEYacTo ucKoMQOpT B T1a3zax, Muo3, poropodus
Hapymenust co  CTOpOHBIHEYacTo TUHHUTYC
opraHa ciiyxa u JJaOupuHTa
HapymieHust co  CTOPOHBIYACTO TaxXUKapIus
cepana HEYacTo Opaaukapaus
Hapy1ienust co CTOpOHBI 9acTo TUIIEPTCH3US
COCYyZNoB HEYaCTO TUIIEpEMUS
Hapy1ienust co CTOpOHBI JacTo OJTBITITIKA
ABIXaTCIIBHON CHCTEMBI, HEYacTo 3aJ10’)KEHHOCTh HOCA
OpraHOB I'PYAHOU KJIIETKU U
CPEIOCTEHHUS
KenynouHo-kuieyHbie JacTo 3arop, pBOTa, CyXOCTh BO PTY, TOLIHOTA
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MBIIIICYHON, CKEJIETHOH H

HAPYIICHUSI HEYACTO
[OJIOCTH pTa
Hapy1mieHns Co CTOPOHBI  [4acTO 3y
KOKH M OJIKOXKHBIX TKAHEH |heqacto KpaIrMBHUILIA, CyXasl KOXKa, ChITIb
HapyuieHuss CcO  CTOPOHBIYACTO MCKOMGBOPT B KOHEYHOCTSX,  MBIIICYHAS

CJ'Ia6OCTB, HAIpsA>XKEHHOCTh MBIIII]

COEIMHUTEILHON TKAaH!

[MOYEK U MOUYEBBIBOSAIINX
nyTen

HEYacTo apTpairusi, 60Jb B 00Ky, 00JIb B KOHEYHOCTH,
MUAJTHUs, CKEJIETHO-MbIIIEYHAsi CKOBAaHHOCTb,
CKEJICTHO-MBIIICYHBIN TUCKOM(POPT
Hapy1ienust co CTOpOHBI HEYacTo remMarypus, JU3ypus, I3MEHEHUSI B MOUe

OO01re HapylIeHus

OYCHb 4acCTO

ACTCHU S

qacTo

rUIepTepPMUs, JUCKOMQOPT, OIIyIICHHUE Kapa,
4yBCTBO JUCKOM(OpPTA B rpyau

HECYaCTO

Oonb, 00IbL B MECTC BBEJICHUS,
YCTaJIOCTh

IIAPEKCHS,

JlaGopaTopHbIie u
WHCTPYMCHTAIILHBIC TaHHBIC

qacTo

0eloK B MoOYE, MOBBIIIEHUE CHCTOIMYECKOTO
apTepHAIbHOTO JIaBJICHUS, IIOBBIIICHHE YHUCIA
ho3uHopunos, cHwkenne MHO, ynnuHeHue
AKTHBHPOBAaHHOTO YaCTHYHOTO
TPOMOOIIIIACTHHOBOTO BpEMEHU (AYTB),
YKOpOYEHHE TIPOTPOMOMHOBOTO BPEMEHHU

HEYaCTO

HaJIU4yue JIEWKOLUUTOB B MO4YE, IIOBBILIEHUE
apTepuaJbHOrO nasieHus, nosbimenne MHO,
[OBBILICHUE CKOPOCTU OCEAAHUS SPUTPOLIUTOB,
[OBBIIIIEHUE YHCIa MOHOIMTOB, IOBBIIICHUE
YpOBHSI acnapraTaMUHOTpaHc(epasbl, CHUKEHUE
apTEpUAIbHOTO  JABJICHMS, CHI)KEHHE YHCIA|
MAJOYKOSIAEPHBIX ~ HEHUTPO(UIOB,  CHUXKEHHE
qyuciaa  TPOMOOLMTOB,  yBEJIIMYEHUE  YHCIA)
MUMQOLIMTOB, YAJUHEHHUE IPOTPOMOMHOBOIO
BPEMEHM, YMEHBIICHUE LIUPUHBI PaCIpeleICHUs

DPUTPOITUTOB IO 0OBEMY

*BKuItoYas aHaUIIAKTUYECKHUE PEAKIUI

Co00111eHne 0 MoJI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0maTh 0 TM0J03pEBAEMBIX HEXKeNaTeJIbHBIX PEAKIMAX [OCIe PEerucTpanuu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eabl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«I10JIb3a — PUCK» JIEKapCTBEHHOTO TMpernapara. MeIuIuHCKUM paOOTHUKAM pPEKOMEHyeTCs
coo0HiaTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENBbHBIX PEAKIMIX JIEKAPCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CUCTEMBI COOOIIEHHS O HEXeIaTeIbHBIX PEakIHsIX IoCyJapCTB — YWICHOB
EBpa3niickoro 3K0HOMHYECKOT0 COI03a.

Poccuiickas ®@eoepayus

DdenepanbHas ciryx0a 1o Haa3opy B cepe 3apaBooxpanenus (PoczapaBHanzop)
Anpec: 109012, r. Mocksa, CnaBsHCKas TUTOIIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru
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4.9. Tlepeno3dupoBKa

CHUMIITOMBI TIEPEI03UPOBKH HEM3BECTHBI.

B xoze uccnenoBanus npu 0JJHOKPATHOM ITOJIKO)KHOM BBEJICHHH 3JJ0POBBIM JOOPOBOJIbIIAM ObLIIa
JOCTUTHYTa MaKCUMAaJIbHAs /1032 Mpernapara 7 MT, IIpU 3TOM He ObIJIO 3apErHCTPUPOBAHO CITy4aeB
JO30JTMMUATHPYIOIIEH TOKCHYHOCTH.

S. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. dapmakoaMHAMHYeCKHe CBOWCTBA
dapmakoTeparneBTHUECKas rpyma: Npoyre aHaJbI€TUKU U aHTUITUPETUKH.
Kon ATX: NO2BG.

Mexanu3m jieiicTBus U dhapMakoguHaMudeckne 3 HeKTh

Tadanrun  (rpynmupoBOYHOE HAMMEHOBaHWE: THUPO3WI-D-aprunun-eHunananui-riviuH
amyja)  IpexacraBiseT  co0OM  MHHOBAaMOHHBIM  mpemnapar.  Tadanrun — gBisgercs
BBICOKOCHEIIU(UYHBIM ~ arOHUCTOM L 1-OMHOMAHBIX  PEHenTOpOB W  NPAKTHUECKU  HE
B3aMMOJICHICTBYET C OCTQJIBHBIMH OIMOHMIHBIMH perentopamMu (B3aUMOICHCTBHE C  O-
peuenTtopaMu Ha 3 TOpsAKa HUXKE, YeM C W-ONUOUIAHBIMH PELENTOpamMu, C OCTaJIbHBIMU
peuenTopamMu B3aUMOJEHCTBHE HE olpenaensercs). Pa3nuuaroT 1Ba MOATHUNA W-PELENTOPOB:
aKTHBalus W 1-penenTopoB BbI3BIBAET BBIPAXKCHHYIO AHANTE3UI0; AKTUBALMS [2-pELENnTOpOB
NPUBOAUT K YrHETCHHUIO JbIXaHUS, HAPYUIEHUSM CEPACUYHO-COCYIUCTON CHUCTEMBI THIIA
Opagukapaud ¥ K TOJABICHUIO MOTOPHKM KHUIIEYHMKA. TakuM oO0pa3oM, BBICOKas
cnenupuIHOCTh TaanruHa K pl-perentopam odecrneynBacT OTCYTCTBHE MOOOYHBIX d((HEKTOB,
XapaKTEePHBIX JJIs1 OOIBIIMHCTBA HAPKOTUUECKUX OMMOUAHBIX 00€300IMBAIOIINX IPEapaToB.
Tadanrua B3aUMOJICHCTBYET KaK C MEepUPEPUUSCKUMHU, TaK U MEHTPATBLHBIMH PEIENTOPaMHU,
OJIHAKO MPEHMYIIECTBEHHO JIEHCTBYeT Ha cHuHalbHOM ypoBHe. [locie Toro kak Ttadanrux
cBsi3bIBaeTCs ¢ pl-penenTopamu, BBICBOOOXTAeTcsi (G-OCTMKOBBIM  KOMIUIEKC, KOTOPBIN
MHTHOUPYET BBHICBOOOXKIEHUE KIIETKON HEHPOTPAHCMUTTEPOB 3a CYET YMEHbIIIEHUSI KOJMYECTBa,
pou3BOAUMOT0 TAM®, 3aKpHITHS KAJBIIMEBBIX KAHAJIOB U OTKPBITHS KAJIMEBBIX KaHAJIOB, YTO, B
YaCTHOCTH, CHIKAET MPOXOKIEHHEe OOJEBOro CUTHajIa B HouuienTopax. TadanruH akTHUBUPYET
AHTUHOIUIETITUBHYIO CUCTEMY M, TAKUM 00pa3oM, HapyIllaeT MEXXHEHPOHHYIO repeady 00JIeBhIX
UMITyJIBCOB Ha paznuyHbIX ypoBHAX [{THC, a Takke n3MeHseT MHTEHCUBHOCTh BOCIPUATHS 0OIH,
BO3JICHCTBYS HA BBICIINE OTJEJbI TOJIOBHOTO MO3ra.

bnaromaps nenTuaHO#N NpUpo/ie aKTUBHOTO BellecTBa TadaliruH HE HAKAIUTMBAETCS B OpraHU3Me
U HE HapyllaeT €CTECTBEHHOTO Mpollecca JeCEHCHUOMIM3AlM U BOCCTAHOBJIEHUS PELENTOPOB
mocie  aKkTUBAllMM, 4YTO  OOECleYyuBaeT  OTCYTCTBHE  pa3BUTHS  TOJNEPAHTHOCTH K
AHTUHOIUIIETITUBHOMY JICUCTBUIO TIPH MHOTOKPATHOM BBEJIEHWHU. BbIcOokas crenu@uaHocTb
tadanrvHa K P1-omMOMTHBIM perenTopamM U Haludhe aHTUHOIUIIENITUBHOTO NEHCTBUS depes
TOPMO’KEHUE KaJIbIIMEBBIX KaHAJIOB 00ECTIEUNBAET BBICOKYIO Y/ACIbHYIO aKTUBHOCTH BEIIECTBA, a
TaK)ke€ MUHUMAJIbHOE BIIMSHUE HAa CEPJIEYHO-COCYAUCTYIO U AbIXaTEIbHYIO0 CUCTEMBI, OTCYTCTBHE
sripopudeckoro AeHCTBUSA, (PU3NYECKOTO U  TCUXOJIOTHYECKOTO TPHUBBIKAHWSA, HU3KUN
HapKOT€HHBIN MOTEHI[MAI IPU MHOTOKPATHOM BBE/ICHHH.

Knunnyeckas 2d(HEKTHBHOCTE M 0€30I1aCHOCTH

B xnuHnueckoM mccnenoBanuy Ha 39 370pOBBIX T0OPOBOJIBIIAX HanboJIee paclpoCTpaHEHHBIMU
HEe)KeNaTeIbHBIMU SIBJICHUSIMH OKa3aJIMCh aCTCHHUSI, CyXOCTh BO PTY, TUIIECTE3US U JUCKOM(OPT B
rosioBe. Habmrojaembie HeXxenaTebHbIe SIBICHUS ObUIH JIETKOW CTENEHU TSHKECTH, He TpeOoBan
JICYEHUs U B MOAABIIAIONIEM OOJNBIIMHCTBE 3aBEPIIUINCH BBI3IOPOBICHUEM/IpeKpaieHueM. [1o
OIICHKE Bpadei-mccienoBaTeel, y BceX J0OpPOBOJBIEB OblIa OTMEUEHA «XOpOoIlasy» WU
«OTJIMYHAS» TIEPEHOCUMOCTH npenapata Tadanrud. He oOHapy:keHO OTpUIIATENIEHON JTUHAMHUKU
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aHaJIM30B KPOBH, KOAryJorpaMMel, oo1ero anainusa mouu, IKI uccnempoBanus.

[IpoBenenHoe knuHU4eckoe wuccienoBanue Il ¢a3pl ¢ yyacTHeM MaMEHTOB C OOJIEBBIM
CHUHAPOMOM IIpU 3JIOKAYECTBEHHBIX HOBOOOpA30BaHUAX, IPOAEMOHCTPUPOBAIO IPUEMIIEMBIN
npoduinb Oe3omacHOCTH W A(DPEKTUBHOCTH pPa3IMYHBIX 1103 npenapara Tadanrun. [lpu
MHOTOKPaTHOM TIOJKOKHOM BBEJIEHHHM OblTa OTMEYeHa comocTaBuMasi 3((EeKTUBHOCTh
pa3iauuHbIX 703 npenapara Tadanrun npenapaty MopduH, pactBop ans unbekiuii. C yuyetom
TOTO, YTO B HWCCIEIOBAaHHME BKIIOYAINCH MAIMEHTHI C KYNMHPOBAaHHBIM OOJEBBIM CHHIPOMOM,
JOCTUTHYTHIM TPUMEHEHHEM OIMOMJIHOTO IpernapaTa A0 y4acTUs B HCCIEIOBaHUU, MEPEBOJ
NAaIMEeHTOB Ha mpenapar TadalruH MOo3BOJIWI COXPAHUTh y HUX aJlekBaTHOe 00e30oinBaHME
(NRS < 3 6amioB), 4TO MOXKET CBHJCTEILCTBOBATH O BBICOKOM 00€300JIMBAIOIIEM ITOTCHIIMAIIC
[pernapara, COINOCTAaBUMOM C CHJIBHBIMH ONMOMJAMH. Y TMAlMEHTOB, HAXOAMBIIUXCS Ha
WHAMBUAYaAIbHO MOJ00paHHON A03e mpemnapara TadanruH, He ObUTO0 3aUKCUPOBAHO SMU30/10B
IPOPBIBHBIX 00JIEH, a TaK)Ke OTCYTCTBOBAJIa MOTPEOHOCTH B MEpeBOie HA MOPQHH. Y HAlMEHTOB
OBLIM OTMEUEHBI TaKHE HEXKeNaTeIbHbIe SIBJICHUS, KaK FTOJIOBOKPYKEHUE, TUIIOTEH3HS, TUIIepEeMUs
KOXKM, THUIEepPTepMHs, Auapes, TOINHOTa, pBOTA, 3amop, ciaabocTh, CeAaTUBHBIA 3(PPEKT,
MOBBILICHHE APTEPUATHLHOTO JIaBJICHHS, COMHOJIIEHTHOCTh, OHEMEHHE KOHEYHOCTEH, eIMHUYHbIC
Cllydyau aJUIeprHYecKo peakuuu, auchopuu, AE30pHEHTAIMH, CYXOCTH BO PTy H jap. Bcee
He)KelaTeJIbHbIC SBJICHHUS, KaK MPaBUIO, UMEJH JIETKYIO MU CPEIHIOI0 CTENEHb BBIPAXKECHHOCTH.
BaxxHo noa4epkHyTh, YTO ONHOU]-ACCOLMHMPOBAHHBIE COCTOSIHMS, KOTOpbIE OTMEYAIUCh Y
NAlUMEeHTOB Ha (OHE MPUMEHEHHUS aHAIbIe3UPYIONIEr0o HAPKOTHYECKOIro Ipemnapara, IHocie
puUMeHeHus npenapaTta Tadanrus 3aBeplIMINCh WM CTAJIU MPOSIBISTHCS B MEHbIIEH CTEIEHU
(HampuMep, TaKue COCTOSTHUS, KaK 3a1op, 3aTpyJHEHHOE MOYEHCITyCKaHNe, CHUKEHHE alleTUTa,
cyxocTb BO pTy). Kpome Toro, B xo/1e HabJIt0/1eHUS 3a MALIUEHTaMU UCCIIEI0BATENsIMU OTMEUEHA
MEHbIIIasi 3aTOPMOKEHHOCTh, COHJIMBOCTh, 0OJiee BHICOKAs JHEBHAs aKTUBHOCTDH MAIIMEHTOB Ha
¢done mpumeHeHus mpenapara TadainruH, 4TO MOXKET CBUAETEIBCTBOBATH 00 YIydYIICHUH
KauyeCcTBa >KU3HU MallMEeHTOB.

B npoenennom knuHuueckom uccienoBanuu I ¢assl y manueHToB ¢ 00JEBBIM CHHAPOMOM,
CBSI3aHHBIM CO 3JIOKaYECTBEHHBIMHU 3a00JI€BaHHUIMHU, ObLTa MTPOJEMOHCTPUPOBAHA COMOCTaBUMAs
sbdexTuBHOCT, Tpenapary MopduHa HU TpueMiIeMblii Mpoduias O0€30MacHOCTH Tpenapara
Tadanrun. B naHHOE KIMHHMYECKOE HCCIEeOBaHME OBLIM BKJIIOYEHBI IMAIlUEHTBI, KOTOpbIE
UCIIBITBIBAIN O0JIEBOM CHHIApPOM B WHTepBajie oT 4 no 7 OamwioB mo mkaie NRS no nauana
Tepanuu, NpeayCMOTPEHHOU TPOTOKOJIOM. 110 pe3ynbpTaraM OLlEHKH JUHAMHUKYU CPENHECYTOYHOTO
Oamla MHTEHCHBHOCTH Ooyii OBLJIO TOKa3aHo, 4ro TadaaruH oOKa3biBadl BbIPAXKEHHOE
o0e30oiMBaroniee JeiicTBUE COMOCTaBUMOE C IpernaparoM Mop¢uHa: B  pe3yibTare
MEXTPYIIOBOT0 CPaBHUTEIBHOTO aHaM3a CPEJAHECYTOYHOIro Oajjla MHTEHCUBHOCTU OONU 1O
mkane NRS He BBISBIEHO CTaTUCTUYECKM 3HAUMMBIX pa3IMyMid MO JTAHHOMY I1OKa3aTellio B
rpynmne NanueHToB, MOody4aBIIMX TadairuH, OT TPYyNNbl MAalUEHTOB, MOJIYYaBIIMX Ipenapar
MopduHa. CpenHee 3HaUEHHE CPEIHECYTOYHOIro 0ajula MHTEHCHMBHOCTH 0oiM mo mkane NRS
(Mean £+ SD) B rpymie MaiyeHToB, MOJy4aBIKMX moao0panHyro no3y Tadanruna, cocTaBHIIO
0,53+ 0,61 6anna Ha Hauano Tepanuu noAoOpanHoi no30ii u 0,54 £ 0,81 Gamna yepe3 28 nuel
Tepanuu nopodpaHHoi 1030i. CpeHee 3HaUEHUE CPETHECYTOUHOT 0 0ajuia MHTEHCUBHOCTH 00N
no mkane NRS (Mean + SD) ans Bceil momynsuuu Ha BTOPOM IEPHOJIE UCCIEIOBAHUS IOCIE
nepeBojia MalMeHTOB ¢ Mmpenapara MopduHa Ha npenapar TadairuH Ha Hayalao Tepanuu
noobpaHHON 0301, yepe3 56 nHel u yepe3 84 MHS Tepamuu MOJA0OpPaHHON T030M COCTaBHIIO
0,48 + 0,59 6amna; 0,54 + 1,03 6ayma u 0,56 + 1,11 6aymia cOOTBETCTBEHHO. B rpyrime nanueHTos,
npUMeHsBIIMX npenapaT TadanruH, mokasarenan «4acToTa COXpaHEHHUs] OTBETa Ha MPOBOJUMYIO
00e300JIMBAIOIIYIO TEPAIIUIO», «10JI1 MAIMEHTOB, KOTOPHIM MOTPEOOBANIOCH YBEIHMUEHHUE J103bI
npenapara ¢ MOMEHTa Haudajia TepanuH MoJ0OpaHHOW J030i», «I10Ji1 MAallMEeHTOB, Y KOTOPBIX
OTMEYEeH XOTsI Obl OJIMH 3MM30] MPOPHIBHOM 0O C MOMEHTa Hayaja Tepamuu MoA0O0paHHOI
JI0300», «I0Ji1 TAalMeHTOB, KOTOPbIM NOTPeOOBAIOCh MNPUMEHEHHME COMYTCTBYIOIIEH
o0e30o0yMBaoOIIel TEparuuy», CTATUCTMYECKH 3HAYUMO HE OTIMYajach OT aHAJIOTHMYHBIX
nokasartesei B rpyIie MaueHToB, Noay4yaBImux npenapat Mmopduna. K 28, 56 u 84 nxro c Hauana
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Tepanuu NOJOOpaHHON J030M He HabII0AaIoLh naneHTos, '_RQ‘II‘OﬁI'EiM:TelE)EIIIPI:H IpenapaTom

COOTBETCTBYET 3KCMEPTHOMY OTYETY

Tadanrun oxazanace Obl HedpdexTuBHONH. Ha ¢done mnpumenenuss mnpenapara Tadanrun
OTMEYaJOCh YJydlleHHue (U3NYECKOIO U IICHUXOJIOTMYECKOI0 KOMIIOHEHTOB 3/I0pOBbsSl IIO
ONPOCHUKY KauecTBa *KU3HU SF-36 ¢ MON0XKUTENIbHON CTAaTUCTUYECKU 3HaYUMOM tuHaMuKoil. 1o
pe3ysbTaTaM OLEHKU ITapaMeTpoB 0€30MacHOCTH B IpyIIe MAlMEeHTOB, IPUMEHABIINX Mpernapar
Tadanrun, Obula OTMEYEHAa MEHBINAs 4YAacTOTa IALMEHTOB C BBISBICHHBIMU CIy4asMU
He)KeNaTeNIbHbIX siBiIeHui: 36,69 % nanueHtoB npotus 72,88 % manueHToB B rpymmne MopduHa.
He Obuio oOHapykeHO OTpHULATEIBHOW JOUHAMHMKU IO pe3yJbTaTaM OLIEHKH I1apaMeTpoOB
KU3HEHHO BOXKHBIX (DYHKIMH, KITMHUYECKOTO aHAJIN3a KPOBU, OMOXMMHUYECKOTO aHAJIN3a KPOBU U
o0LIero aHaanu3a MOYH.

B oTkpbITOE CpaBHUTEIBHOE PAaHIOMU3UPOBAHHOE MHOTOLIECHTPOBOE KIIMHUYECKOE MCCIIEJOBAHNE
II dpas3sr mo m3ydenuro 3¢ppekTuBHOCTH M GE30MACHOCTH M MOJA00pPY ONTHUMAIBHOTO pEeXuMa
J103UpoBaHus mpenapara Tadanrud, pacTBop 1JIs OAKOKHOIO BBEICHHS Y AL[IEHTOB C O0JIEBBIM
CHHJPOMOM B paHHEM I0CJIEONEPALUOHHOM Nepuoie Obuio BKIIOUeHO 100 manueHToB My»XCKOTO
U JKEHCKOTO TI0Ja, TOCHUTAJIM3UPOBAHHBIX [UI IIPOBEACHUS IUIAHOBOI'O XHPYPIUYECKOIO
BMEIIATENILCTBA CPEHEN CTEIIEHH TPaBMAaTHUYHOCTH (YPOBEHb OOJIH B IIOKOE HA MOMEHT BBEJICHUS
npenaparta no mkaie NRS > 4 6anna). [Ipenapar Tadanrun BBoAUICS MOAKOXKHO B 103aX 2 Mr 3
pa3a B JieHb, 4 MI' 2 pa3a B JieHb WM 4 Mr 3 pa3a B J€Hb, B KaueCTBE Ipenapara CpaBHEHUS
ucnosnb3oBaics npenapat [Ipomenon.

[Toxa3zana BeIpaxkeHHas 3ppekTuBHOCTH npenapara TadanruH, He ycrynatomas 3¢ exTuBHOCTH
npenapata [Ipomenon, Bo Bcex Tpex uccienoBanHblx ao3ax. [Ipenapat Tadanrun Bo Beex no3ax
CHI>KaJl MHTEHCUBHOCTb 00J1€BBIX omyiieHuii Ha 50 % 3a nepBblii yac nocse BBeieHus 0oiiee ueM
y TOJIOBHHBI MAlMEHTOB, 3HAYMMBIX DPA3IMUMi MEXIy TIpynnamu mpenapara Tadairud u
npenapata [Ipomenon BeisiBeHO He ObUT0. MakcumanbHast 23 QEeKTHBHOCTD MMOKa3aHa IS PeXKIMa
no3upoBanus 4 mr 3 pasa B AeHb. [Ipu 3TOM 1o pesynpraTaM aHain3a 0€30MaCHOCTH JaHHBIN
PEKUM  O3MPOBAHUS TOKa3al TNpUEeMIIEMBIH TNpoduias 0e30macHOCTH (HE YCTaHOBJICHO
B3aMMOCBSI3M MEX]y yBEJIMYEHHEM J03bl mpenapara TadairuH U pa3BUTHEM HEKEIaTeIbHbIX
senennii). Ha pone BBenenus npenaparta Tadanrud cHmKanach MHTEHCUBHOCTH OOJIM IO IIKaJIe
NRS B nepBble U BTOpbIE CYyTKM IOCIE OIEpaluu; depe3 24 yaca 1ocie MepBOro BBEICHMS
BBIPAKEHHOCTh M3MEHEHHUs OoJieBbIx omymennit mo NRS Owuta cpaBHUMON mJis mpemnapata
Tadanrun u npenapara [Ipomenon. Kpome Toro, cyrounas 103a pe3epBHOr0 aHalbreTHKa, 10Js
NAIMEHTOB, KOTOPbIM TPeOOBAJIOCH BBEIEHUE MPenapaToB /it 00e300/MBaHNs Ha 2 IEHb MOCIIe
olepalry, ¥ 4acToTa Cly4yaeB Hel0CTaTOYHON 3((EeKTUBHOCTH Tepanuy Takke He pa3inyaliuch
MeXy rpynmnamu npemnapara Tadanrus u npenapara [Ipomenosn.

B nmpocroe cnemnoe CpaBHUTEIBHOE MHOTOLIEHTPOBOE PAHIOMH3MPOBAHHOE KIMHUYECKOE
uccnenoBanue I dhas3er 6puTH BKITFOUEHBI 250 MAIIMEHTOB MY>KCKOTO M KEHCKOTO T10J1a B BO3pacTe
oT 18 110 65 5eT, BKIIOUUTENBHO, ¢ 00JIEBBIM CHHAPOMOM B PaHHEM MOCIEONEPAIIIOHHOM IIEPUO/IE
1ocJie TJIAHOBOTO XUPYPTUYECKOI0 BMELIATENbCTBA CPEIHEN CTEIIEHN TPaBMAaTUYHOCTH (00J1acTh
XUPYPrUYECKOr0 BMENIATENbCTBA: BEPXHUNM M HIKHUM 3TaXk OpIOLIHON MOJIOCTH, MBI Ta3);
ypOBEeHb 00JIM y AIIMEHTOB Yepe3 2 yaca [ociie BBEACHUs apaleTamosa J0KeH OblT COCTAaBIIATh
> 2 banna u < 4 6amra nmo mkane NRS.

[Tpenapat TadanruH BBOAUIN TOAKOYXKHO 3 pa3a B IEHb B 103€ 4 MT, IPYIIIbI CPAaBHEHUS MTOTydalln
iane6o, KOTopoe, 0 ITHUECKUM COOOpaXKeHUIM, Yepe3 8 4acoB 3aMEHsUTH Ha JIEKCKETONpodeH
niu npemnapat [Tpomenon.

B xone uccnenoBanust ObUTH POAEMOHCTPUPOBAHBI IPEBOCXOACTBO APPEKTUBHOCTH Mpernapara
Tadanrun Han mranebo u He MeHbIas dPPekTUBHOCTH Npenapara TadairuH B CpaBHEHHH C
npenapatoMm IIpomenon. Ha c¢one BBenenus mnpenapara Tadairun oTmeyasoch 3HaYMMOE
CHI)KEHHE BBIPAXKEHHOCTH OOJIEBBIX OIIYIIEHUI B MEpBble 6 4acoB, CPABHHUMOE C TaKOBBIM Ha
¢done BBeneHus npenapata Ilpomenon M cTaTHCTUYECKM 3HAUYMMO MPEBOCXOJsIee IJanedo.
Taxoxe mpenapar TadanruH CHIKaT BRIPAXEHHOCTH 001M Kak 1o mkane PAR, tak u mo mikarnme
NRS, kynupyst 6051b Kak B TIOKO€, TaK U MU JBUKEeHUU. [Ipu olieHKe 6€30MacHOCTH Teparuu He
OBLIIM YCTaHOBJIEHBI CTATUCTUYECKU 3HAYMMBbIE PA3JINYUS MKy IPyHIaMH 110 4acTOTE Pa3BUTHUS
HE)XeNaTeNbHbIX sBJIeHUi. Hanbosnee yacTbiM HeXenaTeNbHbIM SIBJICHUEM B IpYIIE Mpernapara
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Tadanrun O6bu1a «boas B MECTE MHBEKIIUNY», KOTOpas EGQQM@T&%%L GBia Herkoit

CTETICHH BBIPAXKEHHOCTH U JUTHIIACh He Oosiee 5 MUHYT (y IBYX MAalMEHTOB OHA BO3HUKAJA TIOCTIE
KaX/I0OM WHBEKIWH, y OJHOTO MalMeHTa Obula OJHOKpatHOi). [lo pesympraram maHHOTO
UCCIieIoBaHMs ObUIa JIOKa3aHa THIOTe3a MPEBOCXOJCTBA Tepamuu mpernaparoMm Tadanrun Hag
mianebo, KpoMe Toro, ObuTa TOKa3aHa He MeHbInas 3¢P(EKTUBHOCTH npenapara Tadainrud B
cpaBHEHUHU ¢ npenaparom [Ipomenod.

5.2. @®apmakokuMHeTHYeCKHe CBOIiCTBa

AOGcopouus

B nccnenopanuu Ha 39 310pOBBIX TOOPOBOJIBIEB ITPU OJTHOKPATHOM I1/K BBeZieHUH B 03¢ 4,0 mr,
5,0 mr, 6,0 Mr 1 7,0 MT ObUTH ycTaHOBIIEHBI cpemHue 3HaYeHUS Cmax — 152,533 + 28,367 ur/mu,
204,200 £ 45,955 ur/min, 227,300 + 36,058 ur/man u 257,093 + 55,030 HI/MAI COOTBETCTBEHHO.
Junana3oH 3Ha4Y€HMM BPEMEHM JOCTHXKCHHS MakcUMalibHOM KoHUEHTpaluu (Tmax) cocTaBisii
0,17-1,00 u.

Cpennne 3HaYeHUs IJIOMAAA TMOA (PapMaKOKHHETUYECKOW KPHUBOW «KOHIICHTPAITUS-BPEMSI
AUCo.t mocie oHOKpaTHOTO TI/K BBeACHUs npenapara B no3ax 4,0 mr, 5,0 mr, 6,0 mr u 7,0 mMr
cocraBmim 384,65 + 52,796 u*ur/mn, 507,494 + 89,898 uw*ur/mmn, 590,973 + 152,314 y*ar/Mi u
695,724 + 130,653 u*HIr/MJI COOTBETCTBEHHO.

B wccnemoBannn Ha TamnuMeHTax C OOJIEBBIM CHUHAPOMOM, BBI3BAHHBIM 3JI0KAUECTBEHHBIMU
3a0oneBaHusMH, y 13 manueHToB OBbUIM YCTAHOBJICHBI cleAyrolue (apMaKOKHHETHUYECKUE
napameTphbl:

- CpelHHE 3HAYeHUs MaKCUMaJIbHOW KOHIEHTpAHH Cmax MOCIIE MHOTOKPATHOTO I/K BBEACHUS
4 mr mpemapata Tadanrua cocraBwiu 216,550 ur/mn, 158,050 ar/mn u 77,47 Hr/mn  anst
MEXI030BbIX MHTEPBAIOB § 4, 12 4 u 24 4y cooTBeTCTBEHHO. [Ipy yBEeIMYEHUU MEX1030BOTO
WHTEpBaJla  HAOIIONAIOCh  MPONOPIUOHAILHOE  CHIDKEHHWE  3HAYCHUH  MaKCUMAaTbHON
KOHIEHTpaluu (yBelIHMUYEHHE MEXI030BOr0 HHTEepBaia ¢ 84 A0 249 COOTBETCTBOBAJIO
TPEXKPATHOMY CHHIKCHHUIO CpeaHero 3HaYeHU Cmax).

- CpeaHue 3HAYCHMs TUIOMIAAM TMOJ (HapMaKOKMHETHYECKON KPUBOH «KOHIICHTPALIHS-BPEMS
AUCo.6ss mocie MHOTOKpaTHOTO T/K BBeleHHs 4 Mmr mpenapata TadairdH COCTaBUIH
593,109 u*ur/mi, 532,553 u*Hr/ma u 286,25 a*Hr/MI1 11s1 MEXI030BBIX UHTEPBAJOB 8 U, 12 4 u
24 49 cooTBeTCTBEHHO. l[lnomanpr MmMoja KPUBOM CHIKAJIACh C YBEJIMYEHHUEM MEXKI030BOTO
WHTEpBana.

- Tmax TIOCJIE MHOTOKPATHOTO I1/K BBeNieHus npemnapata Tadanrun cocraBunu 0,25 4, 0,741 0,54
JUTSL MEXK/1030BBIX UHTEPBANOB § 4, 12 4 1 24 4 COOTBETCTBEHHO.

Pacnpencenenue

Cpennue 3HaUeHUS BPEMEHHU YepKaHUs JIEKapCTBEHHOTO BellecTBa B Tuiazme kpoBu MRT mocrne
OJIHOKPATHOTO TI/K BBeAeHUs mnpenaparta Tadanrun B mozax 4,0 mr, 5,0 mr, 6,0 mr u 7,0 mr
cocramii 3,012 + 0,197 4, 2,925 + 0,224 4, 3,049 + 0,481 gy u 3,23 £ 0,184 4 COOTBETCTBEHHO.
Cpennue 3HaueHus oObeMa pacmpeneneHus Vd mocie OJHOKPATHOTO BBEICHUS Iperapara
Tadanrun B no3ax 4,0 mr, 5,0 mr, 6,0 mr u 7,0 mr coctaBmnu 35,022 + 3,968 1, 30,515 + 3,183 x,
39,757 + 10,054 1 u 37,082 + 9,672 1 COOTBETCTBEHHO.

Cpennue 3HaYeHUs Kaxylerocs odovema pacmpenencaus VI/F mocie MHOTOKpaTHOTO I1/K
BBeeHus npenaparta Tadanrud coctaBuiu 23,7 i1, 26,5 11 56,0 11 17151 MEXT030BBIX HHTEPBAJIOB
8 4, 12 y u 24 u coorBercTBeHHO. [laHHBII MapameTp 0OpaTHO MPONOPIMOHANIEH KOHCTAHTE
SJMMUHAIIMA W TUIOMIAAM TOJ] KPUBON «KOHIICHTPAIMSA-BPEMS» B MEXKJI030BOM HWHTEpBAJIE,
MO03TOMY O0BEM pacIpeieICHHs] YMEHBIIAJCS 10 MEPE YBEIMUYEHHUS MEKI030BOT0 HHTEPBAIA.

B uccrnenoBanusax Ha KMBOTHBIX IMOKa3aHO, YTO TadaiaruH mocie OJHOKPATHOTO TI/K BBEICHUS
KpbICaM pacrpe/IeiIeTcs 10 OpraHaM M TKaHsM HepaBHOMepHO. Hanbonee natencuBHo Tadanrun
IIPOHMKAET B TKAHU IMOYEK, TKAHEBAs TIOCTYIMHOCTh MperaparTa B Io4e4yHou TkaHu cocrasiser 0,71.
Opran-muineHs aercTBus npemnapara Tadanrun, TOTOBHOM MO3T, SIBISETCS CIASAYIOIIHNM OPTraHOM
no crenenn pacnupeneneHus (0,47), 4To TOBOPUT O CENEKTHBHOCTH paclpenesieHus mpernapara B
opras (papMakoOAMHAMHYECKOTO JICHCTBUS.




COOTBETCTEBYET 2K
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Buotpanchopmarus (MOCNEOOBA

Hcxons u3 mpupoasl pemnapara, mpearnoaaraercs, 4To OH JOCTATOYHO OBICTPO METa0OIU3UPYETCS
¢ 00pa3oBaHKEM OJIUTOICTITUIOB U aMUHOKHUCIIOT, UICHTUYHBIX YHIOTECHHBIM.

B uccnenoBanusax Ha )KUBOTHBIX aHAIH3 NMPOJYKTOB OnoTpanchopmariu npenapara Tadairus B
oOpasmax mia3Mbl KPOBU KPBIC IOCJIE OJHOKPATHOTO IOJAKOXKHOTO BBEIEHHUS B J03¢ | MI/KT
MOKa3aJjl, YTO MEeNTH/IBI I AMHHOKHCIIOTHI, 00pa3yromuecs npu OuoTpanchopMaiuy mpemapara ¢
Y4€TOM €ro XHMHYECKOTO0 CTPOCHHS, SBJISIOTCS TOJHBIMH TOMOJIOTAMHU DHAOTEHHBIX TPHU- U
JTUTIENITHIOB ¥ aMUHOKHCIIOT, OOBIYHBIX JIJIsi 00IIero MeTa0oIM3Ma OpraHu3Ma, COOTBETCTBEHHO,
JIAaHHBIE TIENTUABl U AMHUHOKHUCIIOTHI B OOJIBIIIOM KOJIMYECTBE JIETEKTHUPYIOTCS B HOPME B KPOBH
KPBIC.

OIUMUHALMSA

Cpennue 3HAaYEHUS TIEpUOJIa TIONYBBIBEICHUS |12 TOCIE OJHOKPATHOTO BBEACHHS Iperapara
Tadanrun B go3zax 4,0 mr, 5,0 mr, 6,0 mr u 7,0 Mr coctaBuiu 2,428 + 0,355 4, 2,191 £ 0,202 v,
2,708 £ 0,399 g 1 2,539 + 0,298 4 COOTBETCTBEHHO.

Cpennue 3HaYCHUS TTePHO/1a MOTYBBIBEICHHS T 1/2 TOCJIE MHOTOKPATHOTO IT/K BBEICHHS ITpenapara
Tadanrun cocrasmiu 3,029 4, 3,012 9 u 4,54 94 a5 MEKI030BBIX UHTEPBATIOB § 4, 12 4 u 24 4
COOTBETCTBEHHO.

Cpennue 3Hauenus obuero kimuperHca CL/F mocie MHOrOkpaTHOro /K BBEICHHUS Iperapara
Tadanrun cocraBum 5,415 n/4, 6,295 n/49 u 8,54 n/9 nig MEXKI030BBIX UHTEPBAJIOB 8 4, 12 4 n
24 9 COOTBETCTBEHHO.

5.3. /laHHBbIe JOKJIUHHYECKOH 0e30MaCHOCTH

Onenka ocTpoil U CyOXpOHMYECKONW TOKCHYHOCTH mpemnapara Tadanrun Oblia mpoBeaeHa Ha
MBIIIAX, KPBICAX U co0aKax Mopo bl OUTIb. Y CTAHOBJICHO, YTO CyOcTaHIus TadanruHa, BBEICHHAS
B quana3zoHe 103 oT 16—80 Mr/kr, XOpouio MepeHOCUTCS KUBOTHBIMHU, BHEIIHUE MPOSBICHUS
TOKCHYHOCTH OTCYTCTBOBand. [lpu BBenennn cyOcraniuu TadairuHa B quama3oHe 103 oT 96—
320 MI/Kr 'y SKMBOTHBIX HAOJIOJAM CIEAYIOIIUME J10303aBUCHUMbIC BHEIIHHE MPOSBICHUS
TOKCUYHOCTH — 3aTOPMOKEHHOCTb, BSUIOCTb, 3K30(DTallbM, MHJIO3PEKLIMIO, CyXocTh ria3. llo
pe3ynbTaTaM OLEHKU OCTPON TOKCUYHOCTH Mpernapara Tadanrud Ha cobakax ObIJIO yCTaHOBIIEHO,
YTO OJIHOKpaTHasi J03a 25 MI/KT, IpPEeBbIIIAONIas MpeanoiaraeMylo TeparneBTHUECKyO 103y B
500 pa3, He BbI3Basa rudenu )kUBOTHOTO. [IpH 3TOM y cobaku cpasy mocie BBEIeHUSI 0TMeYanach
MHOTOKpaTHas pBOTa, Cl1a00CTh, Mape3 3aJHUX KOHEYHOCTEeH, e30prueHTanus. JlaHHbIe sBIeHUS
OTMEUAJINCh B TEUEHUE [JIBYX YacOB M 3aTéM IIOCTENEHHO NpOXOJWIH. BnusHue Ha
(GYHKIIMOHAJIBHOE COCTOSIHME OPTaHOB U CUCTEM OpTaHn3Ma CO0aKy MPAKTUYECKU OTCYTCTBOBAJIO.
[Tpyr M3ydeHUM KyMyJsiLuU CyOCTaHIMM TadairuHa METOIOM CYOXPOHHUYECKOW TOKCHYHOCTH
OTMEUYEHO OTCYTCTBHE BHEIIHUX MPOSBICHUNA TOKCUYHOCTHU MIPHU BBEACHUM HU3KUX PA30BbIX J103.
Hauunas ¢ 17 nHs BBeneHus (pazoBast J103a 3,68 MI/KT) y KpbIC HOSBUIIMCH 3aTOPMOKEHHOCTb,
BSUJIOCTh, IK30(TAJIbM, CYXOCThb IJjla3 cpa3y IOCJ€ BBEICHHUs, MpoXoisiue uepe3 3—4 daca.
Y cTaHOBIIEHO, YTO IIpenapar He KyMYJIUpPYeT.

Cyb6cranuus TadanruHa npu exXeIHEBHOM MOIKOKHOM MPUMEHEHUH B TeueHue 45 AHeH y KpbIC
HE BbI3bIBAIa TMOEIH )KMBOTHBIX, HE OKa3blBajla BIMSHHUSA Ha oOlee COCTOSHUE, HE BbI3bIBANIA
BHEIIHUX MPOSBICHUI TOKCHMYHOCTH, HE W3MEHsJIa NoBeleHYeckue peakuuu. Ha ocHoBaHumM
MOJYYEHHBIX JIaHHBIX U3y4YE€HHBbIE CyMMapHble 1036l npenapara Tadanrun 45,0 u 22,5 mr/kr npu
MOJIKOYKHOM BBEJICHUH 0XapaKTEPHU30BaHbI KaK HU3KHUE TOKCUYECKHUE T03bI, BHI3bIBAIOIINE Clla0ble
oOpaTuMble U3MEHEHHUS B OpraHax M CHUCTeMax OpraHu3Ma Kpbic. TadalruH mpu MOAKOXKHOM
BBeeHNH B TeueHue 14 cytok (1 pa3 B meHb) B mo3e 0,5 MI/Kr HE BBI3BIBAJ TOJIEPAHTHOCTH U
CHUHpOMa OTMEHBI IIOCIIE MPEKPAIIEHNS KYPCOBOTO BBEJIEHHS Y MBILLIEH.

Pe3ynbrarthl OLEHKM BAMSHHUS TadairuHa Ha KapAUONYJIbMOHAJIbHYIO CHUCTEMY IOKa3ajau
OTCYTCTBHE CYLIECTBEHHOI'O BJIMSHUS HAa YPOBEHD aPTEPUAJIBHOTO JaBJICHUS, OTCYTCTBUE BIUSHUS
Ha 4acToTy AbIXaHus, cTpykTypy OKI' y skcnepuMmeHTanbHBIX KUBOTHBIX. B HccienoBaHusx
crneun(ruyecko TOKCHMYHOCTH y OSKCIEPHUMEHTANbHBIX >XHUBOTHBIX Mpenapar TadairuH He
BbI3bIBAJI T€HHBIX MYTalM{d MO THUIy CIBUra paMKHU CUMTHIBAHUS M 3aMEHbl OCHOBAHUS Yy
UHIMKaTOpHBIX mTamMMoB Salmonella typhimurium, mpu BHYTpHOprOIIMHHOM BBEJCHUU B J103aX
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ITH (repaneBTnueckass mo3a) u 10T/1 cratneriiecr | %Qé;gﬁ'égggl BHE :'IJI—H_',H%II;IIICJ!é)BaJI

XPOMOCOMHBIE abeppaIiy B KJIETKaX KOCTHOrO Mo3ra mbiiiei uauu C57BL/6, B nozax 19T/ u
109T/] ne BeiwiBan nopexaeHus JHK. Ilpu oOpaboTke nuuMHOK Ap030(GUIIBI MpernapaTom
Tadanrua B koHIeHTparusx 10 Mr/Ma w5 MI/MII CTaTHCTUYECKH 3HAYMMOTO YBEIHYCHUS
YacTOThl MOSIBJICHUS COMATHUECKUX KJIOHOB Wts/Wts, T.€. KJIIOHOB, B KOTOPBIX IPOHM3OILIA
WHAKTUBAIlMg HOPMAJIBHOTO ajuieii B PE3yibTaTe COMATHYECKOM PEKOMOMHAIIMU, TOYEUHOMU
MyTaldy, JUO00 TEeHHOM WIM XPOMOCOMHOW JeJelMd C O0Opa3oBaHMEM TOMO3HUIOTHI 10
MYTaHTHOMY T€HY, 3apETUCTPUPOBAHO HE OBLIO.

[Ipemapat He OKa3bIBaeT BIUSHUS HA PEMPOAYKTUBHYIO CHUCTEMY KpPBIC U COOAK MO JAHHBIM
WCCJICIOBAaHUA XPOHUYECKOW TOKCHYHOCTH: y JKUBOTHBIX Ha (DOHE XPOHHUYECKOTO BBEICHUS
npernapata TadalruH B CBEpXTEpaNeBTUYECKHX J103aX HE OTMEYAIOCh WM3MEHEHHsI MaccChl
MOJIOBBIX KeEJIe3, a TAKKE HAPYIIECHUH CO CTOPOHBI TUCTOJIOTUU U MOP(OJIOTUN CEMECHHUKOB U
anyHuKoB. [Ipenapar Tadanrun He Oka3bIBaeT TOPMOHAIBHOTO ACHCTBHSL.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCOMOraTe/IbHBIX BeLECTB
Harpus xnopun

Mannuton (E 421)

I'munun

Hatpus anerara tpurngpar

VYkcycHas kucnora aensHas (st koppekuuu pH)
Bopa g nabpexunii

6.2. HecoBMeCTHMOCTD

[NonKOoXKHBIE HHBEKIIUU

B cBs3u C OTCYTCTBHEM HCCIIEJOBAHUN COBMECTUMOCTH, JAHHBIH Ipernapar He CleayeT
CMEIIHUBATH C APYTUMH JICKAPCTBEHHBIMH MPENapaTaMu.

6.3. Cpok roaHocTH
2 rona.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NMPH XPaHEHUH
XpaHUTh U IEPEBO3UTH B xonoauiabHUKE (2—8 °C) B opurnHasipHO# nauke. He 3amopaxuBats.

6.5. XapakTtep u cojep:kaHue NePBUYHON YITAKOBKH

0,5 mi, 0,75 Mt uu 1,0 MJ1 B aMITyJIbI CBETO3ALIUTHOTO CTEKJIA THII | ¢ IIBETHBIM KOJIBIIOM pa3iioMa
WM C IBETHOW TOYKOM M Haceuykol. Ha ammyssl TOMOJHUTENBRHO HAHOCAT OJHO, 1BA WIN TPU
I[BETHBIX KOJIbLIA MU O€3 JTOMOJIHUTENBHBIX [IBETHBIX KOJIEII.

S aMIysn B KOHTYpPHOM SYEMKOBOM YNAKOBKE W3 IUICHKH IOJUBHHWIXJIOPUAHOW M IUICHKH
NOJMMEPHOHN 1K 0€3 MIEHKH.

2,4 unu 6 KOHTYPHBIX STYEHKOBBIX YITAKOBOK BMECTE C JINCTKOM-BKJIABIIIIEM B TAUKE U3 KapTOHA.
ITayka ¢ ABYX CTOpPOH 3aKje€eHA HAKJIEMKaMU W3 CaMOKIJIEALIErocs Marepuana i KOHTPOJI
BCKPBITUSI WU 0€3 HaKJIeeK.

0,5 mu, 0,75 mut uim 1,0 M1 B IINPUIIBI CTEPUIIbHBIE TPAalyHPOBaHHBIE UM 0€3 TpajlyupOBKH U3
OecuBeTHOro cTekia Tul l; ¢ urmoi, 3alUTHBIM  KOJMA4ykKOM, C JOMOJHUTEIbHBIM
ABTOMATUYECKUM UM HEABTOMATUYECKUM YCTPOMCTBOM JUISl 3aLLIUTHI UIJIBI IOCIIE UCIIOJIb30BaHNUs
HINpULA, UK 0€3 HETO.

1, 2 wim 3 mmpuna B KOHTYPHOM SYEHKOBON ynakoBKE M3 IUIEHKU MOJIMBUHUWIXJIOPUIHON MU
nomdITUIeHTepedTaTaTHOM MW TUICHKM MHOTOCIOWHOW WM TOJIMIPONWICHOBOM, WIIN
MOJIN3TUIIEHOBOM.

1 xoHTypHas sueiikoBas ynakoBka nmo | wimm 3 mmpuna; 5 wim 10 KOHTYpHBIX AYEHKOBBIX
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YHAKOBOK IO 2 HIIMPUIIA BMECTE € JIMCTKOM-BKII4IbIIIEM %I;KE%';%BEQ EHOCTL 0008)

ITauka c ABYX CTOPOH 3aKJICCHA HaKJICHKaMUd U3 CaMOKJICAIICTOCA MaTcpuaia IJjisi KOHTPOJIA
BCKPBITHA WU 0e3 HaKJIeeK.

6.6. Oco0Oble Mepbl NPEIOCTOPOKHOCTH MNPH YHHYTOKEHHH HCIOJb30BAHHOIO
JICKAPCTBEHHOI0  Npenapara WJIM OTX0A0B, TMOJYYEHHBIX IIOcjde TNPHMEHEeHHus!
JIEKAPCTBEHHOI'0 Mpenapara UM Apyrue MAHUIYJIAUMHA C HUM

Bechb ocraBumiics nekapCTBEHHBIN IpenapaT U OTXO/bI CIEYEeT YHUUTOKUTh B YCTAHOBJIEHHOM

TOPSIZIKE.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockogckas o0u1., T. Ceprues Ilocan, n. benukoso, 1. 11
Ten.: +7 (495) 956-29-30

OnektponHast mouta: info@sotex.ru

7.1. TlpencraBuTe/ib Aep:KaTesisi perucTPAllMOHHOIO YI0CTOBEPEHH s

[IpeTen3un noTpeduTesiel HAPaBIsATh MO aJIPecy:

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockogckas o0u1., T. Ceprues [locan, n. benukoso, 1. 11
Ten.: + 7 (495) 956-29-30

OnexkTpoHHas noyra: pharmacovigilance@sotex.ru

8.  HOMEP PETMCTPALIMOHHOI'O YAOCTOBEPEHHUS
JITI-Ne(001039)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPALIUU (IIOJATBEPXKJIEHUA PETUCTPAILIUN,
INEPEPETUCTPALIUN)
Hara nepBoii peructpauuu: 19.07.2022

10. JATA NEPECMOTPA TEKCTA
OO0mass xapakTepuCcTHKa JEeKapCTBEHHOro mnpenapara Tadanrun, 4 Mr/mu, pacTBop Ais
IOJKOKHOTO ~ BBEJICHMS, JIOCTyIHa Ha  HWHPOpMaLMOHHOM mopTane  EBpasuiickoro

SKOHOMHUYECKOTO COr03a B  HH(OPMALMOHHO-KOMMYHMKAIIMOHHON cetn  «lMHTEepHEeT»
http://eec.eaeunion.org
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