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OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHHOPO TIFERAPATA 7004

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA
Opuyc, 5 Mr, Ta0JIeTKH, TOKPHITHIC TUICHOYHON 000JI0UKOH.
2. KAYECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB
[elicTByrollee BEIECTBO: A€3JI0PATAIMH.
Kaxxnas Tabnerka compepxut 5,0 Mr e3nopatajiHa MUKPOHU3UPOBAHHOTO.
BcnomorarenbHble BelleCTBa, HAJMYME KOTOPBIX HAJAO YYUTHIBaTH B COCTaBe Ipemnapara:
JIAKTO3bl MOHOTHUIpAT (cM. pazaen 4.4.).
[TonHBbIi TepedeHb BCIIOMOTaTeNbHBIX BEIIECTB MPUBECH B paszeine 6.1.
3. JEKAPCTBEHHASA ®OPMA
TabyeTKu, MOKPHITHIC TNIEHOYHONW 000JIOUKOM.
Kpyrible ABOSKOBBITYKIIBIE Ta0NIeTKH roiryooro mBera. C OAHONW CTOPOHBI TAOJIETKH MMEETCS
HeOoJIbIIoe YIITyOIeHHE B IIEHTPE, Apyrasi CTOpOHA TJIaaKas.
4. KIMHNYECKUE JAHHBIE
4.1. Tloka3aHusi K NpUMeHEeHHUI0
JlexapcTBEHHBIN MpenapaT DpHUycC MOKa3aH K MPUMEHEHHUIO y B3POCIBIX U JAeTel cTapiie 12 ner
pH AUICPrUYeCKOM PUHHUTE (YCTPAaHEHUW WM OOJICTYCHWM YUXAHUS, 3aJI0)KEHHOCTH HOCA,
BBIJICTICHUS CITU3U U3 HOCA, 3yJla B HOCY, 3yJa Heba, 3yJla U MOKpAaCHEHUS Tia3, Cle30TeueHus);
KpanuBHUIIE (YMEHBIICHUU WIH YCTPAHEHUH KOKHOTO 3Yy/1a, CHIIN).
4.2.  PexxuM 103UPOBAHUS H CIIOCO0 MPUMEHEHHS

PexxuM 103upoBaHus

Bspocnvie
PexomeHnj0BaHHas 103a i B3pocibix: 1o 1 Tabnetke (5 mr) 1 pa3 B cyTKH.
IIpoodondcumenvnocms mepanuu
[Tpu neyeHn Ce30HHOTO AJIEPrUUecKOro puHUTa (HAJIMYMEe CUMITOMOB MPOJIOJIKUTEIbHOCTHIO
MeHee 4 fnHeH B Heleno WM MeHee 4 Henlenb B Tojay) HEoOXOAMMO OLIEHMBAaTh TEUYEHUE
3aboneBanud. Ilocie Mcue3HOBEHUs CUMIITOMOB NpHEM Ipemnapara cieayeT npekpatuth. [Ipu
MOBTOPHOM BO3HHKHOBEHUU CUMIITOMOB JIEYEHHE MOKHO BO30OHOBUTD.
[Ipy KpyraoroaWyHOM aJIEPrUYecCKOM PHUHHUTE (HAJIWYUE CHUMIITOMOB IPOJIOJIKUTEIBHOCTHIO
6onee 4 nHell B Hexemto win Oosee 4 HeAenb B roJly) MpeAroiaraeTcs ATUTEIbHOE JIeUeHEe B
TEUYEHUE BCEro NEpUOAa KOHTAKTA C AJNIEPTEHOM.
[Ipy kpanuBHUIIE NPUMEHTH NP HAIWYUU CUMITOMOB, MHAUBUYAJIbHASI TPOIOJKATEIBHOCTh
Tepanuy ONpPeEsAeTCs BPAUOM.
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[Ipenapar Opuyc He cieayeT Ha3HayaTh JeTsIM B Bo3pacte oT 0 mo 12 njer, st AaHHOM
JIEKapCTBEHHON (POPMBI, B CBSI3U C HEBO3MOKHOCTBIO 00ECIIEUUTh PEeXUM J03UpoBaHus. pyrue
JIeKapCTBEHHbIE (YOPMBI W/WUJIHM JAO3UPOBKU MOTYT JIydllle YAOBIETBOPATH MOTPEOHOCTH JTaHHOU

TPYIIBL.

Cnooco0 npuMeHeHus

Buytps. Tabnerky cnemyer mporiarbiBaTh LEJIMKOM, HE pa3KeBbIBas, W 3alMBaTh BOJOM.
[Ipenapat ’xenaTeabHO NMPUHUMATh PETYJSIPHO B OJAHO M TOXKE BPEMs CYTOK, HE3aBUCHUMO OT
BPEMEHH IIpUEMa MHIIH.

4.3. IIporuBomoka3aHus

['MnepyyBCTBUTENBHOCTh K J€3J10paTaJAMuHy, JIOpAaTaJluHy WIM JIIOOOMY M3 BCIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3zeie 6.1.

4.4. OcoOble ykazaHusi 4 Mepbl IPEIOCTOPOKHOCTH NMPHU NPHUMeHEeHUH

HccnenoBanmii 3 (peKTHBHOCTH JEKAPCTBEHHOTO MpenapaTa Ipuyc Mpu PUHUTAX WHPEKITMOHHON
3THOJIOTUU HE NPOBOJUIOCH.

Heo6xonumo co0mroiaTh OCTOPOXKHOCTD NMPH NMPUMEHEHHM Ipernapara Jpuyc y HalUeHTOB C
CyJOpOraMM B aHaMHeE3€, OCOOEHHO Yy MAlMEHTOB JAETCKOro Bo3pacra. Cienyer IpeKkpaTuTh
IPUMEHEHUE IIperapara B ciiydyae pa3BUTHS Cy10pOT.

C OCTOPOXKHOCTBIO CIENYET Ha3HAYaTh NALMEHTaM C TSKEION IOYEYHOM HEOCTATOYHOCTBIO.
[TauenTam ¢ penko BCTpeyarollelcs HACIEACTBEHHOM HENEPEHOCUMOCTBIO TallaKTO3bl,
ne(UIUTOM JaKTa3bl JIOMaped WM TII0KO30-TalaKTO3HOW ManbaOcopOiueil He ciexyer
MPUHUMATD ITOT IIpemnapar.

45. B3aumopeiicTBHe C JPYIrMMHM JIeKapPCTBEeHHbIMH INpenapaTamMM U JApyrue BH/bI
B3aMMO/EHCTBUA

He BbIsIBIEHO KIMHMYECKH-3HAYUMBIX B3aMMOJEHCTBHM B HCCIIEIOBaHUSIX MPU COBMECTHOM
OPUMEHEHUH C a3UTPOMMIIMHOM, KETOKOHA30J0M, JPUTPOMMIMHOM, (IIYOKCETUHOM U
muMeTuAMHOM. OJHOBpPEMEHHBI NpUeM MHIM WM ynoTpeOsieHue rpeindpyTroBoro coka He
OKa3bIBaeT BIUSHUSA Ha 3PPEeKTUBHOCTD Mpernapara.

OpHrycC HE YCHIIMBAET JEHCTBHE aJIKOI0JI HAa HEHTPAIBHYIO HEPBHYIO CUCTEMY. TeM He MeHee, BO
BpEMsI [TOCTPErUCTPAIIMIOHHOTO TPUMEHEHUSI ObUTH 3aPETUCTPUPOBAHBI CITyYau HEMEPEHOCUMOCTH
AJIKOTOJII U aJIKOTOJIBHOIO omnbsHeHus. IloaTomy ne3nmopaTagvH OJHOBPEMEHHO C aJIKOIOJIEM
CJIELyeT IPUMEHSTH C OCTOPOKHOCTBIO.

4.6. @epTWIBLHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD
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KIIMHUYECKHX TAHHBIX 0 0€30MMaCHOCTH IPUMEHEHUS IEKAPCTBEHHOTO Mpemnapara Jpruyc BO BpeMs
OEpEeMEHHOCTH.

JlakTamus

Jle3nmoparaivH, akKTUBHOE BEIIECTBO, BBIBOJUTCS C TPYAHBIM MOJIOKOM, IOATOMY NPUMEHEHHUE
JICKapCTBEHHOTO TIperapara Dpruyc BO BpeMsl KOPMIICHHSI TPYbI0 IPOTHBOIIOKA3aHO.

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAMHU U padoTaTh €
MeXaHu3MaMHu

Crenyer mpuHUMaTh BO BHUMAHHE MOTCHIIMAIBHYIO BO3MOXKHOCTh Pa3BUTHSI TaKUX IMOOOYHBIX
3¢ (}eKToB, KaK TOJOBOKPYKEHHUE U COHJIMBOCTh. [Ipy TOSIBIICHUM OMMCAHHBIX HEXKEIATeIbHBIX
SIBIICHUH CIIEIyeT BO3JCPKATHCS OT BBIMOJTHCHUS YKA3aHHBIX BUJIOB JICATEIHHOCTH.

4.8. HexegaTelbHble peakIHu

Pesrome mpoduisg 6e3onacHoOCTH

Hau6onee gacro BcTpeuaromnuecst nodounsie 3G dextst (>1/100 g0 <1/10), gacToTa KOTOPHIX ObLIA
HECKOJIBKO BBIIIIE, Ye€M IMpH TpueMe Ianedo («IyCTBHIIIKK»): TMOBBIIICHHAS yTOMIISIEMOCTh
(1,2 %), cyxoctb Bo pty (0,8 %) 1 ronouas 601b (0,6 %).

VY nereit B Bo3pacte 12—17 ner, mo pe3ynbTaraM KIMHUYECKHX HCCIEAOBAHUN, HaUOOIee YacTo
BCTPEYAIONIIMCS TOOOYHBIM (P (EKTOM SBISIIach To0BHAs 6016 (5,9 %), yacToTa KOTOpPOii ObLITa
HE BBIIIIE, YeM IIpH npueme mianedo (6,9 %).

Wudpopmanus o moOOYHBIX JPQeKTax MpeAcTaBlIeHa IO pe3yjbTaraM KIWHHYECKUX
UCCIIEIOBaHUN U HAOII0/ICHUI TOCTPErUCTPALIMOHHOTO NTEPHO/A.

PesroMme HexxenaTeabHBIX PEAKIIN

HexenarenpHble peakiuy MEPEUUCIICHBI 10 CHCTEMHO-OPTaHHBIM KJIaCCaM C YKa3aHUEM 9acTOTHI
COracHO cheayromeil kmaccudukanuu: odeHb 4yacto (>1/10), gacto (ot >1/100 mo <1/10),
Hevacto (ot >1/1000 mo <1/100), peako (ot >1/10000 go <1/1000), ouens peaxo (<1/10000);
4acToTa HEHW3BECTHA — I10 HWMCIONIMMCS JaHHBIM yCTAaHOBUTH YAaCTOTY BO3HUKHOBEHHUS HE
MPEJICTABISUIOCH BO3MOYKHBIM.

Hapywenus co cmopoHbl ncuxuxu

OdeHb peKo: TALTIONUHAIUY.

YacToTa HEM3BECTHA: aHOMAJILHOE TTOBE/ICHUE, arpecCus, ICTPECCUBHOE PACCTPOUCTRO.
Hapywenus co cmopoHbl HepsHOlL cucmembl

Yacro: ronoBHast 60J1b.

OdeHb peaKo: TOJOBOKPYKEHUE, COHIMBOCTh, OECCOHHMIIA, TICHXOMOTOPHASI TUTIEPAKTUBHOCTb,
CYIOPOTH.

Hapywenus co cmoponul neuenu u sxcenuesbl8o0auux nymeti
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OunmupyOuHa, rernaTur.

YacToTa HEU3BECTHA. JKCIITyXa.

Hapywenus co cmoponvl nuwyesapumenvhoi cucmembl

Yacro: cyXoCcTh BO PTY.

Ouensb penko: 001b B ) KUBOTE, TOIIHOTA, PBOTA,

AUCIICIICHUSA, NUAPCs, MOBBIILICHUC AIlIICTUTA.

Hapywenus co cmoponul cepoeuno-cocyoucmotl cucmemsbl

OueHb peKo: TaxXuKapaus, ceparcOneHue.

YacroTa HensBecTHA: yayinHeHue nuatepnaia QT.

Hapywenus co cmoponvl onopHo-ogucamenvpHo2o annapama

OueHb peiKo: MUAIITHS.

HapymeHuﬂ CO CNMOPOHRbL KOJHCU U NOOKOICHBIX MKAHEL

Yacrota HeusBecTHA: (DOTOCEHCUOMIN3AIINS.
Hapywenus co cmoponul spenust

Yacrora HEM3BECTHA: CHHIPOM «CYXOTO0» Tiia3a.
Obwue paccmpoticmea

Yacro: MoBbIIIIEHHAS YTOMIISIEMOCTb.

OdeHb penko: aHa(UIAKCHS, aHTHOHEBPOTHYC
KpanuBHUIIA.

YacroTa HEeM3BECTHA — ACTEHUS.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

CKMH OTEK, OJBIIIKA, 3Yy[, Chblllb, B TOM YHUCIE

YacToTa HEeM3BECTHA — ITOBBIIICHUE MACChI TEJIA.

TIlocmpecucmpayuonnwiii nepuoo.

I[eTI/IZ JaCTOTa HEU3BCCTHA — YUIMHCHUC WHTCPBAJIa QT, apuTMus, 6paI[I/IKapI[I/I$I, AdHOMAJIbHOC

IMMOBCACHHUC, aIrpeCCusl.

Co001IeHns 0 TOa03pEBAEMBIX HEKENATEIBHBIX

PCAKIINAX

BaxkHo cooOmare O MOM03PEBAEMBIX HEXKEIATENBHBIX pEaKUUsAX II0CI€ PerucTparuu

JICKAPCTBCHHOI'O IIpcIiapara € LCJIbIO obOecrieucHuUs HCMPEPBIBHOTO MOHUTOPUHI'Aa COOTHOMICHUA

«I0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpCIliapara. MeauIuHCKUM pa60THI/IKaM PCKOMCHAYCTCA

COO6H13TB 0 JTI00BIX MMOA03PEBACMEBIX HEKECIATCIbHBIX PCAKOHUAX JICKAPCTBCHHOIO IIpfliapara

4epe3 HAIMOHAJIBHBIC CHUCTCMBI COO6H.[6HI/I$I 0 HEXKCIATCIBHBIX PCAKIUAX IOCyaapCTB — YJICHOB

EBpa3uiickoro 5kKOHOMHUYECKOTO COI03a.

Poccuiickas Penepanus

109012, r. MockBa, CnaBstHcKast rIomais, 1. 4,

ctp. 1

®denepanpHas cnyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBraanzop)
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Tenedon ropseit mmimi: 8 800 550 99 03 (NOCNEROBATENLHOCTE 0004)

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

PecyOsnka Bemapych

220037, r. Munck, ToBapurieckuii miep., 2a

PVYII «lleHTp 3KCIIEpTU3 U UCIIBITAHUM B 31PaBOOXPAHEHUN»
Tenedon: + 375 17 242 00 29

DnexkTponHas moura: repl@rceth.by

https://www.rceth.by

PecnyOnnka ApMeHus

0051, r. EpeBan, nip. Komuraca, 49/5
«lleHTp 3KCHepTU3HI IEKAPCTB U METUIIMHCKUX TexHooruii» [HKO
Tenedons! ropstueit manu: +374 10 20 05 05, +374 96 22 05 05
DnekrpoHHas moura: Vigilance@pharm.am
http://pharm.am
4.9. TIlepeno3upoBka
CuMOTOMBI
[Ipuem 10361, IPEBBIIAIONICH PEKOMEHJIOBAHHYIO B 5 pa3, HE MPUBOJUI K TOSIBICHUIO KaKHX-
700 CUMIITOMOB. B X0/1€ KIMHMYECKUX UCIBITAHUI €KEJHEBHOE MPUMEHEHHE Y B3POCIbIX U
MOJPOCTKOB Je3fiopaTaguHa B J03e 10 20 Mr B TedueHue 14 1HeW He COMPOBOXKIAIOCH
CTaTUCTUYECKU WM KIMHUYECKH 3HAYUMBIMU U3MEHEHUSIMU CO CTOPOHBI CEpAEYHO-COCYAUCTON
cucteMbl. B kimHUKO-(papMaKoJIOrH4ecKoM HCCIIeIOBAaHUN TTPUMEHEHUE JIe37I0paTaiHa B 103€
45 mr B cyTku (B 9 pa3 Bbllle pekoMeHayeMol) B TeueHue 10 nHel He BBI3BIBAIO YJTMHEHUS
unTepBana QT 1 He cOMPOBOXKIATOCH MOSIBICHUEM CEPbE3HBIX MOOOYHBIX 3PPEKTOB.
Jleuenue
[Ipu cmoydaiilHOM m@pueMe BHYTpb OOJIBILIOTO  KOJIMYECTBA Ipernapara HE0OXOAUMO
HE3aMeJINTETbHO O0OpaTUThCA K Bpady. PekoMeHIyeTcsi TMPOMBIBAHHE KEIyIKa, IpUeM
AKTUBHPOBAHHOTO YIJIS; IPU HEOOXOAMMOCTH — CUMIITOMaTHueckas Tepanus. [le3nopaTtaauH He
BBIBOJIUTCS TIPU TeMouanuse, 3 (HeKTUBHOCTh MEPUTOHEATHHOTO JUAlIN3a HE YCTAaHOBJICHA.

5. ®APMAKOJIOTUYECKHUE CBOMCTBA
5.1. dapmakoamHaMHyecKHe CBOHcTBa
®dapmakoTepaneBTUUYeCKas ITpynna: aHTUTUCTAMUHHBIE CPEJICTBA CUCTEMHOTO JIEUCTBHUS; IpyTue
AQHTUTUCTAMUHHBIE CPEJICTBA CUCTEMHOIO JIEUCTBHUS.
Kox ATX: RO6AX27

MexauusMm aercteus, hapMakoarnHaMudeckKue YO EeKToI
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AHTUTUCTAMUHHBIN Mpenapar AJIATEIbHOTO ,Z[GI/ICTBI/'IEI ﬂggﬂgl-c%

MeTa0OoJIUTOM JiopaTaguHa. MIHrubupyer kackaJ peakuuil aaiepruueckoro BOCHAJICHUS, B TOM
YHCJI€ — BBICBOOOXICHUE TPOBOCTIAIUTENbHBIX IIMTOKUHOB, BKJIt04Yas uHTepiaekunsl NJI1-4, UJI-
6, NJI-8, NJI-13, BricBOOOXIEHNE MpoBOCcHamuTenbHBIX XeMOKHHOB (RANTES), npomykiuio
CYIEPOKCHUIHBIX aHHOHOB aKTUBHUPOBAHHBIMH MOIUMOP(GHOSIEPHBIMUA HEUTPOPHIIaMU, are31I0
U XEMOTAaKCHC 303MHO(HIIOB, BBIIEICHUE MOJEKYN aare3ud, Takux kak P-cenmexrtun, IgE-
OTIOCPE0OBAaHHOE BBICBOOOXKACHNE TUCTaMMHA, TpocTarianauaa D2 u neiikorpuena C4. Takum
o0pa3oM, MpeaynpexaacT pa3BUTUE U OOJIerdyaeT TeUeHHE AJJICPrHUecKUuX peakiuii, oOnamaet
MPOTUBO3YIHBIM M  INPOTUBOIKCCYIATUBHBIM  JEHCTBUEM, YMEHBIIAET IPOHULAEMOCTh
KallWJUISIPOB, NIPEAYIPEXKAACT pa3BUTHE OTEKA TKAHEH, Clia3Ma ITIaJKOMH MyCKYJaTypBbl.

IIpenapar He OKa3bIBaeT BO3ACHCTBUSA HA LIEHTPAJIbHYI0 HEPBHYIO CHUCTEMY, IIPAKTUYECKU HE
obOmamaer cenaTuBHBIM 3((EeKToM (HE BBI3BIBACT COHJIMBOCTH) W HE BIMSIET Ha CKOPOCTh
MICUXOMOTOPHBIX peakiuii. B KIMHMKO-(apMaKOIOTUYECKUX UCCICIOBAHUAX MPUMEHEHUS
JIe3JI0paTaivHa B PEKOMEHIyeMOU TEPaNleBTUYECKOM 103€ HE OTMEYAIOCh YJIMHEHHsI HHTEPBAJIA
QT na OKT.

[elicTBHe JIeKapCTBEHHOrO Ipenapara JDpuyc HauyuHaeTcss B TeueHue 30 MUHYT mociie rnpuemMa
BHYTpPb U IIPOAOJKAETCS B TeUEHUE 24 4acoB.

5.2. ®apmMakoKHHeTHYeCKHUe CBOHCTBA

AOGcopouus

Je3noparaiuH XOpoIIO BCAChIBAETCS B JKEIYJAOYHO-KUIIEYHOM Tpakre. Onpenensercs B mia3Me
KpoBH uepe3 30 MUHYT mociie npuema BHYTpb. MakcuMaslbHass KOHLIEHTpALMs JOCTUTAETCs B
cpenHeM uepe3 3 yaca rocie npuema.

Pacnopenenenne

He nponukaer yepes remarosnuedannyeckuii 6appep. CBs3b ¢ OeKaMu M1a3Mbl COCTaBIIsAET 83—
87 %. Ilpu npuMeHeHnn y B3pOCIbIX U MOAPOCTKOB B TeueHue 14 nueii B 1o3e ot 5 mr g0 20 mr 1
pa3 B CYTKM KJIMHUYECKH 3HAUMMOHN KyMyJSLUHU Npenapara He oTmeyaercs. OJHOBpeMEHHBIN
IpUeM NUIIM WK TperndpyToBOro coka He BIMSIET Ha paclpeiesieHue e3oparajuHa MpHU
IIPUMEHEHNH B 1103€ 7,5 Mr 1 pa3 B IeHb.

BI/IOTDaHCd)ODMaHI/ISI

Heznoparanun He siBasiercst uHruoOutopoM CYP3A4 u CYP2D6 u He sBnsercs cyOcTparoM HIn
uHruOutopoM P-mukomporenna. HTeHcuBHO — MeTaboiu3upyeTcss B IE€YEHH IyTeM
THJIPOKCIIINPOBaHUs ¢ oOpazoBanueM 3-OH-ne3noparaanta, COETUHEHHOTO C IIIOKYPOHUIOM.
OnuMUHAINS

JInmpb HeOonbIas yacTh MPUHATON BHYTPh 03Bl BRIBOAUTCS oUKaMu (< 2 %) 1 uepe3 KUIIEUHUK

(<7 %). Ilepuon momyBeiBeAeHus1 — 20—30 "acoB (B cpenHeM — 27 4acoB).
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6.1. IlepeyeHb BCIOMOraTeJIbHbIX BelllECTB
KanmbIus TuapodocdaTa TUruapar,
LIEJUTI0JI03a MUKpOKpUCTaundeckas 102,
Kpaxmall KyKypy3HbIii,
TaJbK.
[Tnenouynast 060s104Ka TabIETKH:
omaapaii II romy6ori 32B10817 (J1akTo3bI MOHOTHApAT, TUIPOMEINIO3a, THUTaHA ITUOKCHI,
Makporoj, FD&C romy6oii #2 / ”HIUTOKapMUH aJIFOMUHUEBBIH J1aK),
BOCK KapHayOCKHil.
6.2. HecoBmMecTHMOCTH
Henpumenumo.
6.3. Cpox rogHocTH (CPOK XpaHeHUs1)
2 rona.
6.4. Oco0ble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHUH
Xpanuts npu temmnepatype He Boie 30 °C.
6.5 Xapakrep u coaepkaHue NePBUYHONH YNIAKOBKH
I[To 10 Tabmerok B 6muctep u3 [IBX/ [IXTDI/Al donbru. 1, 2, 3, 4 unu 10 6nrctepoB BMecTe ¢
JUCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO TTAYKY C KOHTPOJIEM TIEPBOTO BCKPBITHS.
6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TP YHUYTOKEHHH HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara MWJd OTX0JA0B, TMOJYYeHHBIX TOcCJe NPUMeHEeHHUs
JIEKAPCTBEHHOT0 MpenapaTa v JApyrue MAaHUMYJISIIIUN ¢ PenapaToM
OcoOble TpeOOBaHUsI OTCYTCTBYIOT.
7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS
[IIBerinapus
baiiep Koncsromep Kap AT, Ilerep Mepuan Iltpacce 84, 4052 bazens
Temedon: +41 58 272 7272
DnekTpoHHas mouta: reception.basel@bayer.com
7.1  IlpeacTraBuUTe]b Aep:KaTe/isl PErHCTPALMOHHOIO YI0CTOBEPEHUsI

[Tperen3un norpedUTENEd HAPABIATE 110 aJIPECY

Ha meppumopuu Poccutickou @edepayuu u Pecnyoruku Apmenus:
AO «BAMEP»

107113, r. Mocksa, yi. 3-s1 Peibunckas, 1. 18, ctp. 2, Poccus
Tenedon: +7 495 231 12 00

DneKTpOoHHas MoyTa: ru.communications@bayer.com


mailto:reception.basel@bayer.com

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.09.2024 N= 13009

Ha meppumopuu Pecnybnuxu Apmenus 0ononn menvno Moret-bpatiamytz- 2= 1o 0004)

0015, r. Epesan, yn. JI3opanu 70/3, Apmenus

Tenedon: +374 11 20 15 50

Dnekrponnas nmoura: drugsafety.ch.am@agga.swiss

Ha meppumopuu Pecnyboauku Benapycsy.:

220089, r. MuHnck, np. J3epxkunckoro 57, nomemenue 54, benapycn
Tenedon: +375 17 239 54 20

DneKTpoHHas 1moyrta: ptc.belarus@bayer.com

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

9. JATA IEPBUYHOM PETUCTPAIIMM (TOATBEPKJIEHUS PETUCTPAILIUH,
HEPEPETUCTPALINN)
JlaTta mepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mmas xapakTepHUCTUKa JIEKApPCTBEHHOTO IpermapaTa Dpuyc IOCTyNHA Ha WH(OPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHONW CEeTH

«UuTepuer» https://eec.eaeunion.org/
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