OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA
Opuyc, 5 Mr, TabJIeTKH, TOKPHITHIC TIICHOYHONH 000JIOUKOH.
2.  KAYECTBEHHBIA U KOJJUWYECTBEHHBINA COCTAB
JelicTBytolliee BEUIECTBO: 1€3710pATAIHH.
Kaxnas tabnerka comepxut 5,0 MT 1e3j10paTaiitHa MUKPOHHU3UPOBAHHOTO.
BcnomoraTenbHble BellecTBa, HaJWYME KOTOPBIX HAI0 YYMTHIBATH B COCTaBe IIperaparta:
JIAKTO3bl MOHOTUJIpAT (cM. pazaen 4.4.).
[TonHbIi epeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.
3. JIEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOU 000TOYKOM.
Kpyrabie nBosikoBBIMTyKIbIe TabaeTKu royooro 1msera. C OJHONW CTOPOHBI TaONETKH HMEETCs
HeOO0JIbIIIOe YTITyOJIEHUE B IIEHTPE, Ipyrasi CTOpOHA TiIaiKasl.
4. KJIMHUYECKUE JAHHBIE
4.1. Iloka3aHusi K IPUMEHEHUIO
JlexapcTBeHHBIN NpenapaT DpUyc MOKa3aH K IPUMEHEHUIO y B3pOCIBIX M JeTel ctapiue 12 ner
IpH AJICPrUYeCKOM PUHUTE (YCTPAaHEHWW WM OOJETYCHHHM YWXaHHs, 3AJ0KEHHOCTH HOCA,
BBIJIEJICHUS CIIU3U U3 HOCAa, 3y/la B HOCY, 3yJa Heba, 3yJla U MOKPACHEHHUS TJ1a3, CIIe30TEUCHHUS);
KpanuBHUIIE (YMEHBIICHUN WIH YCTPAHEHUH KOKHOTO 3y/1a, ChIIIN).
4.2. PexuM 103UPOBAHHUSA M CIIOCO0 NPUMEHEHHUS

PexxuM 103upoBaHus

Bspocnvie
PexomenoBanHas 103a 715 B3pOCibIX: 1o 1 Tabnerke (5 mr) 1 pa3 B CyTKH.
IIpooonscumenvrocms mepanuu
HpI/I JICYCHUU CC30HHOI'0 AJUICPIUYCCKOr0O puHUTA (HaJ'II/I‘-II/IG CUMIITOMOB IPOAOJIKUTCIIBHOCTBIO
MeHee 4 NHEW B HEIemo Wi MeHee 4 Henelb B Tojy) HEOOXOAMMO OIICHHBATh TEUEHUE
3aboneBanus. [locine MCUe3HOBEHUSI CHMIITOMOB IIPHEM Tperapara cieayeT ImpekpaTuTh. [lpu
MMOBTOPHOM BO3HUKHOBCHUU CHUMIITOMOB JICHCHUC MOXKHO BO306HOBI/ITB.
[Ipy KpyriorogMuHOM ayuIEPTUYECKOM PUHUTE (HAJIMYUE CUMITOMOB MPOAOJIKUTEIBHOCTHIO
Oosiee 4 naHE# B Hemeno uiu Ooisiee 4 HENENb B TOY) MPEIIONIaraeTcs IJIUTEIbHOE JICUCHUE B
TEUEHHUE BCETrO Meproaa KOHTAKTA C AJNIEPTCHOM.
HpI/I KpallMBHUILIC IPUMCHATH IPH HAJIMYHUKU CUMIITOMOB, MHAWBUAYAJIbHAA MPOAOJKUTCIIBHOCTD
TCpaIuu OMpPCACIISACTCS Bpa4OM.

eTH

Jlemu cmapwe 12 nem



Pexxum 103upoBaHus y fAeTeit ctapiie 12 JeT COOTBETCTBYET PEKUMY T03UPOBAHUS Y B3POCIIBIX.
Jlemu om 0 0o 12 nem

[Ipenapar Dpuyc He cieayer Ha3zHauyaTh JeTaM B Bo3pacte or 0 nmo 12 ner, mjis JaHHOM
JIEKapCTBEHHOHN (POPMBI, B CBSI3U C HEBO3MOKHOCTBIO 00ECIIEUUTh PEXKUM J03upoBaHus. [pyrue
JeKapCTBEHHbIE (POPMBI /UM JAO3UPOBKU MOTYT JIy4llle YAOBIETBOPATH MOTPEOHOCTHU NaHHOM
TPYIIIIBI.

Cnooco0 nnpuMeHeHus

BuyTtps. TabneTky cneayeT mporjiarbiBaTh IEJIMKOM, HE pa3KeBbIBas, M 3alHUBaTh BOJOW.
[Ipenapar *xenareabHO NPUHUMATH PETYJSIPHO B OJAHO M TO € BpPEMS CYTOK, HE3aBHCHMO OT
BPEMEHH MPUEMa TTHIIH.

4.3. TlporuBomoxkasaHus

['MnepuyBCTBUTENBHOCTh K JI€3JI0pAaTaAHy, JIOpATaJAUHYy WU JIIOOOMY U3 BCIIOMOTaTelbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

4.4. OcoOble yka3aHusi 1 MepbI IPEJIOCTOPOKHOCTH NPHU NPHUMEHEeHUH

HUccnenoBanuii 23 PpeKTUBHOCTH JIEKApCTBEHHOT'O IIpenapaTa Jpuyc Npu pUHUTaX MH(EKIIMOHHOM
STHOJIOTUU HE MPOBOUIOCH.

HeoOxomumo cobioiaTh OCTOPOKHOCTh MPH NMPUMEHEHUH TMpernapara Dpuyc y MalUeHTOB C
CyJIOoporaMM B aHaMHe3€, OCOOEHHO y MAIMEeHTOB AETCKOTro Bo3pacrta. ClieayeT MpeKpaTHTb
MpUMEHEHHUE Mpernapara B ciiydyae pa3BUTHUS CyI0POT.

C OCTOpPOKHOCTBIO CIIEAYET Ha3HAYATh NAIUEHTaM C TSHKEJION MOYEYHOM HEJOCTATOYHOCTBIO.
[TanmeHTaM C peaKo BCTPEYAIOLIEHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajlaKTO3bl,
NeQUIUTOM JIaKTa3bl JIOMaped WM TJIIOKO30-TalakTO3HOH MajbaOcopOuueit He chemyer
MPUHUMATH ITOT TIPETapar.

4.5. BzauMmopgeiicTBHe ¢ JIPYrMMH JIeKAPCTBEHHBIMM IMpenaparamMd M JApyrue BHAbI
B3aHUMOJdEeHCTBUSA

He BBISBICHO KIMHHYECKHU-3HAYUMBIX B3aMMOJCHCTBHI B HCCICIOBAHUSX TPU COBMECTHOM
OPUMEHEHUH C a3UTPOMHIIMHOM, KETOKOHA30JI0M, OJPUTPOMHIIMHOM, (IIYOKCETHHOM U
nuMeTuaAnHOM. OJHOBpPEMEHHBIN NMpHUeM MUIM WIK yHoTpeOjeHHe TrpeindpyToBOoro coka He
OKa3bIBaeT BIMSHUS Ha 3P(HEKTUBHOCTH IIpernapara.

Dpuyc HE YCUIIMBAET JIEUCTBHE AJIKOTOJI HAa LIEHTPAIbHYIO HEPBHYIO cucTeMy. TeMm He MeHee, BO
BpeMsl TOCTPETUCTPAIIMOHHOTO TPUMEHEHUS OBUTH 3aPETUCTPUPOBAHBI CITyYal HEMEPEHOCUMOCTH
QJIKOTOJII U aJIKOTOJIbHOrO omnbsHeHus. [loaToMy ne3noparaguH OIHOBPEMEHHO C aJKOToJIeM
CIIeTyeT MPUMEHSTh C OCTOPOKHOCTHIO.

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

bepemeHHoCTh



[Ipumenenue mnpenapara npu OEpeMEHHOCTH NPOTHBOIOKA3aHO B CBA3M C OTCYTCTBHEM
KIIMHUYECKHX TaHHBIX 0 0€30MaCHOCTH IPUMEHEHUS JIEKAPCTBEHHOTO TIperapara Ipuyc BO BpeMst
OepeMEHHOCTH.

Jlakranus

Jle3nopaTaiuH, akKTUBHOE BEILECTBO, BBIBOJUTCS C IPYAHBIM MOJIOKOM, ITO3TOMY NPHUMEHEHHUE
JIEKapCTBEHHOTI'0 IIpernapara Dpuyc BO BpeMsl KOPMIIEHHSI TPYAbI0 IPOTUBOIIOKA3aHO.

4.7. BuusiHMe HA CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeACTBAMH M padoraTh ¢
MeXaHH3MaMHU

Crnenyer npMHMMaTh BO BHMMaHUE NOTEHIMAIbHYI0 BO3MOYKHOCTh PA3BUTHUS TAKUX MOOOYHBIX
3¢ (}eKToB, KaK TOJOBOKPYKEHHUE U COHIMBOCTh. [Ipy MOSIBIICHUM ONMMCAHHBIX HEXKeTaTelbHBIX
SIBJICHUH CJICAYCT BO3ACPKATHCA OT BBINIOJHCHHA YKAa3aHHBIX BUAOB ACATCIIbBHOCTH.

4.8. HexeaareJbHble peaKIMU

Pesrome mpoduist 6e3onacHOCTH

Haub6ounee yacto Bcrpeuatomuecs nodounsie 3pdexts (=1/100 no <1/10), yacToTa KOTOPHIX ObLIA
HECKOJIBKO BBINIE, Ye€M MpHU MpueMe Marnedo («IIyCTBHIIIKKW»): MOBBIIICHHAS YTOMIISEMOCTh
(1,2 %), cyxocts Bo pty (0,8 %) 1 ronosnas 601k (0,6 %).

VY nereit B Bo3pacte 12—17 neT, mo pe3yjbTaraM KIMHHYECKUX HMCCIEAOBaHUM, HanboIee 4acTo
BCTPEUAIOITUMCS TOOOYHBIM 3(PPEeKTOM SABISLIIACH TOJIOBHAS 0015 (5,9 %), yacToTa KOTOpOH ObLITA
HE BBIIIIE, YeM NpH npuemMe 1anedo (6,9 %).

Nudopmanus o mnobOounblx dddekrax TmpeacTaBieHa M0 pe3ysibTaTaM KIMHHYECKUX
MCCIICI0BaHMI M HAOJIOICHU TTOCTPETUCTPAITMOHHOTO TIEPHO/IA.

PesroMe HexxenaTeabHbIX peaKIIui

HexxenarenbHble pCaKkuu nNepeUYrCICHbI IO CUCTCMHO-OpPraHHbIM KJIaCCaM C YKa3aHUCM YaCTOTLL
COTJIaCHO CIIeAyromel Kiaccuukanuu: odeHb yacto (>1/10), gacto (ot >1/100 mo <1/10),
Hevacto (ot >1/1000 mo <1/100), peaxo (ot >1/10000 mo <1/1000), ouens peako (<1/10000);
YaCTOTa HCU3BCCTHA — II0 UMCHOIIUMCS OJAaHHBIM YCTAHOBUTHL YaCTOTY BO3HHUKHOBCHHUS HC
MMPpEaACTaBIAIOCH BO3MOKHBIM.

Hapywenus co cmopoHbl ncuxuxu

OdeHb peaKo: TaJUTIOIMHAIIHH.

YacToTa HEU3BECTHA: aHOMAIIBHOE TIOBEJICHUE, arpeccus, IePECCUBHOE PACCTPONUCTRO.
Hapywenus co cmopoHul nepeHoU cucmembl

Yacro: rosioBHast 60I1b.

OueHb peaKo: TOJIOBOKPYKEHUE, COHIIMBOCTh, OECCOHHUIIA, ICHXOMOTOPHASI THIIEPAKTHBHOCTb,
CYZIOPOTH.

Hapymenuﬂ CO CNOPOHbL nevYeHu u cheﬂlteebleodﬂmux nymeﬁ



OdeHb peaKo: TOBBIIIEHHE AKTUBHOCTU (DEPMEHTOB I€YEHH, IOBBIIIEHNE KOHIEHTPALUU
OmnupyOnHa, TemaTur.

YacToTa HEeU3BECTHA: KENTyXa.

Hapywenus co cmoponul nuwesapumensHol cucmemol

YacTo: cyXocTh BO PTY.

Odenb penko: 00Jb B KUBOTE, TOITHOTA, PBOTA, TUCTIETICHS, TUAPES, TOBBIIIICHHUE allTIETUTA.
Hapywenus co cmoponul cepoeuno-cocyoucmotl cucmemsbl

OdeHb peKo: TaxuKapaus, cepaledneHue.

YacroTa HensBecTHA: yayinHeHne naTepsana QT.

Hapywenus co cmoponuvl onopno-ogucamenvHozo annapama

OueHb penKo: MUAIITHSL.

Hapywenus co cmoponvl Kodtcu u nOOKOINCHBIX MKAHeL

Yacrora HensBecTHA: (DOTOCCHCUOMITH3AITHS.

Hapywenus co cmoponul 3penus

YacToTa HEU3BECTHA: CUH/IPOM «CYXOTr0» IJIa3a.

Obwue paccmpoiicmea

Yacro: MoBbIIIEHHAs YTOMIISIEMOCTb.

Odenp penko: aHaduiIakcHs, aHTHOHEBPOTHYECKHUN OTEK, OJBIIIKA, 3Yy[, ChIllb, B TOM YHCIIC
KpanuBHUIIA.

YacToTa HEN3BECTHA — ACTCHMUS.

Jlabopamophvie u uncmpymenmanvHvle OaHHble

YacToTa HeU3BECTHA — MOBBILIEHNUE MACCHI Tea.

TocmpezucmpayuonHulii nepuoo.

Jetu: yactora Hem3BecTHA — yanuHeHue uHTepBasa QT, aputMus, Opagukapaus, aHOMaIbHOE
MOBE/ICHUE, arpecCHsl.

COOGH.IGHI/ISI 0 IOA03PEBACMBIX HEKCIATCIIbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOAO3pEeBaeMBbIX HEXKENIATeIbHBIX PEAKIHSIX IOCIe PETUCTPAIUH
JIEKapCTBEHHOTO Ipernapara C Lelbio 00ecTedeHns] HEPEPhIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKApCTBEHHOTO IMpemnapara. MeauIMHCKUM paOOTHUKAM pPEKOMEHIYyeTcs
cooluare 0 JIOOBIX TMOI03PEBAEMBIX HEXKENATENbHBIX PEaKIUAX JIEKAPCTBEHHOIO Ipernapara
YCpe3 HAIIMOHAJILHBIC CUCTCMbI COO6H_I€HI/I$I 0 HCIKCJIATCIIbHBIX PCaKIUAX IroCydapCTB — YICHOB
EBpa3zuiickoro 3KOHOMHYECKOr0 COI03a.

Poccuiickag ®enepanust

109012, r. Mocksa, CraBsiHCKasl miiomiaib, 1. 4, ctp. 1

®denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)



Tenedon ropsaeit muauun: § 800 550 99 03
OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

PecnyOsmka Bemapych

220037, r. Musnck, ToBapuileckuii nep., 2a

PVII «lleHTp dKCIIEpTU3 U UCIIBITAHUM B 31paBOOXPAHEHUN»
Tenedon: +375 17 242 00 29

DnekTpoHHas noyrta: repl@rceth.by

https://www.rceth.by

PecniyOonuka ApmeHus

0051, r. Epesan, nip. Komuraca, 49/5
«lIeHTp AKCIEPTU3BI JIEKAPCTB U MEAUIIMHCKUX TexHosorui» ['HKO
Tenedons! ropsueit muanm: +374 10 20 05 05, +374 96 22 05 05
OnexTpoHHas noyra: vigilance@pharm.am
http://pharm.am
4.9. Ilepeno3upoBka
CuMnOTOMBI
IIpueM 1103bl, IPEBBIILIAIONICH PEKOMEHJOBAHHYIO B 5 pa3, HE MPUBOAWI K IOSBICHUIO KaKUX-
1100 CUMNTOMOB. B X0/1€ KIMHUYECKUX WCHBITAHUN €XEeIHEBHOE NMPUMEHEHHUE y B3POCIBIX H
MOJAPOCTKOB Je3fiopaTaguHa B no3e 10 20 mMr B TedeHue 14 nHEH HE CONMPOBOXKAAIOCH
CTaTUCTUYECKH WIHM KIMHUYECKH 3HAYUMBIMHA U3MEHEHHSIMU CO CTOPOHBI CEPACYHO-COCYTUCTON
CUCTEeMBl. B KIMHUKO-(papMaKoJIOrHUECKOM UCCIEAOBAaHUH MTPUMEHEHHE Ae3/IopaTaguHa B 03¢
45 mr B cyTku (B 9 pa3 Bblllle peKOMeHIyeMoii) B TeueHue 10 aHel He BBI3BIBAIO YUIMHEHHS
unaTepBaia QT u He CONTPOBOKIATIOCH MOSBICHHEM CEPbE3HBIX TOOOYHBIX (D (PEKTOB.
Jleuenue
I[Ipu caywailHoM TmpueMe BHYTPb OOJNBIIOrO KOJMYECTBA Ipemapara HEoO0XOAUMO
HE3aMeJUIMTEIbHO O0paTHTbCS K Bpauy. PeKoMEHIyeTcsi NpOMBbIBaHHME KEIyJKa, INpHEeM
AKTHBUPOBAHHOIO YIJIS; IPU HEOOXOAMMOCTH — CUMIITOMaTuyecKkas tepanus. JlesnoparaauH He
BBIBOJIUTCS IIPU TreMouanse, 3¢ (HeKTUBHOCTh EPUTOHEATHLHOTO JUAIN3a HE YCTaHOBJICHA.

5. ®APMAKOJIOTTYECKHUE CBOMCTBA
5.1. ®apmakoamHaMu4YecKHe CBOICTBA
dapmakoTepaneBTUUYECKas ITpyna: aHTUTHCTAMUHHBIE CPEJICTBA CUCTEMHOTO JIEUCTBUS; IPYyTHE
AQHTUTMCTAMUHHBIE CPEJICTBA CHCTEMHOTO JIEUCTBHUS.
Kon ATX: RO6AX27

Mexanusm neiicteus, dapMakoarnHaMuueckue 3 dheKThl
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AHTUTUCTAMUHHBIA mpenapar UIMTEIBHOrO NAEUCTBUS. SBIsieTCS MEPBUYHBIM AKTUBHBIM
MeTabonuToM soparaguHa. MHruOUpyeT Kackal peakifii ajiepruyecKoro BOCIANICHUS, B TOM
Yrciie — BBICBOOOXKACHNE TPOBOCIIATMTENbHBIX IIATOKUHOB, BKIItouas nHTepaeiikuns NJI-4, 1JI-
6, NJI-8, NJI-13, BeicBOOOXIEeHUE TpoBOcHanuTeabHbIX XeMOKHMHOB (RANTES), npoxykiuto
CYTNEPOKCHUIHBIX AaHHOHOB aKTUBHUPOBAHHBIMH MOJUMOP(HOSACPHBIMU HEUTpOhUIaMU, aire3uto
U XEMOTAKCHC J03WHO(WIIOB, BBIIICJICHHE MOJEKYJ aare3uu, Takux Kak P-cemexkrtwn, IgE-
OTIOCPEOBAaHHOE BBICBOOOXKIACHNE TUCTAaMMHA, pocTarianauHa D2 u neiikorpuena C4. Takum
00paszoM, MpeaynpexaacT pa3BUTHE M O0JerdaeT TEUCHHE aJUIEPTrHYECKUX PeaKIuid, o0iamaer
NPOTUBO3YIHBIM U  TNPOTUBOIKCCYIATUBHBIM  JCWCTBUEM, YMEHBIIAET MPOHUIAEMOCTh
KallWJUISIPOB, MPEAYIIPEKAACT pa3BUTUE OTE€KA TKaHEH, cra3Ma IaIkod MyCKyJIaTyphbl.

[Ipenapar He oOka3bIBaeT BO3JAEHCTBUS HA LICHTPAJIbHYIO HEPBHYIO CHCTEMY, NMPAKTUUYECKU HE
obnamaer cematuBHBIM 3(PQekToM (HE BBI3BIBAET COHJIMBOCTH) W HE BIHSET HA CKOPOCTh
MICUXOMOTOPHBIX peakiuii. B KIMHHKO-(hapMaKoIOTHYECKUX MCCIEAOBAHUAX MPUMEHEHUs
Jie3J10paTaiiia B PeKOMEHIyeMON TepaneBTUYECKOM /103€ HE OTMEUAIOCh YIJIMHEHUs] MHTEpBaIa
QT na OKT.

JlelicTBrE JIEKapCTBEHHOTO Mpenapara Dpuyc HauMHaeTcs B TedeHue 30 MUHYT MOcie nmpuema
BHYTPb M MIPOJOJIKAETCS B Te€UEHUE 24 4acoB.

5.2. ®apmakokuHeTHYeCKHe CBOICTBA

AOGcopouus

JleznopaTaivH XOpOILIO BCACHIBACTCS B XKEMyAOUHO-KUIIIEYHOM TpakTe. Onpezensercs B 1jia3Me
KpoBH uepe3 30 MUHYT moclie mpueMa BHYTph. MakcuMasbHasi KOHIIEHTpAIUsl TOCTUTaeTcsl B
cpenHeM uepes 3 yaca rnociie npuema.

Pacnpenenenue

He nmponwukaeT yepes rematosHiedamnaeckuii 6aprep. CBsA3b ¢ OeIKaMu Ia3Mbl COCTABISIET 83—
87 %. Ilpu npuMeHeHnH y B3pOCIbIX U OAPOCTKOB B TeueHue 14 nueit B 103e ot 5 mr 10 20 mr 1
pa3 B CyTKM KJIMHHYECKHM 3HAYMMOM KyMyJsILIMM Ipernapara He orMedaercs. OIHOBPEMEHHBIHI
IpUeM MUIIM WM TperndpyToBOro coka He BIHMIET Ha paclpeniesieHue Je3opaTajuHa Ipu
MIPUMEHEHUH B 103€ 7,5 Mr 1 pa3 B JIeHb.

Bbuorpancdopmarus

Hesnoparaaun He sBisercs nHruoutopom CYP3A4 u CYP2D6 u He siBisieTcst cyOCcTpaToM WM
uHruOuTOpoM  P-miimkomporenHa. VIHTEHCHMBHO  MeTa0OJIM3UpyeTCs B IEUEHH  IIyTeM
TUAPOKCUITMPOBaHUs ¢ oOpa3zoBanueM 3-OH-ne3noparaanHa, COSTUHEHHOTO C TIIIOKYPOHHUIOM.
OIMMUHALNS

JIus HeOOMbIIast YaCTh IPUHATONW BHYTPb J103bI BRIBOAUTCS MoYKaMH (< 2 %) U yepe3 KUIICUHUK

(<7 %). llepuox nmomyBeiBenenus — 20—30 gacoB (B cpeaHeM — 27 4acoB).



6. ®APMAIEBTUUYECKHUE CBOWCTBA

6.1. IlepedyeHb BcoMOraTeJbHbIX BelllECTB
KanbIus TuapodocdaTa TUrHIpar,
LEJUTI0JI03a MUKpOKpUCTauindeckas 102,
KpaxMall KyKypy3HbIH,
TaJbK.
[Mnenouynas 06om0UKa TAOIETKH:
omaapaii Il romy6oii 32B10817 (1akTo3bI MOHOTHAPAT, THUIPOMEIIO3a, THUTaHA JIHUOKCH],
makporoj, FD&C romy6oii #2 / ”HIUTOKapMUH ATFOMUHUEBBIN J1aK),
BOCK KapHayOCKHil.
6.2. HecoBmecTHMOCTH
Henpumenumo.
6.3. Cpoxk rogHocru (CpoOK XpaHeHHU)
2 roxa.
6.4. OcoOble MepblI NPEIOCTOPOKHOCTH NPH XPAHEHUH
XpanuTth nipu Temnepatype He Boiie 30 °C.
6.5 Xapaxrep M coaepkaHue NEPBUYHON YIIAKOBKH
ITo 10 Tabnerok B Giuctep u3 [IBX/ IIXTDD/Al dponbru. 1, 2, 3, 4 unu 10 GnuctepoB BMecTe ¢
JUCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO MAYKy C KOHTPOJIEM TIEPBOTO BCKPBITHUS.
6.6 Oco0Oble Mepbl MNPEIOCTOPOKHOCTH TPH YHUUYTOKEHUH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NpPUMEHEeHUs:
JIEKAPCTBEHHOT0 MpenapaTa u Jpyrue MAaHUMYJISIIIUN C PenapaTomM
Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
[IBerimapus
baiiep Koncsromep Kap Al Ilerep Mepuan ltpacce 84, 4052 baszens
Tenedon: +41 58 272 7272
DneKkTpoHHas rmoyvrta: reception.basel@bayer.com
7.1 IIpencraBuTenb Aep:KaTessi perucCTPAIMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpedUTENEH HATPABIIATE 10 AJIPECY

Ha meppumopuu Poccuiickou @edepayuu u Pecnyoauxu Apmenusi:
AO «BAVEP»

107113, r. Mockaa, yi. 3-s1 PeiOunckas, a. 18, ctp. 2, Poccus
Tenedon: +7 495 231 12 00

DNeKTpOHHAs MouTa: ru.communications@bayer.com


mailto:reception.basel@bayer.com

Ha meppumopuu Pecnyboauxu Apmenuss 00nOIHUMENbHO MONCHO 00pAUAMbCsL:
0015, r. Epesan, yn. JI3opanu 70/3, Apmenus
Tenedon: +374 11 20 15 50
OnektponHas noyra: drugsafety.ch.am@agga.swiss
Ha meppumopuu Pecnyonauku Benapycsy:
220089, r. MuHck, np. JI3epxxkunckoro 57, nomemienue 54, benapyce
Tenedon: +375 17 239 54 20
DneKkTpoHHas rmoyrta: ptc.belarus@bayer.com
8. HOMEP PETHCTPAIHMOHHOI'O YIOCTOBEPEHUSA

JIII-Ne(001060)-(PT-RU)

9. JATA IEPBUYHOM PETUCTPAIIMM (TOATBEPXKJIEHUS PETUCTPALIUM,

IHNEPEPETUCTPALINN)
Hara nepsoii peructpanuu: 20.07.2022
10. JATA ITEPECMOTPA TEKCTA

11.09.2024
OO0mmas xapakTepHUCTUKa JIEKApCTBEHHOTO MpernapaTa DpUyc AOCTYNMHAa Ha WHGOPMAMOHHOM
nopraiie EBpa3suiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«MuTepueT» https://eec.eacunion.org/
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