NHCTPYKIUA
IO MEJMIIMHCKOMY NTPUMEHEHUIO JTEKAPCTBEHHOI'O ITPEITAPATA

®JIYOMM3NH"

Perucrpanuonnniii Homep: JIIT-Ne(004378)-(PI'-RU)
Toprosoe HaMMeHOBaHHE: (DHyOMI/I3I/IH®

Me:xayHapoaHoe HEMATEHTOBAHHOE WM I'PYNIIUPOBOYHOE HAUMEHOBAHME: JICKBATTMHUS
XJIOpU/]L

JlekapcTBenHas popMa: TaGICTKH BarnHAJIbHBIC

Cocras

B oxHo#t TabneTKe COnepIKUTCS:

[eiicTByrolee BewecTBo: AeKBaIMHUSA Xjopu 10 mr.

BcnomoraTenbHbI€ BElIeCTBa: JIAKTO3bI MOHOTHAPAT, IEJUTI0JI03a MUKPOKPUCTAIUTMYECKAs,

MarHus creapar.
OnucaHue: OBaJIbHBIC TBOSKOBBIITYKJIbIE TAONETKU OO0 UK MOYTH 0eI0ro IBeTa.

(I)apMaKOTepaneBaneCKaﬂ rpymnmna
HpOTI/IBOMI/IKpO6HHe CpeacTBa U aHTUCCIITUKU, TIPUMCHACMBIC B THHCKOJIOTHH;
HpOTI/IBOMI/IKpO6HHe CpCACTBa U AaHTUCCIITUKU, KPOMEC KOM6I/IH8.I_II/II\/’I C KOPTHUOKCTCPOUAAMHU

IMPONU3BOJHBIC XWHOJIMHA.

Kon ATX: GO1ACO05

DapMaKoJIOrHYeCKHue CBOHCTBA

DapmaroouHamuxa

CDJ'IYOMI/I?,I/IH@ COJACPIKUT AKTUBHOC BCIICCTBO MACKBAJIUMHHA XJIOPU[J, KOTOPOC SABJISACTCA
YCTBCPTUIHBIM dMMOHUCBBIM COCIMHCHHUEM C IIUPOKHUM CIICKTPOM aHTI/IMI/IKp06HOI71 AKTHUBHOCTH.
I[eKBaJ'II/IHI/ISI XJiopuJ aKTUBCH B OTHOMICHUU OOJIBIINHCTBA rpaMIIOJIOKUTCIIbHBIX 6aKTepI/II71
Streptococcus spp., BKIOYas OeTa-TeMOJMTHYECKHE CTPENTOKOKKM rpynmbel A u B,
Staphylococcus aureus, Listeria spp.; anaspo6os Peptostreptococcus (rpymmsr D), rpu6oB poja
Candida (Candida tropicalis, Candida albicans, Candida glabrata), rpamorpuiarenbHbIX

Oakrtepuii Gardnerella vaginalis, Escherichia coli, Serratia spp., Klebsiella spp., Pseudomonas

spp., Proteus spp. u npocreitmux (Trichomonas vaginalis).



DapmaxkokuHemuka

[Tpu WHTpaBarMHaIHLHOM BBEJACHUU KpaiiHE HE3HAYMTEIHHOE KOJMYECTBO JCKBAIUHUS XJIOPHUIA
BCAChIBa€TCSd  4epe3  CIM3UCTY0 OOOJIOUKY  BjarajMiia B CHCTEMHBIM  KpPOBOTOK,
MeTabonu3upyeTcss A0 MPOU3BOAHOTO  2,2-TUKAapOOHOBOM  KHCIOTHI M BBIBOJUTCS B

HEKOHBIOTMPOBAHHOHU (hopMe uepe3 KUILECUHHUK.

IToka3zanus k NMNPUMEHECHUTO
° 6aKTepHaJ'IBHBIﬁ BarmHoO3
° KaHI[I/IIIOSHHﬁ BaruHuT

L4 TpI/IXOMOHaI[HBIf/'I BaruHuT

® CaHalus BJIarajuiia nepe rmHCKOJIOTHYCCKUMU OolICpallusaMi U poJaMu

HpOTI/IBOHOKa3aHI/Iﬂ
IToBeIlIEHHAS YYBCTBUTCIIbBHOCTh K JACKBAJIMHUA XJIOpHUAY HW JAPYTHM BCIOMOI'aTCIbHBIM
BelecTBaM. SI3BeHHbIE IIOPAKCHUS SIIUTCIINA Bilarajiviia u IIEHKA MaTKH.

He PEKOMCHAYCTCA NIPUMCHCHUC JACKBAJIMHUA XJIOPpU A 10 HadadJ1a MOJIOBOM JKU3HU.

IIpumeHeHnne npu 0epeMEHHOCTH M B IIePUO/l I'PYAHOI0 BCKAPMJIUBAHUSA

Bo3moxHo IIPpUMCHCHUC IIpCIlapaTra B IICPpUOJ 6epeMeHHOCTI/I U I'PYAHOTI'O BCKapMJIMBaHMUAL.

Cnocod npuMeHeHHs U 103bl

WNutpaBarunansHo. [1o 1 BarnHansHOM TabneTKe B IeHb B TeueHue 6 nuei. [lociie rurnennyueckon
MpOLEAYPHl BATMHATBHOI Ta0IETKY, OCBOOOIMB OT KOHKYPHOI YIaKOBKU, BBOJAST BO BJIATAJIUIIE
BEUEPOM II€pEeJl CHOM, JIEXkKA Ha CIIMHE, CIIETKA COTHYB HOTH.

IToBTOpHBIE KYpCHI BO3MOKHBI MIOCJIE KOHCYJIBTAIlUH C BPAYOM.

Bo BpeMst MeHCTpyauu MpUMEHEHUE Mpenapara CleAyeT NPEeKPaTUTh U MPOAOJIKUTH JICUCHUE

IOCJIC €€ OKOHYaHHU.

IToGouHoe neiicTBue

Kpaiine peako MoryT HaOII0JaThCsl MECTHBIE PEaKLUU pa3ApakeHust (3pO3un), 3y, KKEHUE WIH
MOKpPAaCHEHHE CIM3UCTON 0000uky Biaranuina. OAHAKO 3TH HEXeNaTeJIbHbIE PEaKIMU TaKkKe
MOTYT OBITh CBSI3aHBI C CUMIITOMaMH BariHaJIbHON MH(EKIINH.

Kpaitne peako nuxopajika, aJuIepruyecKue peakiuu.



Ecnu mio0bie M3 yKa3aHHBIX B HMHCTPYKIIMK TOOOYHBIX 3()PEeKTOB ycyryosstorcs, win Bol

3aMeTHIIN JI0OBIe Apyrue modouyHble 3(pPeKThl, He YKa3aHHbIE B HHCTPYKIUH, COOOLTUTE 00 3TOM

Bpauy.

Ilepeno3upoBka
JlaHHBIE O IIEpeN03UPOBKE OTCYTCTBYIOT. IIpy MHTpaBarnHaIbHOM IPUMEHEHUH NIEPEN03UPOBKA

MaJIOBEPOSITHA.

B3aumopneiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMHU CPeACTBAMM

®

(DJIYOMI/I?;I/IH HCCOBMCCTHM C MbBUIOM W APYIrUMH AHHUOHHBIMU IMOBCPXHOCTHO-aAKTHBHBIMU

BC€IICCTBaAMU.

Oco0ble yka3anus

®

q)JIYOMI/I?;I/IH COACPIKUT BCIIOMOIaTCJIbHBIC BCHICCTBA, KOTOPBLIC HWHOrAa HE IMOJHOCTBIO

pacTBopsroTCs BO Biaranuiie. [103ToMy ocTaTky BarmHanbHOM TaOJIETKH MOKHO OOHApYKUTh Ha
HkHeM Oenbe. Ha sadpdextusnocts @nyomusuna® 510 He BIUSET.

B penxux ciydasx, mpu 4pe3MEepHOH CYXOCTH BIIArajMiia, €CTh BEPOSTHOCTb, YTO TaOJIETKa
OCTaHETCsl HepacTBOPEHHOM. J1Jisi MpeIoTBpaIleH sl ATOTO, TIepeT TEM, KaK BBOJUTH BarHHAIBHYIO
TabJIeTKy, €€ He00OX0JMMO CMOYUTD BOOH (B TeUeHUE 1 CEKYH]IbI 110/ CTPYE BOJIbI).

B mnepmon neueHus pEeKOMEHIyeTCs 4alle MEHSTh MNPOKJIAAKH W HibkHee Oenbe. Ecim
KJIMHUYECKHE MPU3HAKU NHPEKIIMU COXPAHSIOTCS MTOCIIE 3aBEPILEHHs JICUEHHUS, CIIEyeT IPOBECTH
MOBTOPHOE MUKPOOHOJIOTHYECKOE NCCIIEAOBAHUE JIJISl BBISBIICHHS BO3OYINUTEIS U TOATBEPKACHUS
JIMarHo3a.

B nepuoj nedeHus npemnaparoM peKOMEHAYeTCs BO3AEP)KUBATHCS OT MOJIOBBIX KOHTAKTOB. Jliist

MpeaoTBpaAIICHUA ypOFeHHTaHBHOﬁ peI/IHCI)CKI_[I/II/I HCO6XO,Z[I/IMO OOIHOBPEMCHHOC JICUCHUC

IMOJIOBBIX IMMAPTHCPOB.

Bansinne Ha coCOOHOCTH YIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHM3MAMHU
[Tpenapat He BIUSAET Ha BHINOJIHEHNE NOTEHIIMATIBHO OMACHBIX BUJIOB AEATEIbHOCTH, TPEOYIOLINX

0c000ro BHUMaHHUS U OBICTPOTHI ICUXOMOTOPHBIX Peakiuil (ynpaBieHue aBTOMOOUIIEM H T.I1.).

dopMa BbINIYCKa

TabneTku BaruHanbHbie, 10 mr.



[To 6 TabneTok B KOHTYpHYIO siueiikoByto ynakoBky u3 [IBX/TID/TIBJAX u doasru
AIIOMUHHUEBON. | KOHTYpHYIO SIUEHKOBYIO YITaKOBKY BMECTE C MHCTPYKIIMEH 110 MEIULIUHCKOMY

MPUMCHCHHUIO ITOMCIHIAIOT B ITAYKY M3 KapTOHA.

YciaoBusi XxpaHeHust
[Tpu Temmneparype e Boime 30 °C.

XpaHUTb B HEJIOCTYIIHOM JUIs IETEU MeCTe.

Cpox rogHoctu
3 rona.

He MPUMCHATH 1O UCTCUCHUHN CPpOKA rOAHOCTH.

YciaoBus ornycka

OtnyckatoT 0e3 perenra.

Buiajesien perucTpanMoOHHOIO YI0CTOBEPEHHUS
Benrpus

OAO «I'eneon Puxrtep»

1103 bynanemr, yiu. JIémpén, 19-21, Benrpus
Tenedon: +36-1-431-4000

Onekrponnas moura: drugsafety@richter.hu

IIpousBoaurenn
MeaunnoBa AI'/ Medinova AG
Srroroneitpacce 28, CH-8050 ropux, [seituapus/ Eggbuhlstrasse 28, CH-8050 Zurich,

Switzerland.

Oprannsanus, IPpUHEMAKOLIAS NIPETEH3HI 0T moTpeduTeIei
[TpencraButensctBo OAO «I'eneon Puxrtep» (Benrpus) r. Mocksa
Anpec: 119049 r. MockBsa, 4-i1 JIoOpbIHUHCKHIT TIEp., 10M 8
Temedon: +7 495 987-15-55

OnekrponHas noura: drugsafety@g-richter.ru



OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

®nyomusuH, 10 Mr, TabNIETKH BaruHaJIbHBIC

KAUYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JleficTBy1o1II€€ BEIIECTBO: JEKBAIIMHUSA XJIOPHI.
Kaxxnas BarnHanpHas TabiaeTka coaepkuT 10 qeKBaIMHMS XJIOpUIA.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

JIEKAPCTBEHHAS ®OPMA
BarunanbHble TabneTKH.

OBayibHBIE ABOSKOBBIITYKJIBIC TaOJIETKH OEJIOro MU MOYTH OeIoro OBECTAa.

KJIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

. OaxkTepuanbHBIA BarMHO3

° KaHI[I/IZIO?;HInlf/'I BaruHuT

° TpHXOMOHaI[HBIfI BaruHuT

. CaHalMsl BIIarajiuiia rnepej rHHeKOJIOTHYECKUMH ONEPALUsIMU U POJaMHU

4.2. PexxuMm 103MpOBaHNs U CIIOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

[To 1 BaruHanpHOM TabneTKe B JeHb B TedeHUe 6 nHel. [IoBTOpHBIE KypChl BO3MOXKHBI MOCTE
KOHCYJIbTAIIMU C BpauyoM. Bo Bpemsi MEHCTpyallu NIPUMEHEHUE IIpenapara clieyeT IPEKpaTuTh
Y MIPOJOJIKUATH JICUEHUE TIOCIIE €€ OKOHYAHUS.

Criocob nnpuMeHeHus

BarunanpHyto TabJIeTKy BBOIST TITyOOKO BO BJIAralidIlle BEUYEPOM IE€pe]l CHOM, JieXka Ha CITMHE,
cJlerka COTHYB HOTH.

B penkux ciyuasx, mpu upe3MEepHOM CYXOCTH BJarajuina, €CTb BEPOATHOCTh, YTO TalJeTKa
OCTaHEeTCsl HepacTBOPEHHOM. J1JIsl MpeIoTBpaIleH st 3TOTO, TIEPET TeM, KaK BBOJIUThH BarHHAIBHYIO
TabJIeTKy, €€ He0OX0IMMO CMOYUTD BOAOH (B TeueHue 1 CeKyH/Ibl MO CTPYyel BOADI).

4.3. IlpoTuBONOKA3aHNUSA

[Ipuem  mpemapata  @IyoMU3WH  NPOTHBONOKAa3aH  NpPH  HAIUYUKM  CIETYIOLIMX

3a001€BaHU/COCTOSTHUHN W (paKTOPOB PUCKA:



*  ['unepuyyBCTBUTENBHOCTh K JIEKBAJIMHUS XJOPUAY W/WIM K JIOOOMY M3 BCIOMOTaTEIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3ene 6.1.

*  SI3BeHHbIE MOpa)KEHUS AMUTENUS BIarajuila 1 MEeHKn MaTKu.

*  He pexomennyercst mipuMEHEHHE JEKBATUHUS XJIOPUAA IO Hadyasia MOJ0BOM KU3HU.

4.4. OcoOble yka3aHHusl U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHHU U

@iyOMHU3UH COJEPKUT BCIOMOIATEIbHBIE BELIECTBA, KOTOPHIE MHOIAA HE IOJHOCTBIO
pacTBopsitoTcs BO Biaranuiie. [loaTomy octaTku BarnHalIbHOM TabJIeTKH MOKHO OOHAPY>KUTH Ha
HxHeM Oenbe. Ha apdextuBHocTs OyoMHU3nHa 3TO HE BIUSET.

B mnepuon nedeHuss pekOMEHIyeTCs uYalle MEHSATh MPOKJIAAKH M HuxkHee Oenbe. Ecnu
KJIMHUYECKHE MPU3HAKU UHPEKINH COXPAHSIOTCS ITOCIIE 3aBEPIICHHS JICUSHUS, CIICAYET IIPOBECTH
MOBTOPHOE MUKPOOHOJIOTHYECKOE UCCIICAOBAHUE JIJIs BBISABICHHS BO30OYINUTEIS U TOATBEPKACHUS
JUarHo3a.

B nepuop nedenus mpemnapaToM peKOMEHIYeTCs BO3JEPKUBATHCSA OT MOJIOBBIX KOHTAKTOB. J[iist
NPEJOTBPALICHUS YPOTCHUTAILHOW peHMH(EKIHH HEOOXOJMMO OJHOBPEMEHHOE JICUCHHE
MIOJIOBBIX MapTHEPOB.

4.5. B3auMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMHM MpenapartaMu H JApyrue BH/bI
B3aNMOJAeHCTBUSA

@iyoMHU3MH HECOBMECTUM C MBUIOM M JPYTMMU aHUOHHBIMHU IOBEPXHOCTHO-AKTUBHBIMU
BELIECTBAMH.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

[Tpenapat pa3peleH K MPUMEHEHHIO BECh Iepruo]] 0epeMEHHOCTH U JIaKTaIUH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATHL TPAHCHOPTHBIMH CpeJICTBaMU U padoTaTh ¢
MeXaHUu3MaMHu

[Tpenapat He BIUSAET Ha BHIMOJIHEHNE NOTEHIIMATIBHO OMACHBIX BUJIOB AEATEIBHOCTHU, TPEOYIOLINX
0c000r0 BHUMaHUS U OBICTPOTHI ICUXOMOTOPHBIX peakluii (yrnpaBieHue aBTOMOOMIIEM U T.I1.).
4.8. HexenarejibHbIEe peakuuu

PesroMme HexxenaTeabHbBIX PEAKIIUT

Kpaiine peaxo MoryT HaOII0JaThCsl MECTHBIE PEaKLIUU pa3ApakeHus (IPO3un), 3y, KKEHHE UITU
MOKPACHEHUE CIM3UCTON 000104KkK Biaranuima. OJHAKO 3TH HEXKelaTeIbHbIe PEaKIMH TaKKe
MOTr'yT OBITH CBSA3aHBI C CUMIITOMaMM BariHaJIbHOMN I/IH(i)eKI_II/II/I.

Kpaitne peako nuxopajka, aluiepruyecKue peakiuu.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCKCIIATCIbHBIX PCAKIINAX

Baxno COO6H_IaTB 0 TOAO3PCBACMBIX HEIKCIIATCIBbHBIX PCAKIHAX ITOCIIC pCrUCTpallu Mperiapara
18(SA18:Y10) obecneyeHus HCIIPEPLIBHOTO MOHHUTOpPHUHIA COOTHOLICHUSA  «II0JIb3a — PHCK»

JIEKapCTBEHHOI'0 Mpenapara. MeIuuHCKUM pabOTHHKAM PEKOMEHIyeTCs cOOoO0IaTh O JIF0ObIX
6



MOJI03PEBAEMbIX HEXKENATEIbHBIX PEaKLUAX JIEKAPCTBEHHOTO Ipernapara yepe3 HallMOHaIbHbIE
CHCTEMBI COOOIICHHMS O HEXeNaTeIbHBIX pPEeaKIMsIX TOoCylapcTB — UWICHOB EBpa3zuiickoro
YKOHOMUYECKOTO COI03a.

Poccuiickas @enepanus

®OenepanibHas ci1yx0a 1o HaJ3Opy B cdepe 31paBOOXPAHEHUS

Anpec: 109012 r. Mocksa, CinaBsiHcKasi miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

JlaHHBIE O ITEpenO3uPOBKE OTCYTCTBYIOT. [Ipn MHTpaBarnHaJIbHOM IIPUMEHEHUU MIEPEI03UPOBKA
MaJIOBEpOATHA.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMuyecKe CBOiCTBA

dapMakoTepareBTUYECKass  Ipynmna: MPOTUBOMHUKPOOHBIE  CPEACTBA H  AHTHUCCIITHKH,
NpUMEHSeMble B THHEKOJOTHHU; MPOTUBOMUKPOOHBIE CpEICTBA W AHTUCENTHKH, KpOMe
KOMOHMHAIINIA ¢ KOPTUOKCTEPOUAAMU; IPOU3BOIHBIE XMHOJINHA.

Kox ATX: GO1ACO05.

q)aDMaKO[[I/IHaMI/I‘-ICCKI/Ie Bd)d)eKTBI

q)J'IYOMI/ISI/IH COACPIKHUT AKTHBHOC BCIICCTBO JACKBAJIMHHUA XJIOPpHUA, KOTOPOC IABJISACTCA
YCTBCPTHUIHBIM AMMOHUCBBIM COCIMHCHHUEM C IIUPOKHUM CIICKTPOM aHTI/IMI/IKp06HOI71 AKTHUBHOCTH.
I[CKBaIII/IHI/IS{ XJIOpuJ AaKTHUBEH B OTHOLICHUU OOJIBIIIMHCTBA TpaMIIOJIOXKUTCIIbHBIX 6aKTepI/II>'I
Streptococcus spp., BKIOYas OeTa-TeMOJMTHYECKHE CTPENTOKOKKM Trpynmel A u B,
Staphylococcus aureus, Listeria spp.; anaspo6os Peptostreptococcus (rpymmsr D), rpu6oB poaa
Candida (Candida tropicalis, Candida albicans, Candida glabrata), rpamotpumarenbHbIx
oaxrepuit Gardnerella vaginalis, Escherichia coli, Serratia spp., Klebsiella spp., Pseudomonas
spp., Proteus spp. u mpocretinmx (Trichomonas vaginalis).

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

HpI/I HWHTpPAaBarnHaJIbHOM BBCICHHUU KpaﬁHe HE3HAYUTCIIbHOC KOJIMYCCTBO JACKBAJIMHUSA XJIOpUAA
BCACHIBACTCS  UY€pPe3  CIU3HCTYI0O  OO0OJIOYKY  Biarajuiia B  CHCTEMHBIH  KPOBOTOK,
METa0OMM3UPYETCSs /0 TMPOU3BOJHOTO  2,2-TMKApOOHOBON  KHCIOTHI W BBIBOJUTCS B

HCKOH’LIOI‘HpOBElHHOfI (I)OpMC 4YCpe3 KUIICUYHUK.

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB



JIAKTO3bl MOHOTHIPAT,
EJUTION03a MUKPOKPUCTAIUTHYECKAS,

MarHusi cTeapar.

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roga.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

IIpu Temnepatype He Boite 30 °C.

6.5. XapakTep u cofep:KaHue NEPBUYHOM YIAKOBKH

[To 6 TabneToK B KOHTYPHYIO siueiikoByto yrnakoBky u3 [IBX/TID/TIB/IX u ¢oabru alFtoOMUHHECBOM.
1 KOHTYpHYIO SYEMKOBYIO YIIaKOBKY BMECTE C MHCTPYKIHEH MO MEAMIIMHCKOMY MPUMEHEHUIO
MOMEIIAIOT B AYKy U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOKEHUM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpenmapara WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAHIUOHHOI'O YAOCTOBEPEHUS
Benrpus

OAO «I'eneon Puxrtep»

1103 Bymamnemr, yn. Aémpén, 19-21

Tenedon: +36-1-431-4000

Onekrponnas moura: drugsafety@richter.hu

7.1. IlpencTraBuTeNB 1€PKATES PETHCTPAIMOHHOTO YAOCTOBEPEHHS

IIperen3un HOTDG6I/IT€J'ICI71 CIICAYET HAIIPAaBJIATh 11O aApPECY.

Poccniickas @enepanns

[TpencraButensctBo OAO «I'eneon Puxrtep» (Benrpus) r. Mocksa
Anpec: 119049 r. Mocksa, 4-it JIoOpbIHUHCKHH TIEp., A0M 8
Temedon: +7 495 987-15-55

Onekrponnas noura: drugsafety@g-richter.ru
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSI

JITT-Ne(004378)-(PT-RU)



9. JIATA IEPBUYHOM PETUCTPAIIUU (IIOJATBEPKJIEHUS PETUCTPALIUHA,
INEPEPETUCTPAIIN)

Jata nepBoii peructpanun: 22 ssuaps 2024

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepuCTHKa  JIEKapCTBEHHOro  mpemnapata  @iyoMHM3MH  JOCTyIIHa  Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «MHTepHeT» https://eec.eaeunion.org.



