OO0 bepnnH-Xemmu/A. Menapmrm

HNOATBEPXKJIEHHE COOTBETCTBHS

Ne JTIC-18043

ToproBoe HanMeHoOBaHHE

Panekca®

MexnyHaponHoe HenaTeHTOBAaHHOE HaHMEHOBaHKE
TPYNIIMPOBOYHOE MIIK XHMHYECKOE)

PaHomnazun

JlexapcTBenHas Gopma

TabJIETKH ¢ POJIOHIHPOBaHHBIM
BBICBOOOKICHHEM, IIOKPBITHIE
IUICHOYHOH 060J109KOkH

Jlo3upoBka 500 mr

Ddopma BelITycKa 20 mwT. , 6ucTepst (3 WT.) , MauKH
KapTOHHBIE

Howmep cepuu (maprun): 18043

O6neM cepun(napTim) 12 312

Jlata BelTycKa 01.04.2021

I'onen no 01.04.2026

HanmenoBanne u  anpec mpoussomurens (c | Hpomssomurens - Menapunu-®oH

YKa3aHHEM CTaaui IIPOM3BOJICTBA)

Xeiinen I'M6X (Leipziger Strasse 7-13,
01097 Dresden, Germany), I'epmanus
Boimyckaommii KOHTPOIbL KadyecTBa-
Menapunu-®on Xeiinen I'moX
Leipziger Strasse 7-13, 01097
Dresden, Germany T'epmanus

Howmep 1 nata perucTpallHOHHOrO yI0CTOBEPEHHS

JITI-001978 ot 23.01.2013
(nara nepeodopmienns 03.06.2020)

Homep 1 1ata HOPMAaTHBHO# JOKYMEHTALHH

JII1 001978-030620

HaumeHoBanwue H azpec aepKaTens
PErHCTPAllHOHHOTO YIOCTOBEPEHUSA

3aKkpeiTO€  aKIHOHEpHOE  O6ILECTBO
"BEPJINH-®APMA" (3AO "BEPJIUH-
D®APMA"),Poccuss, r. Kamyra, 2-ii
ABTOMOOHIIBHBIH Mpoe3y, 1.5

HacTosimmii noKyMeHT moaTBepxKAaeT:

-IaHHBIH JICKapCTBEHHbIH Tpemapar coorBeTcTBYeT 61-®3 «O6 obpameHuu JIeKapCTBEHHBIX
CPEACTB...»,
-CepHA JICKapCTBCHHOTO MpenapaTa COOTBETCTBYET TPeGOBaHMSM, YCTAHOBJIEHHBIM IIPH €ro
rOCYyapCTBEHHOH perucTpamiu

(moamuce)

-")
“ == Coxonos B.JI.  30.07.2021

(mata)

000 “BepnuH-Xemu/A. MeHapuHKu"

KOpuauyeckunia agpec: Poccus, 123317, . Mockea, MpecHeHckas HabGepexHas, 4. 10
MouToBeiA agpec: Poccus, 123317, r. Mockea, MNpecHeHckasn HabepexHasn, g. 10
Tenecpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



MENARINI
von Heyden

Ceptudomkar aHanusa

Panekca® 500

TabreTkn € NPONOHMUPOBAHHBIM BLICBOBOXKAEHNEM, NOKPLITLIE NNEHOYHOM 0BOONKOM

Ne cepuu:

Narta uzrotosneHus:
Cpok rogHocTH:

Ne ceptudpukara:
Hara aHanu3aa:
Homep npoaykra:

o6bem cepun (KONMYECTBO YNaKOBOK):

HOeiicTByouwee BelecTBO:
Mpoussoaurtens pelicTeytoulero BewecTBa: YxelasH Xyaxaih dapmacbiotvikan Ko., Jita. Kuraii

18043

04/2021

04/2026

30000205849; 30000206099
20.05.2021

01400491

12312

PaHonaswH

WUenbiTaHue

En.

TpeboBaHue Pesynbrar

Onwucanve

MoanuHHoOCTL

BIMX

Yo -
cnekTpodoToMeTpua

PacTteopeHue
Yo-
CneKkTpogoTOMETpUs

Bpewms, yac
0,5
4,0

12,0

20,0

%
%
%
%

TabneTku nokpbiThle
nreHovHoi oBGonoukoi,
ABOAKOBbLINYKIbIE, OBANLHOW
¢hopmbl, cBETNO-
OpaHXeBoro Usera ¢
TucHeHneM «500» Ha ogHoA
CTOpOHe.

TabneTtku nokpbITble NNEHOYHON 060NOYKOIA,
ABOAKOBBINYKNbIE, OBANLHOW (POPME!, CBETNO-
OpaHXeBoro LpeTa ¢ TUcHeHueM «500» Ha ogHon
CTOpOHe.

Bpems yaepxuBaHus OCHOBHOrO NUKa Ha CooteeTtcTByeT

XpoMatorpaMme UCnbITYemoro pacTeopa AOMmKHO
COOTBETCTBOBaTb BPEMEHW yAepXUBaHUSA
OCHOBHOrO NWKa Ha XpoMarorpaMme CTaH4apTHOro
pacteopa paHonasuHa (cMm. pasgen
«KonuyecreeHHoe onpegeneHue).

CnekTp nornoLLeHus ucnLITyemMoro pacteopa Coorsetcreyer
AOCMKEH COBNaaarTb CO CNEKTPOM MOrMoLeHns

CTaHAApTHOro pacTeopa paHonasvHa B guanaaoHe

AnuH BonH oT 210 Hm go 300 HMm.

Konu4ecTBo paHonasvHa (Q), nepeweawero B
pacTeop, B % OT 3aABNEHHOro CoaepXaHun geil-
CTBYIOWero sellecTsa L:
L1 (ucnbitaHue Ha 6 TabneTkax): Bee uHAK-
BUAyanbHble 3HaYeHUA B npegenax kputepues L1.
L2 (ucneiTaHue Ha 6 TabneTkax): CpegHee
3Ha4eHue ansA 12 tabnetok (L1 + L2) HaxoauTtcs B
npeaenax kpurepues L1, BCce oTaenbHble
3Ha4yeHus B npeaenax kputepues L2,
L3 (ucnbiTanue Ha 12 TabneTkax): CpeaHee
3Ha4eHue ansa 24 tabnetok (L1 + L2 + L3)
HaxoauTcs B npeaenax Kputepues L1, He Gonee 2
TabneTtok BbIXOAST 33 paMKu KpUTepUes ANs
oTAenbHbIX 3HaYeHu L2, Bce oTaenbHble
3HaYeHus B npegenax kputepues L3,
Oran1(L1) 3ran2(L2) 3ran3(L3)

5-25 5-35 5-45
40 - 60 30-70 20-80
65 - 85 55 -95 45-105
280 270 260

18; 17, 17; 16, 17: 17
47, 46; 46; 46; 46; 46
70; 70; 70; 70; 70; 70
84, 83; 84; 83; 83; 83

Ranexa 500 RU - 006

Crtpanuuya 1 u3 4



CepTtudukar aHanusa
PaHekca® 500

MENARINI
von Heyden
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TabneTky ¢ NPonoHrMPOBaHHKLIM BbICBOGOXAEHUEM, NOKPLITLIE NNEHOYHON 0B6OMOYKOIR

Ne cepuu:

Aarta usrotosneHus:

Cpok rogHocTu:

Ne ceprudmkara:

fara aHanuaa:

Homep npoaykra:

obbem cepum (KonuyecTso YNaKkoBoOK):
DeiicTByoWwee BewecTBO:

18043

04/2021

04/2026

30000205849; 30000206099
20.05.2021

01400491

12312

PaHonasux

MpoussoauTens peiicTayiowero sewecTsa: UeussH Xyaxai ®apmaceiotukan Ko., Iita. Kutait

Uenbitanue Ex. Tpe6oBaHue PesynbTar
PopcTeeHHbie npumecu (BIYKX)
nio6as euHUYHaA NpumMech % He 6onee 0,1 %; <0.05
cyMma npumecen % He Gonee 0,2 % <0.05
OpaHopoaHocTL Ao3npoBaHNS Mapametp npuemnemoctu ans 10 eauHuy 1.9
Ao3nposanua < 15,0, MNapametp
npuemnemoctun Ans 30 eAUHULY [O3MPOBaHWSA
= 15,0 1 H1 0aHa W3 OTAENLHLIX eAUHUL,
A03npoBaHuA He meHee 0,75M v He Gonee
1,25M
KonuuecTteeHHoe mr 0T 475,0 go 525,0 Mr paHonasvHa B Tabnetke 488.9
onpeaeneHue
% (95 % — 105 % ot 3asBneHHoro cogepxaHus) 97.8
MukpoBuonoruyeckan yuctora
OBwee konuyecTBo aspobHbix KOEB1r He 6onee 10° <10
MWUKPOOPraHn3IMoB
<10
Obulee konnyecTso apoxokeBbix KOEB1r He Bonee 10°
W nnecHeebiX rpuboe
Escherichia coli OtcytctBueB 11 OrtcyrcTByloT
Ynakoeka Mo 20 TaBneTok B KOHTYPHOI SYEAKOBOV CooTeetcTyeT
ynakoske (6nuctep) us NMBX/NBOX/¢onsbra
anwoMuHueBsas.
Mo 3 6nucrepos no 20 TabneTok ¢
WHCTPYKLUMER No NpUMEHeHMIo npenapara B
KapTOHHO naqke.
Mapkupoeka 1) MepsuyHan ynakoska nekapcTBEHHOMO

npenapara. Ha 6nucTtepe Ha pycckomM sisbike
yKasblBaloT:

HauMeHoBaHWe UpPMel-Npou3soauTEns MeHapuHu — doH

Ranaxa 500 RU - D06

XeilgeH MMBX,
lepmanums
TOprosoe HauMeHoBaHWe npenapara® PaHekca®
MEXAyHapo/Hoe HenaTeHToBaHHoe PaHonasuH
HauMeHoBaHue
CtpaHuya 2 us 4
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CepTtudukar aHanusa

PaHekca® 500

MENARINI
von Heyden

TabneTkn ¢ NPONOHrUPOBaHHBIM BLICBOGOMAGHNEM, NOKPLITLIE NEHOYHON 0BONOYKO

Ne cepuu:

DHara u3rotoBnexus:
Cpok rogHocTH:

Ne ceprucukara:
Hara aHanusa:
Homep npoaykra:

06beM cepuu (KONM4ECTBO YNaKOBOK):

HeiicTayowee BewecTso:

18043

04/2021

04/2026

30000205849; 30000206099
20.05.2021

01400491

12312

PaHonasuH

MpoussoauTens geicTeyloWwero BewecTea: HxeysaH Xyaxaii ®apmacsiotukan Ko., Jira. Kutait

McnbiTanue En. Tpe6oBanue PesynkTtar
nexkapcTeeHHyio opmy Tabnetkn ¢
NPONOHIMPOBAHHLIM
BeicBobON(EHNEM,

NO3UPOBKY
HOMep cepiuu
«rofeH Ao...»
HEBUAWUMbIE 3HAKM 3aLNTHI

2) Bropu4Has ynakoska. Ha kapToHHO# nauke Ha
PYCCKOM S3kIKE YKa3bIBaIoT:
HaumMeHoBaHWe (hMpMbI-NPON3BOAUTENS, CTPaHy

norotun «BERLIN-CHEMIE/MENARINI» (Ha
natuHuye)

TOProBoe HauMeHoBaHue npenapaTta®
MeXayHapoaHOe HenaTeHToBaHHoe
HaumeHoBaHue

[03MPOBKY

NeKapcTBeHHyIo hopMmy

Konuyecteo TabneTok B ynakoske
coaepxaHve AeiCTByIoWero BeLLecTsa B OQHOI

- Tabnetke

ycnoeua xpaHeHua

«Cobnioaath MHCTPYKUMIO NO NPUMEHEHUIO

npenapara, KoTopas HaxoAUTCA BHYTPU YNaKoBKu»

«XpaHuTb B HEAOCTYNHOM ANns AeTelt mecTe!»

NOKPbITHIE NNEHOYHOR
o6onoykoit

500 mr

18043

04/2026
umeeTcs

MeHapuHun — doH XefigeH
'MBX, Mepmanua
BERLIN-
CHEMIE/MENARINI
Panekca®

PaHona3suH

500 mr

TabneTok ¢ nponoHrupo
BaHHbIM BbICBOGOXAEHUEM,
MOKPbITEIX NNEHOYHOM
oGono4ykoit

60

500 mr

XpaHuTb Npu Temnepatype
He Bbiwe 25 °C.
Cobnioaats MHCTpYKUMIO No
NnpUMeHeHwo npenapara,
KOTOpas HaxoAUTCs BHYTPU
YNakoBKu

XpaHuTb B HEZOCTYNHOM
ans pereii mectel

perucTpaLuoHHLI Homep Nn-001978
ycnosus oTnycka Mo peuenty
cnocob npumeHeHus na npuema BHYTpb
«[Ina neyeHus cTabunbHoi CTeHokapauM» [ns neyeHus cTtabunsHol
CTEHOKapauu
HOMep cepuu 18043
[aTy U3roToBneHus 04/2021
«rogeH Jgo...» 04/2026
Ranexa 500 RU - 006 Crpanuua 3 us 4



MENARINI
von Heyden
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Ceptudomkar ananusa

®
PaHekca” 500
TabneTku ¢ NPONOHrMPOBAHHBIM BbICBOGOXKAEHWEM, MOKPLITLIE NMNEHOMHOH 050M0YKOIl

Ne cepumu: 18043

Harta usrotoBnexnus: 04/2021

Cpok rogHocTH; 04/2026

Ne ceptudmkara: 30000205849; 30000206099

lara aHanusa: 20.05.2021

Homep npoaykra: 01400491

o6bem cepuM (KONUYECTBO YNaKkoBOK): 12312

HeiicTByouee BewecTeo: PaHonaawH

MpoussoauTens aeicTByOWeEro BelecTea: YxeussH Xyaxait ®apmacsiotukan Ko., I1ta. Kuraii

UcnbiTanne Ex. TpeboBaHue Pesynwrar
LUTPUX-KkO[ uMeeTcs
HEBUOMMbIE 3HAKU 3aLLNTHI 1meeTca

XpaHeHue Mpu TemnepaType He Bbiwe 25 °C

Cpox rogHocTu 5 ner

Hopmatusnas aokymenTauums: J1M-001978-030620

MpoaykT Gbin H3roToBNEH U UCNLITaH B cooTaeTCTBUM ¢ GMP. MapTtua cooTBeTcTBYET NO BeeM
napamertpam ¢ Tpe6osaHnaMu cneuudUKaLum.

MENARINI - Von He
Leipzi A
1097 Dresden

3 ApesgeH, 28.06.2021

MeHapunu — ®oH Xeiigen Mu6X
YnonHomo4eHHoe nuuo

CTpaHuya 4 us 4

Ranexa 500 RU - 005



