‘J OO0 BepsnH-Xemu/A. MenapurHn

HOATBEP)KJAEHUE COOTBETCTBUSI

Ne [1C-08133
Toprosoe HaumeHoBanMHe Panekca®
Me:xnynapoanoe HenaTeHTOBaHHOE HaMMeHOBAHIE Panonazun
(IPYNIHPOBOYHOE HIIM XHMHYECKOR)
JlexapetBennas gpopma TabJIETKH ¢ NPOJIOHTHPOBAHHBIM
BBICBOOOK IEHHEM, TIOKPBIThIE
IJICHOYHOH 0605104KOi
JosupoBka 500 mr
Popma BelTycKa 20 wT. , Gnucreps (3 mT.) , nauky
KapTOHHbIE
Homep cepuu (maprun): 08133
ObbeM cepun(naprun) 11034
Mara BrInycka 01.11.2020
Cozten 10 01.11.2025 |
HaumenoBanne n  ampec  npomssoantens (c | Mpomssoamrear - Menapnun-don
YKa3aHHeM CTaJHui NpOH3BOICTBA) Xeitnen I'm6X (Leipziger Strasse 7-13,
01097 Dresden, Germany), I'epmanus
Beinmyckawmnit KOHTpoab KavecTBa-
| Menapunn-®oH Xeitnen ['M6X
Leipziger Strasse 7-13, 01097
Dresden, Germany  T'epmanns
HoMmep n nata perucrpannonnoro YAOCTOBEPEHHS JIIT-001978 o1 23.01.2013
(1ata nepeodopmierns 03.06.2020)
Howmep 1 nata nopMatusHoii nokymenramm JIIT 001978-030620
HanmeHoBanne H ajipec ACpKATENs | 3aKpBITOE  aKUHOHEPHOE  OBIIEeCTBO
PETHCTPALTHOHHOTO Y0CTOBEPEHUA "BEPJIMH-®APMA" (3A0 "BEPJIMH-
®APMA"),Pocenss, r. Kanyra, 2-if
| ABTOMOOMIIBHBII Npoes, 1.5 [
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Kopuguueckuin agpec: Poccus, 12331 7, r. Mocksa, MNpecHeHckasn Habepexsan, o. 10
MouToswin agpec: Poccus, 123317, r. Mocksa, MNpecHenckas HabepexHan, n. 10
Tenedon: +7 (495) 785-01-00, hakc: +7 (495) 785-01-01, e-mail- info@b-c.ru




MENARINI
von Heyden

CepTtudomnkar aHanusa

Panekca® 500

TabneTkv ¢ NPONOHIMPOBAHHLIM BLICBOBOXAEHWEM, NOKPBITLIE NNEHOYHOM 0B0NOYKON

Ne cepuu:

bata uaroToBneHus:
Cpok rogHocTH:

Ne ceprudmkara:
Hara aHanuaa:
Homep npogykra:

0GBLEM Cepun (KONMYecTBO YNaKoBOK):

Oencreylowee Bewecreo:
MpoussoavTens AeUCTBYIOWEro BEWeECTBa: kel 3sH Xyaxan ®apmaceiotukan Ko, Itg. Kurait

08133

11/2020

11/2025

30000200759; 30000202182
24.11.2020

01400491

11038

PanonaswH

WenbiTanue

Ea.

Tpe6GoraHue PesynbTar

Onucanve

MognuHHoCcTE

BIMKX

Yo -
cnekTpotoTOMETPUR

PacTeopeHue
Yyo-
CNeKkTpothoTOMETPUS

Bpems, yac
0,5
4.0

12,0

20,0

%
%
%
%o

TabneTku nokpeiThie
NNeHoYHOR 0BonoYKoi,
ABORKOBbINYKbIE, OBANbHOR
hOpMbI, CBETIO-
OpaHXeBoro useta ¢
TUcHeHveMm «500» Ha caHon
CTOPQHE.

TabneTku NOKPbLITLIE NNEHOYHOH 0BONOYKOH,
ABORKOBbINYKNble, OBaNbHOR hOPMbI, CBETNO-
OpaHXeBoro userta ¢ TucHeHnem «500» Ha ogHow
CTOpOHE.

Bpems yaepxuBaH“s OCHOBHOTO NUKa Ha CoorseTcTByET
XPOMaTOrpamme UCnbiTYBMOro pacTeopa ACMKHO
COOTBETCTBOBATL BPEMEHW YAEPKUBAHNA
OCHOBHOIC MNWka Ha XpomMarorpaMme CTaHAapTHOro
pacTeopa paHonasvHa (CM. pasnen
«KonnyecTBeHHOE OnpeaeneHuey).

CnexTp nornouieHns ucnbiTyeMoro pacreopa CoorsetcrByeT
AOMKEH COBNaJaTh CO CEKTPOM MOrNoweHns

CTaHAapTHOro pacTeOpa paHonaswHa B AnanasoHe

AnuvH BonH o1 210 #v go 300 kM.

Konu4ecTeo paHonasuHa (Q), nepellegwero B
pacTsop, B % OT 3asBNEHHOrO COASPKaHUA Aei-
CTBYtOLLEro BewecrTsa L:
L1 (ucnbiTanvne Ha 6 TabneTkax): Bee vHawm-
BuiyaneHble 3Ha4eHus B npeAenax kpurepues L1.
L2 (ucneiTakve Ha 6 Tabnetkax): CpegHee
3HadeHwe ana 12 Tabnetok (L1 + L2) HaxoauTcs B
npefenax kputepnes L1, Bce oTaensHble
3HaveHua B npeaenax kputepues L2,
L3 (ucnbiranve Ha 12 Tabnetkax): CpegHee
3HaueHue ana 24 Tabnetok (L1 + L2 + L3)
HaxoguTca B npenenax kputepues L1, He Bonee 2
TabneTok BbIXOAAT 32 paMKV KpUTepues aAns
OTAENbHbIX 3Haverun L2, Bce oTgenbHbie
3HaveHvAa B npegenax kputepues L3,
Jran1(L1) 3ran2(L2) 3tan3(L3)

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

17,19: 19, 19; 19; 17
48: 49: 48; 49; 48; 47
72 T2 72T 42: 72
84; 85; 84, 84; 86; 86
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MENARINI
von Heyden

CepTtudhukart ananuaa

Panekca® 500
TabneTku C NPONOHIUPOBAHHBLIM BbICBOOOMAEHWEM, NOKPLITLIE NNEHOYHOI oBonovkoi

Ne cepuu: 08133

Hata uarotosnenus: 11/2020

Cpok rogHocTu: 11/2025

Ne ceptuduxara: 30000200759; 30000202182

fara ananusa; 24.11.2020

Homep npogykra: 01400491

oBbem cepumn (KonuyecTeo YNakoBOK): 11038

LencTeylowee BewecTBOo: PaHonazumM

Mpouzsogurens AencTByloWero BewecTsa: YreusaH Xyaxan ®apmacbiotikan Ko., fira. Kutait
Ucnbitanue En. TpeGoeaHue Pesynbrar
PoacTeeHHbie npumecu (BOXX)

noBas eguHuuRas npumecs % He Gonee 0,1 %: <0.05
CyMMa npumecei % He Bonee 0,2 % <0.05
OgHopogHocTb A03vpoBaHuA Mapamerp npuemnemoctu ans 10 egunrny 2.0

A03upoBsaHus = 15,0; MapameTp
npuemnemoctu Ans 30 eqnHUy 403MpoBaHNA
< 15,0 ¥ HU OfHA U3 OTAENBHBIX efvHUY
A03upoBaHus He meHee 0,75M u He Bonee

1,25M
KonwuecTeerHoe Mr oT 475,0 no 525,0 mMr paHonasuHa B TabneTke 497 1
onpeneneHue
% (95 % — 105 % oT 3anBneHHoro cogemkanma) 99.4
MukpoBuonoruueckas unctora
OfLee konuuecTeo aspobrbix  KOE B 1t He Gonee 10° <10
MUKPCOPraHnamos
<10
Obuiee konudecTso Aporokesblx KOE 8 1 r He 6onee 10°
W NNecHeBbIX rpubos
Escherichia coli OtcyrctBre s 1r OreyrerayroT
Ynaxkoeka Mo 20 TabneTok B KOHTYPHON A4EKOBO Cootsetcrayer
ynakoeke (Gnuctep) uz NBX/MBAX/dponkra
anwomMuHuesas.
Mo 3 6nuctepos no 20 tabnetok ¢
MHCTPYKUMEN NO NPUMEHEHIO npenapaTa B
KapTOHHOW nauke.
Mapkuposka 1) MNepsuyHas ynakoska NeKapcTBeHHoro
npenapata. Ha GnucTepe Ha pycckom sabike
yKasbIBaloT:
HanmeHoraHue MUpMbI-Npon3BoguTENs MeHapuuu - doy
XewpeH TmbX,
FepmaHus
TOproeoe HaumeHoBarWe npenapaTta® PaHekca®
MeXJyHapogHoe HenaTeHToBaHHoe PaHonasuH
HauMeHoBaHwne
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Ceptudumkar aHanuza

Panekca® 500

MENARINI
von Heyden

TabneTky ¢ NPONOHMPOBaHHbLIM BbICBOOOXAEHUEM, NOKPbITLIE NAGHOYHOM oBonoykon

Ne cepuu;

faTa usrotosnenus:
Cpok rogHocTu:

Ne ceptudbukara:
Harta avanuaa:
Homep npoaykra:

obbem cepun (konuyecTso YNaKkoBokK);

BencTylowee BewecTso:

Mpoussoaurens AeACTBYOUlEro BelecTRa:

k Mc_nmaﬂue En.

08133
11/2020
11/2025
30000200759; 30000202182
24.11.2020
01400491
11038
Paxonasun
“xeusaH Xyaxan dapmaceioTukan Ko., Nta. Kutai
TpebGoeaHue PeaynbTar
NEeKapCTBEHHYIO hopmMy Tabnetku ¢
MPONOHIMPOBaHHbIM
BoicBoBOXKIEHMEM,

AC31pOBKY
HoMep cepun

«rogeH go...»

HEBUONMBIE 3HaKK 3awunTel

2) BropuyHas ynakoska. Ha KapTOHHOW nauke Ha
PYCCKOM 53blke yKaskiBatoT:
HauMeHoBaHWe thvpMbl-nponasoauTens, CTpany

norotin «BERLIN-CHEMIE/MENARINI» (Ha
narusnye)

TOProBOE HaUMeHORaHWe npenapata®
MEX4YyHapoaHOe HenaTeHToBaHHOe
HauMeHoBaHue

H4031MpoBKY

nekapcTBeHHYIo hopMy

konndecTee TabneTok 8 ynakoske

COAgPxaHve NelCTBYIOLIEro BelyecTsa B 0AHON
Tabnetke

YCNOBUA XpaHeHus

«CoBnioAaTs MHCTPYKUMIO MO NpUMEHEHMIO
npenapara, KoTopas HaxoaUTCS BHYTPU yNakoBKu»

«XpaHuTb B HEAOCTYNHOM ANA AeTel MecTe!»

PETUCTPALUOHHBIR HOMep

YCrnoBua oTnycka

cnocob npumMeHeHns

«[lnA nevyexus crabunsHoi CTeHOKapauuy

HOMep cepuin
43Ty uaroTosneHus
«roged 40...»

NOKPLITLIE NNEeHOYHON
oBornouxon

500 mr

08133

11/2025

wmeertcs

MeHapuHu — ®on XengeH
MBX, l'epmanus
BERLIN-
CHEMIE/MENARINI
Panekca®

PaKonazauw

500 mr

TabneTok ¢ NponoHrmMpo
BaHHbIM BbicBOBONAESHMEM,
MOKPLITBIX NITEHOYHOMN
oGonoykon

60
500 mr

XpaHuTb npu Temneparype
He Bbiwe 25 °C.,
Cobniogars uHCTpykUUIo No
NPUMEHEHWIO npenapara,
KOTOpPas HaxoguTCs BHyTPU
YINEKoBKY

XPaH!Tb B HEAOCTYNHOM
Aansa ferei mecre!
1n-001978

Mo peyenty

HAnsi npuema BHyTPL

Ansa neyenus crabunsHoi
CTeHOKapauu

08133

11/2020

11/2025
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MENARINI
von Heyden

Ceptudukar aHanuaa

®
PaHekca” 500
TabneTtkun ¢ npeNoHrpoBaKHbLIM BbICBCOOMAEHWEM, NOKPLITHIE NMNEHOYHON 0BONOYKOI

Ne cepuu: 08133

[aTa uarorosnexus: 11/2020

Cpok rogHocTu: 11/2025

Ne ceptudpmukara: 30000200759; 30000202182

Hara avanuaa: 24.11.2020

Homep npoaykra: 01400491

o6bem cepum (konuuecTeo YyNaKoBOK): 11038

HewcTByouee sewecTso: Panonasux

MpoussoauTens AeAcTBYOWEro BewecTBa: “xeussn Xyaxai Oapmacsiotukan Ko., iTa. Kutai

Ucnbitanmne Ea. TpeboBaHue Pesynbrar
WTpUX-Kog UMEeeTCH
HEeBUOWMbIE 3HaKn 3aLUNT b HMeEeTCR

XpaHetue Mpu Temnepatype He sbile 25 °C

Cpok rogHocTu 5 net

HopmatueHan gokymentauus: JMN-001978-030620

MpoayKT 6bin U3roToBNEH U UCMLITAH B cooveeTcTBUU ¢ GMP. NapTua COOTBETCTBYET N0 BCEM
napamerpam ¢ TpeGoBaHuamu cneuyuuraLum.

A g Dr. Jonas Maczewsky
Wse

l&eﬂapu U — ®oH XengeHn Mu6X Apesnex, 28.01.2021
YrnonHomouveHHoe nuuo Lresden
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