OO0 bepsmmH-Xemn/A. MeHapmHmu

INOATBEPXKJIEHHUE COOTBETCTBHUS

YKa3zaHHuCM CTagui IIpOPI3BOZ[CTBa)

Ne TIC-18002
Toprosoe HaHMEHOBaHHE Panekca®
MexayHapoiHOe HenaTeHTOBAHHOE HAUMEHOBAHHE PaHonazux
(rpynnupoBOYHOE WIH XHMHYECKOE)
JlekapcTBeHHas popMma TabJIeTKH ¢ MIPOJIOHTHPOBAHHBIM
BBICBOOOXICHHEM, TIOKPBITHIE
IUIEHOYHOH 000710YKOH

Jlo3upoBka 1000 mr
®opma BBITTyCKa 15 wr. , GiucTeps! (4 WT.) , TAYKH

KapTOHHBIE
Howmep cepuu (maptun): 18002
O6beM cepun(nmapTin) 1414
Hara Belnycka 01.01.2021
I'onen o 01.01.2026
HanmenoBanue u  aapec mnpoussoaurens (¢ | Ilpoussomurens - Menapunu-®oH

Xetinen I'm6X (Leipziger Strasse 7-13,
01097 Dresden, Germany), I'epmanus
Beinyckaromui KOHTPOJIb Ka4eCcTBa-
Menapuau-®on XeiineH I'm6X
Leipziger Strasse 7-13, 01097
Dresden, Germany  I'epmanus

HoMmep u nata perucTpallHOHHOTO YIOCTOBEPEHHS JII-001978 ot  23.01.2013  (mara

nepeodopmnenns 03.06.2020)

Homep M 1aTta HOpMaTHBHOH JOKYMEHTAIUH JIIT 001978-030620

HaumenoBaHune H azpec
PETHCTPALIMOHHOTO YI0CTOBEPEHHS

AepkaTens | 3aKppIToe  aKLHOHEpHOe  0OIIecTBO
"BEPJINH-®PAPMA" (3AO "BEPJIMH-
®APMA"),Poccuss, r. Kamyra, 2-i
ABTOMOOHMIIBHBIH TIpOE3 A, 1.5

HacTosimuii 10KyMeHT MOATBEpPIKIACT:

-MIAaHHBIH JIEKApCTBEHHEIH npenapaTr cooTBeTcTBYeT 61-D3 «O6 obpalieHHH JIeKapCTBEHHBIX
CpEACTB. ..»;
-CepHsl JICKAPCTBEHHOrO IMperapaTa COOTBETCTBYET TpeOOBaHMAM, YCTAHOBICHHBIM IPH €ro
rocyJapcTBEHHON perucTpanuu

il n
i

' -‘ Hengrin
ok o0 bep:

Toy

s,
Y

000 “Bepnur-Xemu/A. MeHapuHu”

[
7(7 Pysanoa T.B.  06.09.2021

" (mommucs) (nata )

KOpuanyeckuin agpec: Poccus, 123317, r. Mocksa, NpecHeHckan HaGepexHas, g. 10
Movutosbin agpec: Poccuna, 123317, r. Mockea, MNpecHeHckan HabepexHasn, g. 10
TenedoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Ceptudmkar aHanusa

PaHekca® 1000
TabneTki C NPONOHrMPOBaHHLIM BEICBOBOXAEHNEM, NOKPLITLIE NNEHOYHON 0BGONONKON

Ne cepum: 18002

[ata u3roToBneHus: 01/2021

Cpok rogHocTu: 01/2026

Ne cepTudukara: 80000017698; 30000205955

Narta aHanusa: 09.06.2021

Homep npoaykra: 01400492

o6LeM cepuu (KONMYECTBO YNAKOBOK): 1414

[Hewcreyolee BewecTeo: Pa+onasuH

MpoussoauTenb AeHCTBYOLWEro BewecTea: “hreussH Xyaxain ®apmackiotvkan Ko., Jira. Kutait

Ucneitanue EA. TpebGosaHue PesynbTtar

OnucaHue TabneTk1 NokpbITele NNEHO4HOH 06CIoHKON, TabneTky NoKpbIThHIE
ABOAKOBLINYKNbIE, 0BanbHON hopMbl, BnenHo- NNeHo4YHoN 06onoYKOW,
XeNnToro upeTta ¢ TucHeHuem «1000» Ha ogHo OBOAKOBbLINYKIbIE, 0BANLHOM
CTOpOHe. ¢opmbl, BnegHo-xenTtoro

useTta c TucHeHuem «1000»
Ha OJHOI CTOpOHeE.
MoanuHHOCTL

B3XX Bpems yaepKvBaHWA OCHOBHOTO NUKa Ha CooteeTtcrByeT
Xpomarorpamme UCMLITYEMOro pacTeopa A4OMKHO
COOTBETCTBOBATL BPEMEHU YASPKMBAHNS
OCHOBHOIO NUKA HA XpoMaTorpamMme CTaHAapTHOro
pacTBopa paHonasuHa (cm. pasgen
«KonwyecTeeHHoe onpeaeneHues).

Yo - CneKTp NornoLeHns UCNbITYeMOro pacTeopa CooTserctByeT
cnekTpochoTOMETpUS AOMXeH coBnaaarh CO CMeKTPOM NOMIOLEeHNs

CTaHAAapPTHOrQ pacTeopa paHonasvwHa B AuanasoHe

AnvH BonH ot 210 kM go 300 Hm.

PacTtsopexue Konu4yecTeo paHonasuHa (Q), nepeleallero B
Y- pacteop, B % OT 3asiBNEHHOro COAEPKaHWA aei-
cnexkTpodoToMeTpus CTBYIOWEro Bewecrea L.
L1 (vcneitaHue Ha 6 TabneTkax). Bce uHau-
BuAYyanbHble 3Ha4YeHua B npegenax kputepues L1,
L2 (ucnbiTaHue Ha 6 Tabnetkax): CpegHee
3HauyeHue gna 12 tabnetok (L1 + L2) HaxopuTcs B
npeaenax kpurepuee L1, Bce oTaenbHble
3HavyeHun B npefenax kputepues L2.
L3 (ucnbiTaHue Ha 12 tabnetkax): CpegHee
3HaveHue aAnA 24 tabnetok (L1 + L2 + L3)
HaxoauTca B npeaenax Kputepues L1, He Gonee 2
TabneTok BLIXOAAT 32 PaMKu KpUTEPUEB ANA
OTAeNbHbIX 3Ha4YeHWn L2, Bce oTaenbHble
3HauyeHus B npeaenax kputepves L3,
Bpewms, vac Jtan 1(L1) dran2(L2) 3ran3(L3)
0,5 % 3-23 3-33 3-43 14, 14; 14; 13, 14; 14
40 % 30-50 20-60 10-70 39; 39; 38; 35; 41; 38
12,0 % 53-73 43 - 83 33-93 61; 62; 62; 62; 65; 62
24,0 % 275 265 255 80; 81; 80; 83; 84; 80
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Ceptudukar aHanmaa
Panekca® 1000

TabneTku ¢ NPOOHMMPOBAHHLIM BLICBOBOXAEHUEM, NOKPLITLIE NNEHOYHOH 0B0MN0YKOIl

Ne cepum:

[ara narotoBnexus:

Cpok rogHocTH:

Ne cepTudukara:

[ara aHanu3a:

Homep npoaykra:

o6bem cepnu (KONUYECTBO YNaKOBOK):
OeicTeylowee BewecTso:

18002
01/2021
01/2026

80000017698; 30000205955

09.06.2021
01400492
1414
PaHonasuH
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MENARINI
von Heyden

MpousBoauTens AeicTByOWero BewecTsa: YhieusaH Xyaxait dapmacsiotukan Ko., Niva. Kutait

MUcnbiTanue En. Tpeb6oBaHue PesynbTar
PoacteeHHble npumecu (BAXKX)
nobas eguHUYHAR NpUMech % He 6onee 0,1 %; <0.05
CyMMa npumeceil % He Gonee 0,2 % <0.05
OAHOPOAHOCTL 403MpOBaHNs MapameTtp npuemnemoctu Ans 10 eauHML 1.3
fAosuposaHus s 15,0, Mapametp npuemnemocTtu
ans 30 eguHuy AoavpoBaHua < 15,0 u HY ogHa
U3 OTAENbHBLIX eAUHUL AO3MPOBaHUA HE MeHee
0,75M v He Gonee 1,25M
KonuyecteseHHoe Mmr ot 950,0 o 1050,0 mMr paHonaavHa B Tabnetke 986.9
onpeaenexHne
% (95 % — 105 % oT 3asBneHHOro cogepxaxus) 98.7
MwkpoBuronoruyeckas yucrora
O6uyee konnyecTso aspobHeix KOEe1r He Gonee 10° <10
MUKPOOPraHu3mMos
<10
O6wwee konn4ecTso ApoxokeblX KOEB1r He 6onee 102
“ nnecHesblx rpubos
Escherichia coli OtcyTctBue B 11 OtcyTeTByOT
¥nakoeka Mo 15 TabneTox B KOHTYPHOW AYEAKOBOIA CoorsetcrByeT
ynakoeke (6nuctep) na NBX/MNBOX/ donbra
anioMuHuesas. Mo 4 Gnucrepa ¢ MHCTpYKUMER
no NPUMEHEHWIO Npenapara B KApPTOHHOW
nayxe.
MapkvpoBka 1) MepBu4Has ynakoeka nekapcTBEHHOro

npenapara. Ha 6nuctepe Ha pycckom s3bike
yKa3biBaloT:
HalumeHoBaHWe UpMbI-NPOU3BOAUTENR MeHapuHu — doH

XeipeH MMBX,

Fepmanua
TOpProBoe HaumeHoBaHue npenapata® Paxekca®
MeXayHapoaHOe HENaTeHTOBaHHOE . PaHona3sun

HanmeHoBaHue

Ranexa 1000 RU ~ 004

CrpaHuuya 2 us 4
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Ceptudukar aHanusa

®
PaHekca™ 1000
TabneTku1 C NPONOHrMPOBaHHbLIM BbICBOBOXAEHUEM, NOKPbITBIe NNEHOUYHOW 0Bonoykon

Ne cepum: 18002
faTta nsroroBnexus: 01/2021
Cpok rogHocTH: 01/2026
Ne ceptudpukara: 80000017698; 30000205955
Hara aHanu3a: 09.06.2021
Homep npoaykra: 01400492
o6bem cepum (KONUYECTBO YNaKoBOK): 1414
OeicTBylollee BelecTBO; PaHonaauH
MNpoussoauTent AeicTByOWEro BewecTsa: YreyssH Xyaxain ®apmacbiotukan Ko., Nta. Kuran
WcnbiTanue En. TpeGoBaHue PesynsTat
NeKapcTBeHHYI0 hopmMy Tabnetku ¢
NPONOHMPOBaHHBIM
BbicBOGOXaEHMEM,
NOKPbITbIE NNEHOYHOW
o6onoukoit
AO31pPOBKY 1000 mr
HoMep cepun 18002
«roAEH [R0...» 01/2026
HEBUAWMbIE 3HAKW 3aLLNTLI UMeeTcs

2) BropuuHas ynakoBka. Ha kapToOHHO#M nadke Ha

PYCCKOM f3blKe YKa3blBaIoT:

HauMeHoBaHWe PUPMbI-NPOU3IBOAUTENS, CTPaHY MeHapuHu — GoH XengeH
'mMBX, MNepmanng

noroTun «BERLIN-CHEMIE/MENARINI>» (Ha BERLIN-

natuHuue) CHEMIE/MENARINI
TOProsoe HanmeHosaHue npenapara® PaHekca®
MeXAayHapogHoe HenaTeHToBaHHoe PaHonasuH
HauMeHoBaHue

[03NPOBKY 1000 mr
NeKapcTBeHHYIO hopMy TabneTok ¢ NpPonoHrMpo

BaHHbIM BbICBOBOXAEHUEM,
MOKPLITLIX NIEHOYHON

obonoykoi
KONM4ecTeo TabneTok B ynakoske 60
cogepxaHve AeicTBYIOLero BewecTsa B O4HOM 1000 mr
Tabnetke
yCnoBusa xpaHeHus XpaHuTb Npv Temneparype
He Bbiwe 25 °C.
«Cobnioaate MHCTPYKLMIO NO NPUMEHEHNIO CobnioaaTh MHCTPYKLMIO NO

npenapara, koTopasi HaXOAUTCA BHYTPY YNakoBKU»  MPUMEHEHMIo Npenapara,
KOTOpas HaxoAMTCA BHYTPY

ynakoeku
«XpaHuTb B HEAOCTYNHOM ANA AeTel mecTe!» XpaHWTb B HEAOCTYMHOM
Ans gertei mecre!
perucTpauynoHHbi HoMep Nin-001978
ycnosus oTnycka Mo peyenTy
«Coaepxut nakroay» Copepxut nakrosy
cnocol npuMeHeHus 4nA npuema BHyTpb
«ns neveHusn crabunbHoll CTeHOKapAUM» Ans neyeHns crabunbHom
cTeHokapauu
HOMep cepuu 18002
AaTy U3roToBneHus 01/2021
«roaeH ao...» 01/2026
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Ceptudukar aHanusa

®
Panekca™ 1000
TabneTkun C NPONOHIMPOBaHHbBIM BbICBOGOXAEHNEM, NOKPLITLIE MIEHOYHON 0BON0YKOI

Ne cepuu: 18002

[aTta usrotoBnenus: 01/2021

Cpok rogHocTH: 01/2026

Ne ceprudpmkara: 80000017698; 30000205955

Harta aHanu3a: 09.06.2021

Homep npogykra: 01400492

obbeM cepuu (KonuyecTso ynNaKoBOK): 1414

AevcrBylowee BewecTso: PaHonasux

MpoussoanTens geicTBylOWEro BewecTea: “xeussH Xyaxait dapmacsiotukan Ko., Nita. Kutai

McnbiTaHKue En. TpeboBaHue PesynbTar
LITPUX-KOA nMeerTcs
HEBUAUMbIE 3HAKK 3aLLUTLI umeeTcs

XpaHeHue Mpyu Temnepatype He Boiwwe 25 °C

Cpok rogHocTH 5 net

HopmaTtusHas aokymenTauus: NM-001978-030620

MpoAyKT 6bIn M3roToBNEH U UCNBITaH B COOTBETCTEBUM C GMP. MapTus cooTBeTcTBYET NO BCeM
napameTpam c TpeGoBaHUAMM cneuuduKaLmm.
Tim Bedrich

MENARINI - Von Heyden Gmb

Leipziger Str_Ls
01097

MeHapuHu — ®oH XengeH MM6X Ape3nex, 09.08.2021

YnonHoMmouyeHHoe nuyo
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