M OO0 Bepnnu-Xemu/A. MeHapuHu

INOATBEPAKJIEHUE COOTBETCTBUS

Ne TIC-18008

Toprosoe HarMeHoBanHe

Panekca®

MexynapoiHoe HellaTeHTOBaHHOE HAMMEHOBaHHE
(TpYNIHPOBOYHOE HIIH XHMHYECKOR)

Panonazuu

JlexapcTBeHHas Gpopma

TalIIETKH ¢ TIPOJIOHTHPOBAHHBIM
BBICBOOOIKICHHEM, TTIOKPHITHIE
IJIEHOYHOH 00071049K0iH

Jo3upoBka 1000 mr
dopmMa BeIITycKa 15 wrr. , 6nncrepst (4 wT.) , nayku
KapTOHHbIE
Howmep cepun (naprtun): 18008
O6beM cepun(napin) 3 066
Jara Beinycka 01.10.2021
["onen 1o 01.10.2026
Haumenosanne u  agpec  mpomssomuTens (c | Hpomssoaurenr - Menapunu-don
YKa3aHHEM CTaJIHil IPOU3BOJICTBA) Xeiinen IT'mM6X (Leipziger Strasse 7-13,
01097 Dresden, Germany), I'epmanus
Beinyckanumuii KOHTPoIbL KaYecTBa-
Menapunu-®on Xeiinex I'm6X
Leipziger Strasse 7-13, 01097
Dresden, Germany  T'epmanns
Homep u narta perucrpanmonsoro YIAOCTOBEpEeHUs JIII-001978  or  23.01.2013  (nmara
nepeodopmierns 25.06.2018)
Homep 1 nata HopmaTHBHOII JoKyMeHTaHHK JIIT 001978-030620
HanmeHoBaHue H aJipec JepxaTenst | 3aKpeIToe  aKIHOHEPHOE  OOIIECTBO

PETHCTPALIMOHHOTO YI0CTOBEPEHUS

"BEPJIMH-®PAPMA" (3AO "BEPJIMH-
DAPMA"),Pocens, r. Kamyra, 2-if
ABTOMOOMIBHBIH IIpoe3, 1.5

Hacrosiumii qokymenT noarsep:kaaer:

-ZIAHHBIH JICKapCTBEHHbIH Ipernapar cooTBercTBYeT 61-D3 «O6 OOpallleHHH JleKapCTBEHHBIX
CPEACTB. .. »;
~CEpIL JICKApCTBCHHOTO Mpenapara COOTBETCTBYET TPeGOBAHMSM, YCTAHOBICHHBIM IIpH  ero
IOCYyIapCTBCHHON perucTpanuu

(moamnuce)

i ,1»_*-—”‘_’,';»»'«*'“"'“'
——————<——" Coxonos B.JI.

23.03.2022
(mara)

000 “Bepnun-Xemu/A. MeHapunu”

HOpuandeckuia anpec: Poccus, 123317, r. Mockea, N
MouTtoBwIA anpec: Poccus, 123317,

Tenedon: +7 (495) 785-

. Mockea, MpecHerckas HaBepexHan, g. 10
01-00, dhakc: +7 (495) 785-01-01, e-mail: info@b-c.ru

pecHeHckas HabepexHas, 4. 10



MENARINI
von Heyden

Ceptudpukar aHanusa

PaHekca® 1000

TabneTky C NPONOHIUPOBaHHbIM BbiCBOBOXAEHWEM, NOKPLITEIE NNEHO4HON 0B0nouKo

Ne cepuu:

Data usrotosneHus:
Cpok rogHocTu:

Ne ceptudukara:
[ata aHanusa:
Homep npopykra:

06bem cepuu (KONMYECTBO YNaKoBOK):

HeicTByloliee BewecTBO:!

MpouzBoauTens feNcTBYIOWEro BewecTea:

18008

10/2021

10/2026

30000211005; 30000211262

02.12.2021

01400492

3066

PaHonasuH

YkeusnH Xyaxan ®apmacbiotukan Ko., Jita. Kutait

UenbiTanue

Eq.

TpeboBaHue Pesynbrar

OnwucaHue

MognuHHoCTL

BIOXX

Yo -
CNeKTPpoOTOMETPUA

Pacrteopenue
Yo-
cnexkTpotoToMeTpUs

Bpewms, yac
0,5
4,0

12,0

24,0

%
%
Y
%

TabneTtkn noxpbiThie
nreHo4Hon 06oNnoYKoA,
LBOAKOBLINYKNbLIE, OBANLHOM
dhopmel, BnegHo-KenToro
LiBeTa ¢ TucHeruem «1000»
Ha 0fHOW CTOpOHE.

TabneTkn nokpeITLIE NNEHOYHOR 0BONOYKOH,
ABOAKOBLINYKNLle, oBanbHON hopmbl, BnegHo-
HEeNToro useta ¢ TucHeHnem «1000» Ha ogHON
CTOpOHE.

BpeMs yaepXuBaHUA OCHOBHOIO NUKa Ha CootseTcTYeT

XpomMaTorpamme MCrbiTyemMore pacTeopa 4orkHO
COOTBETCTBOBaTL BPEMEHU YASPKUBAHUR
OCHOBHOrO NKKa Ha XpomaTorpaMme CTaH4apTHOro
pacTteopa paHona3vHa (cm. pasaen
«KonudecTeerHoe onpeaeneHuen).

CnekTp nornoLyeHws UCnLITYeMoro pacTeopa CooTeeTcTayeT
OOMXeH cosnajaTh CO CNeKTPOM NOrnoweHus

CTaHAapTHOro pacTsopa paHonasvHa B AnanasoHe

ANWH BonH oT 210 HM ao 300 HM.

KonuuecTeo paHonazuna (Q), nepelwegiuero s
pacTeop, B % OT 3asBNEHHOrO CoaepXaHns aei-
cTBylouero Bewecrsa L:
L1 (vcnoiranue Ha 6 Tabnetkax): Bee vHau-
BuAyansHbie 3Ha4eHus B npefenax kputepues L1.
L2 (ucneiTadue Ha 6 Tabnetkax): CpeaHee
3HavyeHue ana 12 Tabnetok (L1 + L2) HaxoauTtcs B
npegenax kputepues L1, Bce oTaenbHLIe
3HayeHus B npeaenax kputepuer L2.
L3 (ucnbitanue Ha 12 TabneTkax): Cpearee
3Ha4yeHue anA 24 tabnetok (L1 + L2 + L3)
HaxoauTca B npefenax kputepues L1, He Bonee 2
TabneToK BbIXOAAT 3a paMkv KpuTepues Ans
OTAenbHbIX 3HaveHWn L2, Bce oTaensHele
3HaveHus B npegenax kputepues L3.
Oran1(L1) 3ran2(L2) 3ran3(L3)

3-23 3-33 3-43
30-50 20-60 10-70
53-73 43 - 83 33-93
275 265 =55

14; 14; 13; 13; 13; 13
38, 38; 38; 39; 37; 38
59; 60; 59; 60; 60; 61
TLTETE 76 1718

Raneaxa 1000 RU - 004
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MENARINI
von Heyden

CepTudmkar aHanusa

Panekca® 1000
TabneTky C NPONOHMMPOBaHHEIM BbICBOGOMAEHUEM, NOKPLITLHIE NNEHOYHOR cBonouKoi

Ne cepuu: 18008
[ata usrotoBneHusa: 10/2021
Cpok rogHoCTH: 10/2026
Ne ceptudpukara: 30000211005; 30000211262
Aarta aHanu3sa: 02.12.2021
Homep npoaykra: 01400492
06bemM cepun (KONMYECTBO YNaKOBOK): 3066
OencTByloLiee BeWeCTBO: PanonasuH
MpoussoauTens AedcTRYIOWero BelwecTa: “hxeusnH Xyaxan ®apmacsiotukan Ko., Jita. Kurai
UcnbiTanue En. TpeGoBaHue PesynbTar
PopacteeHHble npumec (B3XKX)
nobasn eguHUYHan NpuMech % He Bonee 0,1 %; <0.05
cyMMa npumecen % He 6onee 0,2 % <0.05
OAHOPOAHOCTL AO3NPOBEHNA MapameTtp npuemnemocty anst 10 egununy 1.8
posuposanna < 15,0; MNapameTp npuemnemMocTy
ansa 30 eguHuy gosvposanua < 15,0 U HU ogHa
U3 OTAENbHBIX AUHUL A03UPOBEHMA HE MEHES
0,75M » He Bonee 1,25M
KonuvecTeeHHoe Mr oT 950,0 go 1050,0 Mr paHona3uHa B Tabnetke 984.5
onpeaeneHue
% (95 % — 105 % OT 32aBNeHHOro CofepKaHua) 98.5
MukpoBuonormdeckas yucrorta
Obwee konu4yecTso aspobhbix  KOEs 1r He Bonee 10° <10
MUKPOOPraHu3Mos
<10
O6ujee konu4yecTso gpoxokesbix KOEB1r He Bonee 102
1 nnecHesbix rpubos
Escherichia coli OtcytctBues 1 r QOrcyreraytoT
Ynakoeka Mo 15 TaBneTok B KOHTYPHOW SYEHKOBON CootBercrayer
ynakoske (Bnuctep) ua NBX/MBOX/ conera
aniomvHuesas. o 4 6nuctepa ¢ uHCTPyKUUEH
no NPUMEHEHWIO NPenapaTa B KaPTOHHOW
naJvke.
Mapkuposka 1) MepeuyHan ynakoska NeKapcTBEHHOTO
npenapara. Ha 6nuctepe Ha pycckom s3blke
YKa3bIBaIoT:
HanMeHoBaHue (PUPMbI-NPON3BOAUTENSA MenapwHu — PoH
XeiipeH MvbX,
lepmanus
TOProBoe HanMeHoBaHue npenaparta® PaHekca®
MEXAYHapOoAHOE HENATEHTOBAHHOE PanonaauH
HanmeHoBaHue

Ranaxa 1000 RU - 004 Crpatuua 2 u3 4



Ceptudmkar aHanuza

Panekca® 1000

MENARINI
von Heyden

TabneTkn ¢ NpoNOHMMPOBAHHbLIM BbICBOOOMAEHNEM, NOKPLITHIE NNEHOYHON 0BONO4KOI

Ne cepuu:

Harta narotoBnexus:
Cpok rogHocTy:

Ne ceptudmkara:
Hata ananuaa:
Homep npogykra:

obbem cepuu (konuyectso YNakoBOK):

Hencreyiowee BeuecTeo:

18008

10/2021

10/2026

30000211005; 30000211262
02.12.2021

01400492

3066

PaHonaszuy

MpoussoauTens geicTayroulero BewecTsa: “hreysaH Xyaxain ®apmacsiotukan Ko., Nita. Kutait

Ucnbitanue En. TpeGoBaHue Pesynurar
NEKAPCTBEHHYIO hopmMy Tabnetku ¢
NpONOHrUPOBaHHbIM

AO3NPOBKY
HOMep cepuu

«rofeH Ao...»

HEBUAMMEIE 3HAKW 3aLLUTLI

2) BropudHas ynakoska. Ha KapTOHHO nauke Ha
PYCCKOM R3LIKE YKa3bIBAKOT:
HaumeHoBaHne OUPMLI-NPOU3BOAUTENS, CTPaHy

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

TOProsoe HauMeHosaHue npenapara®
MEXOYHapOAHOE HeNaTeHToBaHHoOe
HavMeHoBaHue

[031pOoBKY

NeKapcTBeHHYI dopMy

konuvecTso TabneTok B ynakoske
COAEpXaHWe AeiCTBYIOLEro BeLlecTsa B OaHOM
TabneTke

YCNOBUWS XpaHeHUs

«CobniofiaTh MHCTPYKLMIO N0 NPUMEHEHMIO

npenapara, KOTopas HaxOAUTCA BHYTPU YNaKosku»

«XpaHUTb B HEAOCTYNHOM ANs AeTeit MecTely

PEerucTPaLoHHbIA HoMep

yCnoBus oTnycka

«CopepxuT nakTosy»

cnocob npumMeHeHus

«[Ans neyeHun ctabunoHoml cTeHokapguuy

HOMED cepuun
AaTty n3rotosneHus
«rc4eH 4o...»

BbicBOGOXOE2HMEM,
NOKPbLITLIE MNEHOYHOM
oBonoykoli

1000 mr

18008

10/2026

uMeeTca

MeHapuny — ®oH XeligeH
MMEX, Mepmanus
BERLIN-
CHEMIE/MENARINI
Panekca®

Paxonasun

1000 mr
TabneTok ¢ NPONoHIMpo
B&HHbLIM BbICBOBOXKEHUEM,
NOKPbITLIX NNEHOYHOM
oBonoukon

60

1000 mr

XpaHutb npu Temnepartype
He Bbiwe 25 °C.
Cobniogats MHCTPYKUMIO NO
NpUMeHeHuo npenapara,
KOTOpas HaxoauTcsi BHYTpM
YNaKkoBsKu

XpaHuTb B HELOCTYNHOM
Ans fetei mecre!
Nnri-001978

Mo peuenty

CoaepxuT nakrosy

LOnsa npuema sHyTpe

Ons nevenus crabunsHon
CTEHOKapauu

18008

10/2021

10/2026

Ranexa 1000 RU — 004
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MENARINI
von Heyden

Ceptucpumkar aHanuaa

Panekca® 1000
TabneTku ¢ NpONOHIMPOBaHHLIM BbICBOBOXAEHUEM, NOKPLITLIE NNEHOYHON 0BOI0YKON

Ne cepuu: 18008

Harta usrotosnexus: 10/2021

Cpok roaHocTH: 10/2026

Ne ceptudpuxara: 30000211005; 30000211262

Hara ananu3za: 02.12.2021

Homep npoaykra: 01400492

o6bem cepuu (konuyecteo YyNakoBOK): 3066

HeicTBylowee BewecTso:; PaHonasuH

Mpoussogurens AeicTBylowero sBewecrea: YxeyussH Xyaxah ®apmacsiotukan Ko., llta. Kutai

WcnbiTauue En. Tpe6Gosanue Pesynbrar
WITPUX-Ko4 umMmeeTtca
HEBMANMBIE 3HAKM 3aLLUTH! umMeeTcs

XpaHeHue Mpu Temnepatype He Bbiwe 25 °C

Cpok rogHocTu 5 ner

HopmatueHan nokymenTaums: J1M-001978-030620

MpoAyKT Bbln U3roTOBNEH W UCMBITAH B COOTBETCTBMM C GMP. lNapTus cooTBeTCTBYET No BeeM
napameTpam c TpeboBaHuAMU cneUunpUKaLmuu.

MeHapuuu — ®oH XeitgeH Mi6X Apesnen, 01.02.2022

YnonHomouyeHHoe nuuo

Ctpanuya 4 us 4




