CepTtudmkar aHanusa

Panekca® 1000

MENARINI
von Heyden

TabneTk1 C NPONOHIUPOBaHHBIM BLICBOGOXASHUEM, NOKPbITbIE NNEHOYHON 06oNOYKON

Ne cepunu:

Hara nsrotoBnennsn:
Cpok rogHocTH:

Ne ceprucmkara:
Hara aHanu3za:
Homep npopyxra:

o6Lem cepum (KONUYECTBO YNaKoBoOK):
OedicTeylouee BewecTBO:
Mpoussonutens aeicTeyiowero BewecTsa: YxeuanH Xyaxait dapmaceiotukan Ko., Nira. Kutaii

08008

11/2020

11/2025

30000200448; 30000200601
11.11.2020

01400492

6135

PaHonasun

Ucnbitanue

En. Tpebosanue

Pesynbrar

Onwucanue

MoanuxHocTb

B3XX

Yo -
cnekTpocdoToMeTPUA

Pacreopenue
Yo-
cnekTpogoToMeTpHA

Bpems, vac
0,5

12,0
24,0

TabneTku nokpbITLIe NNEHOYHON oBonou4koi,
ABORKOBLINYKNbLIe, OBanbHOU hopmbl, GnegHo-
XenToro useTa ¢ TucHeHnem «1000» Ha ogHoiA

CTOpOHe.

Bpems ypepxvsarHua OCHOBHOTO NuKa Ha

Tabnetkn nokpeITbie
NMNeHOYHOR 06oNoYKoNH,
ABOAKOBLINYKNble, OBANLHOMK
thopmbl, GneaHo-xenToro
useTa C TUCHeHueM «1000»
Ha OAHOI CTOpOHE.

CooTeercteyet

XpOMaTorpaMme MCNbITYeMOro pacTeopa JOMKHO
COOTBETCTBOBATL BPEMEHW YASPKMBaHMUSA
OCHOBHOrO NKKa Ha XpoMaTorpaMmme CTaHAapTHOro
pacTeopa paHonasuHa (CM. pasgen
«KonuuectsexHoe onpeaenexunes).

CnekTp nornoLeHus NcnbiTyemMoro pacteopa

Cooteetctayer

ACMXeH coBnaaark Co CNEKTPOM NOrTOLWEHUN
CTaHAaapTHOro pacTeopa paHonasuHa B AnanasoHe
ANuH BonH ot 210 HM o 300 HMm.

KonuyecTso paHonaavHa (Q), nepewenwero B
pacTeop, B % OT 3asBNeHHOro coaepXaHus aeii-
CTByloLero ewecTsa L:

L1 (ucnbitanue Ha 6 Tabnetkax): Bee uHan-
BUAyanbHble sHaYeHa B npegenax kpurepues L1.
L2 (ucnbiraHue Ha 6 TabneTtkax): CpegHee
3HayeHve ansa 12 Tabnerok (L1 + L2) HaxopwTes B
npeaenax kputrepues L1, Bce oTaentHble
3HaYeHus B npefenax kputepues L2.

L3 (vcnbiTakue Ha 12 Tabnetkax): CpegHee
3HaueHue ann 24 Tabnetok (L1 + L2 + L3)
HaxoauTcs B npeaenax kpurepues L1, He Gonee 2
TabneTok BbIXOAAT 33 paMKu KpUTepues Ans
OTAenbHbIX 3HaYeHuid L2, Bce oTenbHble
3HaueHWA B npegenax Kpurepues L3,

3ran 1 (L1) 3ran2(L2)

% 3-23
% 30-50
% 563-73
% 275

20-60
43 -83
265

Oran 3 (L3)

3-43 14; 14; 15; 1
10-70 41; 39;41; 3
33-93 64; 62;63;6
255 81,7

3-33 4:14; 13
9; 40; 39
1; 64; 61
9; 81; 80
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CepTucpukart aHanusa
Panekca® 1000

MENARINI
von Heyden

TabneTku C NPOMNOHrMPOBaHHLIM BbICBOBOXAEHUEM, NOKPLITBIE NNEHOUHON 0BONOYKON

N2 cepum:

[lata uaroroBnexus:

Cpok rogHocTK:

No cepTudpuxkara:

[ara avanuaa:

Homep npopykra:

o6bem cepnm (KONMYECTBO YNaKoBOK):
fAedicreyloniee sewecTso:

08008

11/2020

11/2025

30000200448; 30000200601
11.11.2020

01400492

6135

PaHonasuH

MpousBoautens aeicreyiowero BewecTsa: Yxey3nH Xyaxait ®apmacoiotukan Ko., Jita. Kutai

HcnbiTanue En. Tpe6oBaHue PesynbTar
PoacteeHHble npumecu (BOXKX)

noban eAuHNYHAA NpUMECH % He Gonee 0,1 %,; <0.05
cymMMa npumeceii % He 6onee 0,2 % <0.05
OAaHopoaHOCTL A03UPOBaHUA Mapametp npuemnemocTu Ans 10 eanHny 1.8

KonuyecteeHHoe Mr
onpegeneHue

%
Mukpobuonornyeckan YucToTa

O6buwee konuyecTso aspobueix KOEB1T
MUKpPOOpraHuamoB

O6wee konu4yecTeo apoxokeBblx KOEB 1T
1 nnecHesbiX rpubos

Escherichia coli

Ynaxoska

Mapxkuposka

Aosvposanus < 15,0; MapameTp npuemnemoctu
Ana 30 egvHuL nosupoBaHKa < 15,0 1 HY ogHa
13 OTAENbHbIX 8AWHWUL| A03UPOBaHNA HE MeHee
0,75M u He Gonee 1,25M

ot 950,0 no 1050,0 mr paHonasuHa B Tabnetke 990.1

(95 % — 105 % ot 3aneneHHoro copgepxanun)  99.0

He Gonee 10° <10
<10
He 6onee 10°
Otcytcteue B 1 r OrcyreteyoT
Mo 15 TabneTok 8 KOHTYPHOR AveRKoBOW CooteercrByeT

ynakoske (6nucrep) ua NBX/MBAX/ onbra
anioMuHuesas. Mo 4 Gnucrepa ¢ MHCTPyKLMei
No NpUMeHexHIo npenapara B KAPTOHHOM!
naske.

1) NepsuyHan ynakoBka NekapCTBEHHOO
npenapara. Ha Gnncrepe Ha pycckoM A3bike

YKasblBatoT:
HanMeHoBaHWe PUPMLI-NPON3BOANTENR MeHapuHu — doH
XeidpneH Mv6X,
FepmaHun
TOproece HanMeHoBaHWe npenapara® PaHekca®
MeXayHapoaHoe HenaTeHToBaHHoe PaHonasux
HaumeHoBaKue
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Ceptudmkar ananusa

Panekca® 1000

MENARINI
von Heyden

TabneTku € NPONOKIMPOBaHHBIM BLICBOBOXKAEHUEM, NOKPLITHIE NNEHOYHOH 06ONOYKO

Ne cepun:

flata n3roroBnexus:
Cpok roaHocTH:

Ne cepTugukara:
llara ananu3sa:
Homep npopaykra:

o6vem cepuu (KonuyecTso ynakoBoOK):

HAeicreylowee BeulecTeo:

08008

11/2020

1112025

30000200448; 30000200601
11.11.2020

01400492

6135

PaHonasun

MpoussoamnTens aeicTByIOWEro BeleCTBa: YxeysaH Xyaxait dapmacsiotukan Ko., lira. Kutait

UcnbiTanue Ea. TpeGoBanue Peaynbrar

neKkapcTseHHyIo hopMmy Tabnetku ¢
NPONOHIMPOBAHHLIM
BbicBOBOXKAEHKUEM,
NOKPLITHIE NNEeHOYHO!
oGonoykoit

A031pOBKY 1000 mr

Homep cepuu 08008

«TOAEH A0...» 11/2025

HeBUAVMbBIE 3HAKW 3aLUThl nMmeerca

2) BropudHan ynakoska. Ha kapToHHOM navke Ha
PYCCKOM fA3blKke yKa3biBaloT:
HanmeHoBaHWe UpPMbI-NPOU3BOANTENSA, CTpaHy

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

TOProeoe HanmeHoBaHue npenapara®
MeXAyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHne

AO3MpOBKY

nexkapcTeeHHyio opmy

KONU4ECTBO TabneTok B ynakoBke

coAepxaHue AeiCTBYIOWero BelyecTsa 8 OAHOMN
Tabnetke

yCnoBuA XpaHeHus

«CobnioaaTb UHCTPYKLMIO NO NPUMEHEHNIO
npenapara, KoTopas HaxoAMTCS BHYTPYU YNakoBKu»

«XpaHuTb B HEAOCTYNHOM ANSA AeTeil mecTel»

perucTpauyvoHHLIi Homep

YCNOBUA OTNYCKa

«Copepxut nakrosy»

cnocob npumeHeHnn

«[inA nevenna crabunbHoll cTeHokapauu»

HOMEP Cepum
AaTy U3roToBNEHWA
«rofieH f0...»

MeHapuhn — doH Xeilnen
'MBX, MepmaHus
BERLIN-
CHEMIE/MENARINI
PaHekca®

PaHonasuH

1000 mr

TabneToKk ¢ NPonoHrMpo
BaHHbIM BbiCBOGOX(eHeMm,
NOKPBITLIX NNEHOYHOMN
obonoukoit

60

1000 mr

XpaHuTb Npu Temneparype
He Bbilwe 25 °C.
Cobnioaats uHCTPYKUMIO NO
NpUMeHeHuIo Npenapara,
KOTOpas HaxoAUTCA BHYTPH
YNaKoBKK

XpaHWTb B HEAOCTYNHOM
ANA petei mecrel
nn-001978

* Mo peuenty

Copepxut nakTosy

Ans npuema BHyTpL

Lns neyeHua ctabunbHoi
CTeHOoKapauu

08008

11/2020

11/2025
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MENARINI
von Heyden
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Ceptudmkar aHanusa

®
PaHekca®™ 1000
TabneTkn C NPONOHIMPOBaHHbIM BbICBOOOXAEHNEM, NOKPLITLIE NNEHOYHON 0BONOYKOI

Ne cepun: 08008

[arta narotoBnexus: 11/2020

Cpok rogHocTH: 11/2025

Ne cepTudmkara: 30000200448; 30000200601

Hara ananu3sa: 11.11.2020

Homep npoaykra: 01400492

06beM cepum (KONUYECTRO YNaKoBOK): 6135

OedicTeyloulee BewecTeo: PaHonasuH

MNpoussoauTens AelcTByOWEro BewecTsa: “hreysaH Xyaxan ®apmackiotukan Ko., Nta. Kuran

UcnbiTanue En. Tpe6GoBaHue Pesynbrar
LUTPUX-KOA umeeTcs
HEBUAMMbIE 3HaKKM 3alWTb umeeTcs

XpaHeHue Mpwn TemnepaType He Bbilwe 25 °C

Cpok rogHocTH 5 net

HopmaTtusHan pokymenTauusn: J1M-001978-030620

MpoaykT Gb1n U3rOTOBNEH U UCNLITaH B COOTBETCTBUM ¢ GMP. MapTusa cooTBETCTBYET NO BCEM
napametpam ¢ TpeboBaHuAMM cneumndukaLmum.

MENARINI - Von Heyden GmbH

Leipziger Str. 7-13
MeHapunu — ®oH XenaeH MméX 01097 Dresden Ape3snex, 11.01.2021
YnonHoMo4eHHOe nuuo

Ranexa 1000 RU - 004 Ctpannua 4 ns 4



OO0 BepnnH-Xemn/A. Menapurmn

INOATBEPXXJIEHUE COOTBETCTBHSA

Ne IIC-08008

Toprosoe HaumeHoBanHe

Panekca®

(rpynmEpoOBOYHOE HIIM XMMHYECKOE)

Mex1yHapoaHOe HellaTeHTOBAHHOE HAHMECHOBAHHE

Panonazun

JlekapcTeeHHas dopma

TabJIETKH C TIPOJIOHTHPOBAHHEIM
BBICBOOOXKICHHEM, IIOKPBITHIE
IUICHOYHOH 000J104K0i

yKa3aHHEM CTafui IPOU3BOACTEA)

Jlo3zuposka 1000 mr

®opma BhIyCKa 15 wmr. , 6muctepst (4 wt.) , nauku
KapTOHHbIE

Homep cepun (naprun): 08008

O6neM cepun(maptun) 6135

Jata npoussocTea 01.11.2020

I'onen no 01.11.2025

HaumeHoBanne u ampec  mpoussomurens (c | Hpomspogureny - Menapuan-don

Xeiinen I'm6X (Leipziger Strasse 7-13,
01097 Dresden, Germany), I'epmanns
Boinyckalommii KOHTPO.Ib KayecTBa-
Menapunu-®on XeHaeH I'm6X
Leipziger Strasse 7-13, 01097
Dresden, Germany  I'epmanus

HOMep H JJaTa peruCTpallHOHHOI O YAOCTOBEPEHHUA

JII1-001978 ot 23.01.2013
(mata nepeopopmaenus 03.06.2020)

Homep 1 naTa HOpMaTHBHOI JOKYMEHTALMH

JIIT1 001978-030620

Haumenopanue H ajapec
PETHCTPALIHOHHOT O YAOCTOBEPEHHA

JepaKaTes

3aKpeITOE  aKIMOHEPHOE  OOIIECTBO
"BEPJINH-®PAPMA" (3A0 "BEPJIUH-
®APMA"),Poccus, r. Kanyra, 2-i
ABTOMOOMIIBHEIH Ipoe3, 1.5

HacTosimuii 1okyMeHT moaATBepxkaaeT:

-NIaHHBIH JIeKapCTBEHHBIH IpenapaTr coorsercTByeT 61-03 «O6 oOpallleHHH JTeKapCTBEHHBIX

CPEACTB...»;
~CepHs JIKapCTBEHHOTO IIpenapaTra COOTBETCTBYET TPEGOBAHHMAM, YCTAHOBJIEHHBIM IIPH €ro
roCyJapCTBEHHOH PEruCTpaluu

000 “Bepnun-Xemu/A. MeHapuuu”

>

(monmuce)

_£——==="Coxonos B.]I.

10.02.2021
(naTa)

Opuanyeckuia appec: Poceus, 123317, . Mocksa, MpecHeHckan HaGepexHas, A. 10
MovToBbiin agpec: Poccus, 123317, . Mockea, MpecHeHckan HabGepexHasn, a. 10
Tenedpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



