000 bepnnH-Xemn/A. MeHapmrmn

HNOATBEPKIAEHHE COOTBETCTBUSA

Ne TIC-18022

TOpI'OBOC HauUMCHOBaHHE

Manuaun® 3,5

MexayHapoHOE HEMaTeHTOBAHHOE HAUMEHOBAHHE I'nmubGenknamun

(rpynmupoBOYHOE WIH XHMHUYECKOE)

JlekapcTBeHHas popMa TabIeTKH

JlozupoBka 3,5Mr

®opma BEINTyCcKa 120 wt., pnaxonsl (1) , mauku
KapTOHHbBIE

Howmep cepuu (maptum): 18022

O0BeM cepHH(IIapTHH) 25 356

Jlata npoH3BoOACTBa 01.06.2021

I'ogen no 01.06.2024

HanMeHOBaHMe H aJipec IPOU3BOAUTENS (C
yKa3aHMEM CTaJHii IPOU3BOJCTBA)

IIpoussoaurenb-MeHaprHu-PoH
Xetinen I'm6X,) Leipziger Strasse 7-13,
01097 Dresden, Germany
Breinyckamommii KOHTPOJIb KA4YeCcTBA-
bepnun-Xemu AT,
I'epmanus(Glienicker Weg 125, 12489,
Berlin, Germany

HOMep H [aTa perucTpallHOHHOI0 YAIOCTOBECPCHHA

ITN012253/01 ot 02.03.2012 ( nata
nepeopopmienus 05.06.2019)

HOMﬂp H JaTa HOpMaTI/IBHOﬁ JOKYMEHTAaIHH

ITN012253/01-050619

HaumeHnoBanue H aznpec
PETrUCTPAaLIMOHHOIO YA0CTOBEPEHHS

ACpXKaTeiA

bepnun-Xemu AT, 'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

HacTosmuii 10KyMeHT NOATBepPKAAET:

-JJaHHbIH JIEKapCTBEHHBIM NpenapaT cooTBeTcTBYeT 61-®3 «O6 obpalieHUH JeKapCTBEHHBIX

CPEACTB...»;
-Cepus JIEKapCTBEHHOI'O Iperapara COOTBETCTBYET TpeOOBaHMSM, YCTAHOBIEHHBIM IPH €ro
rocyJapcTBEHHOH perucTpaltu

000 “BepnuH-Xemu/A. MeHapuHu"

~Cokonos B.JI.

02.02.2022
(mara )

HOpuauyeckunia agpec: Poccun, 123317, r. Mocksa, MNpecHeHckan HabGepexHas, a4. 10
MNoyTosbin agpec: Poccua, 123317, . Mockea, NpecHeHckan HaGepexHan, a. 10
TenedoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

NpoaykT:

Koa npoaykTa:

Ne cepumn: 18022

Oara warotoenexuwa: 06/2021
[ara Bbinycka cepuu: 14/12/2021
HopmaTtneHan AOKyMEHTaUMWA:
llekapcTeennan dopma:
[Neicreyowee sewecreo:

MNpou3ssoauTent ASUCTBYIOLLEro BELECTBa:

OBvem cepum (KONUYEcTso):

Mokasarens
Onucanve

CpeaHsa macca
OAHOPOAHOCTL AO3UPOBAHUA

PacnapaemocTs
PacTeopeHve

NopnukocTs (BIXX)

PoacTeerHbie npumecu
npumecs A (BSA)
npumeck B (BSC)
nwoban eguHUYHAA
HeWaeHTUPUUMPOBaHHAA NPUMECH
CYMMa HeWaeHTUMULMPOBAHHBIX
npumecen
CyMMa npumecen
MukpoBuonoruieckas yucrora
O6wee yucno aapobreix
MUWKPOOPraHWaMoB
OBLee YMcno ApOXOKEBLIX U
nnecHesbix rpubos
Escherichia coli
KonuuectsexuHoe onpegeneHve

Ynakoska

Mapkuposka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Manunun ® 3,5
F132420

M N 012253/01-050619

TaBneTtku, 3,5 Mr

Fnuberknamug

Wpu KpuwHa @apmaceiotukanc NMlumuren, MHaus

25356

Cneunduxaumns

Pososbie nnockouyunmMHgpudeckne TabneTku Co CKOWeHHbIMK
KpasMu ¥ PUCKOM C OAHOWM CTOPOHLI TabneTku.

110.00 Mr £ 7.5 %

Napametep npuemnemocT Ans 10 eanHUY A03MPOBAHKUA

n £ 15,0. NapameTtep npuemnemocty AnA 30 eguHuy
A03upoBaHuA S 15,0 M HA OAHA U3 eAWHUU AC3UPOBAHUA He
menee 0,75M unu Gonee 1,25 M

He BGonee 10 mMuH
He meHee 80 % (Q) yepes 10 MUH OT 3aABNEHHOrO COAEPXaHUA

Bpema yAepxuBaHWA OCHOBHOTO NWKa Ha Xpomartorpamme
MCMNbITYEMOro PacTBopa AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXUBAHWA OCHOBHOTO MKA HAa XpOMATOrpaMme
CTaHaapTHOro pacTeopa rnuGeHknamuaa.

He Gonee yem 1.6 %
He Gonee 4em 0.2 %
He 6onee uem 0.2 %

He Gonee uem 0.4 %

He Gonee wem 2.0 %

e Gonee 10°KOEe 1 r
He Gonee 10° KOEB 1 r

oTcyTcTeue B 11

o1 3.32.mr o 3.68 mr rnuBerknamuaa B Tabnetke (95 % - 105
% OT 3aABNE@HHOrO COABPKAHUA)

Mo 120 Tabnetok Bo pnakoH M3 BecyseTHOro crekna,
YKYNOPEHHBIN LUTENCENBHOW NPOGKOIA M3 NONMaTUNEHa.

Mo 1 GnakoHy C UHCTPYKLUMEN NO NPUMEHEHUIKD B KAPTOHHOM
nauke.

1. NepBuyHaA ynakoBKka NekapcTBEHHOTO Npenapara.

TUKETK! N Ha H; KOM A3bIK

Kasbl T

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

TOproeoe HauMeHoBaHue npenaparta ®

MeXayHapoaHoe HenaTeHToBaHHOe HauMeHoBaHWe

NeKapcTBEHHYH opMy
AO3UPOBKY

KonMuecTBo TabneTok B ynakoske
«[lns Nnpuema BHYTpb»

coaepxaHve AerCTBYKLLBro BewecTea B ogHon Tabnetke

Ceprugpuxar aHanusa

logex po: 06/2024

PeayneTar

Poaoasie NNOcKoUMNMHAPUUeckue TabneTku
€O CKOLLUBHHBIMIA KDAAMI W DUCKOW C OAHON
CcTOpOHBI TabneTku.

110.10 mr
36

2. MUH
97. %

MonoxutensHo

02%
0.1 %
01 %

< 01%
0.2 %

< 10. KOE/r

< 10. KOE/r

Coorsercrayer
3.42 mr

Cooreertcreyer

BERLIN-CHEMIE/MENARINI
MaHuHun ® 3,5
nuGeHknamung

Tabnerku

3.5wmr

120

yKa3aHo

B oavoi rabnerke cogepxutca

rnuBexknamuaa (MMKpOHU3UpOBaHHAR
copma) - 3,5 mr

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci {Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Or. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle)



MENARINI

Analysenzertifikat Certificate of Analysis
MpoayxT: MaHunun ® 3,5
Koa npogykra: F132420

Ne cepuu: 18022

Mapkuposka
«Iunornvkemudeckoe cpencreo»

«Cobrioaate NPUNOKEHHYIO MHCTPYKLMIO NO NPpUMEHEHUIO Npenaparas
«/lexkapcTBeHHOE CPEACTEO XPaHUTL B HBAOCTYNHOM ANA feTeil mecTe!»
Ne cepumn: 18022

[Nara uarotoenenus: 06/2021

loneH po: 06/2024

HeBuanMbii 3HaK 3aluTh

MpouasoacTeeHHbIN Kog

2, BropuyHas ynakoeka

Ha kapToHHoi nauke Ha pycckom AIbIKE YKAIbIBAKOT:

HaUMEHOBaHUe PHUPMLI-NPOUIBOAWTENS, CTPaHy

HauMeHoBaHWe UPMbI, OCYWECTBNAIOW A BbINYCKalOWMIA KOHTPONb KAYEeCTsa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natvuuue)

TOProBoe HauMeHoBaHwe npenapara ®

MexayHapoaHoe HENaTeHTOBaHHOE HauMeHoBaHue

NEKapCTBEHHYIO HopMY

AO3MPOBKY

konuyecTso Tabnerok B ynakoeke

«[inA npuema eHyTpby»

CoAepXaHue AeACTBYIOWIEro BEWECTBA B O4HOM Tabnerke

YCNOBUA XpaHeHus

«lunornukemuyeckoe cpeacTeon
«CobnioaaTe MHETPYKUMIO NO NPUMEHEHMIO npenapara, KOTOpaA HaX0AWTCA BHYTPW ynakoskv»
«llekapcTeeHHoe cpeacTeo XpaH1Te B HEAOCTYNHOM ONA geTen mecTel»

«COABPKUT NAKTO3Y 1 KPACHTENb NYHLIOBIG [MoHco 4 R] (E124)»

HOMEP PervcTpauroHHora YA0CTOBEPEHUA

YCnoBeus oTnycka

Ne cepuu; 18022

Data warotoeneHua: 06/2021

logeH po: 06/2024

WTPUX-KOA

HeBruauMbIN 3Hak 3awWuTb

MNpouasoacTBeHHbIA kog

3TVKETKA KOHTPONA NEPBOrO BCKPLITUR

CPBACTBA MABHTU(INKALMKM CUCTEMBI MOHUTOPMHIA ABMXEHUA NeKapCcTBeHHbIX npenapatos

XpaHeHue Mpu Temnepatype He Boiwe 25°C
Cpok roanocTu 3ropa
Ceprucpukar:

Bbiweyka3anHan cepun oTeevaeT TpeGoBaHUAM HOPMAaTUBHO AOCKYMEHTaLMM,

Dr. béxt Stang

YnonHomouexHoe $uuo

Varsitzender des Aufsichtsrates: Dr, Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentralg), Fax +49 30 6707-2008 {Qualitatskontrolle).

BERLIN-CHEMIE

Ceprucpukar ananusa

Peaynerar
ykasaHo
ykasaHo
ykazaHo

nMeeTcs
umeeTca

Bepnun-Xemu AT, Mlepmanus
BERLIN-CHEMIE/MENARINI
ManuHun ® 3,5
Fnubenknamug

Tabnetku

3.5mr

120

yKa3aHo

B oawoi Tabnetxe copepxures
IMBEHKNAMUGE (MUKPOHHIMPOBAHHER
Gopma) - 3,5 mr

yKasaHo
yKasavo
yKa3aaHo
yKa3aaHo

N N 012253/01
Mo peyenty

wmeeTca
WMeeTcA
wmeetcsa
HE& UMeBTCA
uMeeTcs




