000 BepnnH-Xemn/A. MeHapuHH

MO/ TBEPKJIEHHE COOTBETCTBHSA

Ne [IC-12518A

Topropoe HAHMCHOBAHHE Bepmunpui® 5
MesKIyHapo/IHOE HeMaTeHTOBaHHOE HANMEHOBAHHC DHananpui
(rpynnupoBOYHOE MK XHUMHYECKOE)

JlexapcTBeHHas popMma TabIeTKH
J103UpOBKa 5wmr

dopma [pOU3BOJCTBA

10 wT. YIaKOBKH AYCHKOBBIC
KOHTYpHBIE (3 IIT.) - TauKa KapTOHHAs

yKa3aHHEM CTaJHi POU3BOJICTBA)

HoMep cepHy (TTapTHH): 12518A
O6beM cepuH (MAPTHH) 46 191
JlaTa BbIITyCKa 01.06.2021
['oneH 1o 01.06.2024
HaumeHoBaHue M aapec  npomssojurens  (C Ilpon3BoaHTE/Ib-

Bepnuu-Xemu Al',I'epmManns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
BuinyCKa0IHi KOHTPOJIb KA4eCTBA-
Bepnun-Xemu Al Tepmannsi(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMmep ¥ JaTa peTHCTPALOHHOTO YI0CTOBEPEHH

1 N012342/01 ot 01.03.2011
(nata 3aMeHbl PY 22.08.2019)

HoMep 1 1aTa HOPMaTHBHOH JOKYMEHTalHHU

[1N012342/01-220819

HanmeHOBaHHE U aJipec AepiKaTels

Bepnuu-Xemu Al'(Glienicker Weg 125,
12489, Berlin, Germany)

PErHCTPAIOHHOrO y0CTOBCPCHUA

HacTosimaii J0KYMEHT MOATBEPHKAAET:

-JaHHBI JeKapCTBEHHBIH MpernapaT COOTBETCTBYCT 61-®3 «O6 oOpallleHHH JEKapCTBEHHBIX
CPEeICTB...»;
-cepus JIEKapCTBEHHOTO Mperapara COOTBETCTBYCT TpeGOBaHMAM, YCTAHOBICHHBIM MPH Ero
rocylapCTBEHHOM perHCTpalii

Ne 6/ o1 07\QZQ L1

> it
2 Rdrog

000 “Bepnun-Xemu/A. MeHapnHu”

11.11.2021
(nara )

Opuauyeckuia agpec: Poccus, 123317, r.

Mockea, MNpecHeHckana HaGepexHas, A. 10

Moutoesi agpec: Poccus, 123317, r. Mockea, NpecHeHckas HabepexHas, A. 10
Tenedon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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ENATIH

Analysenzertifikat

MpoaykT:

Kop npoAykTa:

Ne cepun: 12518A

[DlaTa warotoenenua: 06/2021

[QaTa Beinycka cepun: 08/10/2021
HopmaTusHan AOKYMEHTaUMA
NexapcreexHan dopma:
[eicTeyrOLlEE BELECTBO.
Mpoun3soauUTENS ASACTBYIOLEro BeujecTsa:
OBnem cepun (KONUHECTBO YNaKOBOK):
Moka3larens

Onucanve

NognNWHHOCTL
3nananpuna maneat (BOXX)

CpeaHss macca Tabnetku
Pacrsopexue

PoacTeerHble NpUMEcH
Brananpunat
QHananpuna guketonunepasuH
NMobBan egnHAUYHAA
HEeWAEHTMPWUUMPOBAHHAR NPUMECH
CymMa HenaeHTUPULUMPOBAHHBIX
npumeced
Cymma ecex npumeceil

MNoTtepAa B MAcce NP BbICYLLMBAHUM

MukpoBuonornyeckas YueToTa
O6uwee yvcno aspobHbix
MWKPOOPraHW3MoB
OfLyee YNCro APONOKEBLIX U NNECHeBbIX
rpubos
Escherichia coli

OAHOPOAHOCTL AO3UPOBAHUA

KonuuecTBeHHOE onpejenexHve
3Quananpuna manear

YnakoBka

BERLIN-CHEMIE

MENARINI

Certificate of Analysis

Bepnunpun® 5
F137479

M N012342/01-220819
Tabnetku, 5 mr
3Hananpun

WHKE C.A., icnanwna
46191

Cneuundnkauma

Kpyrnble cnerka ABOAKOBbINYKNbIE TabneTku
noutw Benoro yserta co CKOLWWEeHHbIMW
KpoMKamu n Haceuxoﬂ ANA AeneHnA Ha OAHOP'I
CcTOpOHe

BpemeHa YAEPXUBAHUA NMKOB ManenHOBOW KUCIOTb! U
JHananpvna Ha xpomMaTorpamMe UCrbITyemoro pacTeopa
AOMKHbI COOTBETCTBOBATL BPEMEHAM YAEPXKUBAHUA
NUKOB MAnNewHOBOM KMCNOTLI U 3Hananpuna Ha
XpOMaTorpaMMme CTaHAapTHOro pacTeopa

0220rx7.5%
He meHee 75 % (Q) 4epea 15 MUH OT 3aABNEHHOTO
COAEPKaHUA

He Gonee 2.5 %
He Gonee 0.5 %
He 6onee 0.2 %

He Gonee 0.5 %

He 6onee 3.0 %
He Gonee 1.5 %

He 6onee 10°KOEB 11
He Gonee 10°KOEB 1T

Ovcytcreve B 11

NapameTp NpUemneMocTi AnA 10 eaWHUL AO3MPOBaHUA
< 15.0; MNapameTp npuemnemocTi AnA 30 epviHnY
Ao3upoeaHus < 15.0 1 HW 0AHA U3 eAUHUL [03UpPOBaHUA
e meHee 0.75M unu He Bonee 1.25M

90 % - 105 % OT 3aABNEHHOro COAEPNKAHWUA (ot 4.50 po
5.25 mr aHananpuna maneata B tabneTke)

Mo 10 TaBNETOK B KOHTYPHOR AYENKOBOA yNakoBKe
(6nucrep), M3rOTOBNEHHOM U3 NaMUHWPOBAHHOW NNEHKKN
(nOnHaMHA/aI'hOMHHHWHBX) W oMb anioMUHWEBOR.
Mo 3 Bnuctepa C WHCTPYKUMeNn N0 NPUMEHEHNIO
npenapara B KapTOHHOW nadke.

Ceprutpuxar aHannsa

lopeH ao: 06/2024

Pesynsrar
Kpyrnbie cnerka ABORKOBbIMyKNbIE
rabnetkn no4tv 6enoro ysera co
CKOLLIEHHbBIMU KPOMKAMU ¥ HACEYKOH
ANA I€NEHNA HA DAHOIA CTOPOHE

MonoXxuTensHo

0.2213 r
102. %

A

01 %
01 %
01 %

A

A

CooTseTcTeyeT
75

101. %

CooTsercrayeT

Vorsitzender des Aufsichtsrates: Dr. Alberta 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 (Zentrale), Fax +43 30 6707-2008 (Qualitatskontrolle).
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BERLIN-CHEMIE
MENARINI

wENARM

Analysenzertifikat Certificate of Analysis
MpoaykT: Bepnunpun® §
Koa npoaykTa: F137479

Ne cepun: 12518A

MapkupoBka

1) Neper4Han YNakoBKka NeKapCTBEHHOro Npenapara

Ha 6nuctepe Ha pyccKOM A3blKe yKa3biBaloT:

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

TOProBoe HauMEHOBaHWe Npenaparta ¢ NPeaynpeANTENLHON MapkMpoBKOV®
MeXayHapoAHOe HenaTeHToBaHHOe HaMMEeHOBaHue

nexkapcTeeHHyre hopmy, AO3UPOBKY

Ne cepuu: 12518A

FogeH po: 06/2024

HEBUAWMbBIA 3HAK 3aLLMTSI

2) BropunyHan ynakoska

Ha KapTOHHOWM Nauke Ha PYCCKOM A3biKe YKa3biBalT:

HauMeHoBaHWe (PUPMbI-NPOU3BOANTENSA, CTPaHY

HauMeHoBaHWe MPMbl, OCYLLIECTBNAIOLIEN BbINYCKaIOWWA KOHTPONE KayecTsa
(B cnyyae OTNAMYUA OT PUPMBI-NPOUIBOAUTENA), CTPAHY

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

TOProBOE HaWMEHOBaHWe Npenapara ¢ Npe/lynpeAnTensHO MapkupoBKOA®
MEXAYHapOAHOE HENATEeHTOBAHHOE HauMeHoBaHue

AO3UPOBKY

konu4ecTBo TabNeToK B yNakoBKe, NEKapCTBEHHYIO (hopmy

copepxaHve AeiCTBYIOLLEro BellecTaa B O4HOK TabneTke

YCNOBWA XpaHeHWA

"CobnioaaTh MHCTPYKUMK NO NPUMEHEHWIO NPEnapaTta, kKoTopas HaxoaUTCA BHYTPW ynakoskn'"
"MleKkapCTBEHHOE CPEACTBO XPaHUTh B HEAOCTYNHOM ANA AeTel mecTe!”

PErUCTPaLMOHHLIR HOMEP

YCNOBWA OTNYCKa

Ne cepuu: 12518A

[ata warotoenexun: 06/2021

loaeH ao: 06/2024

WTPUX-KOA

"Coaep»XuT nakroay"”

"[lnA npuema BHYTpb"

"[lNA NEYEHNA apTEPUanbHOW TMNepTeHanK U CepaevHoR HeaocTaTouHoCTH"

HEBUAWMbBIN 3HAK 3aMThI

NPOU3BOACTEEHHbLIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPbLITUA

CPEACTBA MAEHTUMKALIMA CUCTEMBI MOHWTOPUHIA ABKEHWA NeKapCTBeHHbIX NpenapaTos

XpaHeHue
CpoOK roHOCTH

Ceprtudukar:
Bbilweyka3aHHas cepun oTeeqaeT TpeGoBaHNAM HOPMAaTWBHON AOKYMEHTaUWu.

rber\Stang

YnonHOMOYEHHDE NnUo

Ceprugmxar anannsa

Peaynbratsl

BERLIN-CHEMIE/MENARINI
Bepnunpun® 5

OHananpun

Tabnetku, 5 mr

uwmeeTca

Bepnun-Xemu A, Fepmanuna
He yka3aHo

BERLIN-CHEMIE/MENARINI
Bepnunpun® 5

Suananpun

5 wmr

30 raGnertok

B 1 vabnetke cogepxuTca
3Hananpuna manearta 5 mr.
XpaHwTb NpW TeMneparype He Bbilue 25°C.
ykazaHo

ykasaHo

M N012342/01

Mo peuenty

umeercs
yKasaHo
ykasaHo
yKazaHo
umeeTcs
umeeTcs
HE UMeeTcA
umeercs

Mpu TemMnepaType He Bbilwe 25°C.
3ropa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Or. 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 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolie).



