000 bepnnn-Xemn/A. MeHapmnHu

NMOATBEPXJIEHHE COOTBETCTBHS

Ne [IC-21518A

ToproBoe HaMMEHOBaHHE Jlepkamen® 10

MexayHapoHOE HeTaTeHTOBAaHHOE HAUMCHOBaHHE JlepxkaHM THITHH

(rpyIIHPOBOYHOE UM XUMHUYECKOE)

JlekapcTBeHHas popma TabJIETKH MOKPHITHIE ITIEHOYHOM

060n104KOH
Jo3upoBKa 10 mMr
®opma BeINTyCKa 14 wrt., Gnucreps! (2 WIT.) , Mauka
KapTOHHasd

Homep cepun (napTHH): 21518A

O6beM cepuH(TTapTHH) 113 520

JlaTa mpoH3BOJCTBA 01.01.2022

I'ogeH 1o 01.01.2025

HaumeHoBaHMe M  ajpec mpousBoaurens (¢ IIpou3BogHTEb-

yKa3aHHEM CTaJIuii MPOH3BOJICTBA) Bepnun-Xemu AT, 'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Boinyckaomui KOHTPOIb Ka4ecTBa-
Beprmun-Xemu AT, T'epmanuda(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 nata perHcTpallHOHHOTO yOCTOBEPCHHUS JICP-007057/09 ot 07.09.2009
(nara 3amensl 30.12.2019)

Homep U 1aTa HOPMATHBHOH JOKYMEHTAIHH JICP-007057/09-301219

HanmeHoBaHue 51 anpec nepxarens: | O6LiecTBO c OrpaHUYCHHOH

perucTpalMOHHOTO YIOCTOBEPEHUA OTBETCTBEHHOCTEIO  "BepnuH-XeMH/A.
Menapunu", r. Mocksa, I[IpecHeHckas
HabGepexHas, A.10

HacTosmuii 10KyMeHT NOATBEPKIAET:

-JAHHBIH JIEKApCTBEHHBIA mpemnapar cooTseTcTByeT 61-®3 «OO6 oOpalllcHHH JEKapCTBEHHBIX
CPeJCTB...»;

-cepus NeKapCTBEHHOTO IIperapaTa COOTBETCTBYET TPeDOBaHHMAM, YCTAHOBJEHHBIM NPH €TO
roCy/IapCTBEHHOH PErHCTpaliK

01.04.2022
(nara)

000 “BepnuH-Xemu/A. MeHapuHu"

Opuauyeckuia anpec: Poccus, 123317, r. Mockea, lNpecHeHckan HaGepexHan, 4. 10
NMouToswiA anpec: Poccus, 123317, . Mocksa, NpecHeHckan HaGepexHas, A. 10
TenedoHn: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoaykT:

Kop npoAykTa:

Ne cepun: 21518A

[laTa u3roToBNEeHUA: 01/2022
[laTa Bbinycka CepuM: 14/03/2022
HopmaTtueHan AOKYMEHTaLMA:
NekapcTBeHHaA opMa;
[JleficTByiOWIEE BELISCTBO!

MpowseopuTens AeACTBYIOLEro BelecTsa.

O6Lem cepuu (Konu4ecTso ynaxkoBoK):

MNokazatenk
Onucanue

CpeaHxan macca
OAHOPOAHOCTE MaccChl
OAHOPOAHOCTL AO3UPOBAHNUA

PacnapaaemocTe
PacrtBopeHue

MOATMHHOCTS NEPKAHUAUNMHE FMAPOXNIOPUA

(BIHX)

PopcTeEHHbIE NPUMECH
MNpumecs 1
Mpumecs B
Mpumecs 3
Cymma HeuaeHTUMUMpoBanHBIX
npumecei
Cymma npumecei
MukpoBronornyeckas yucrota”
O6Lee Yncno aapobHbIX
MUKPOOPraHu3moBe
O6ujee YACNO APOXOKEBbBIX W
nnecHesbix rpuboB
Escherichia coli
KonudecTBeHHoe onpeaeneHue
nepKaHWAUNUHA MMAPOXNOPHA (BOXX)

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vors
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 124

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Nepkamen ® 10
F141817

NCP-007057/09-301219

TaBneTk! NOKPbITHIE MNEHOHHOR o6onoukon, 10 mr

NepkaHuaWNUH

Pekopaati Wpnanaus Nra., UpnaHaus

113520

Crneundukaunn

Kpyrnbie ABOAKOBLINYKNEIS TabneTky, NOKPLITLIS
nneHouHoi o6onoukod, oT 6neaHO-XeNnToro

AO CBETNO-KENTOro LseTa ¢ PUCKO# Ha OAHOR

Ceprugmukar aHanmsa

FopeH ao: 01/2025

Pesynbrat
Kpyrnbie ABOAKOBLINYKNLIE TabneTky,
NOKPLITHIE nneHouHown oGonouKoi, oT BnepHo-
JENTOro AC CBETNO-XEenToro useta ¢ pUCKO#
Ha OpHO# cTopoHe. Bup Ha uaname: CBeTno-

CTOpOHe, Bua Ha nanome:; CBEeTNO-XenToro usera
WenToro LupeTa

103.0mr+7.5%

18/20£7.5%; 2/20 £ 15 %

MapameTp NpueMnemocTy AnA 10 epnnny
AO3UPOBAHUA S 15,0; MapameTp NpUeMNemMocTi
AnA 30 eAMHUL AO3IWPOBAHWA < 15,0 1 HU OAHA
113 OTAENbHbIX 8AMHAL A03UPOBAHUA HE MmeHee
0,75 M u e Gonee 1,25 M

He Gonee 15 MuH

He metee 70 % (Q) 4epea 45 MuH oT
3aABNEHHOMo CoAePIaHNA

Bpemn yaepKvieaHua OCHOBHOIO NKKa Ha
xpoua'rorpauue HCNbLITYeMaro pacreopa 2 QOMKHO
COOTBETCTBOBATE BpemMeHu yaepXuBaHua nvKa
anKaHVIAHﬂVIHB I'MAPOanpMAa Ha xpoua'rorpauue
cTaHpapTHoro pacteopa 6

He Gonee 0.20 %
He 6onee 0.20 %
He Gonee 0.30 %
He Gonee 0.20 %

He Gonee 0.75 %

He Bonee 10° KOEe 1T
He Gonee 10°KOEB 1T

OtcytcTeue B 1T

ot 9,5 po 10,5 mr nepkaHMaUNnHa rMapoxnopuaa
B opHo# Tabnetke (95 % -105 % OT 3anBNEHHOTO
copepXaHna)

Mo 14 Tabnetok B 6ancrep [Henpo3payHan nBx-
nneHka/donsra anioMuHWeBsas).

Mo 2 (no 14 TabneTok) Gnuctepa c WHCTPYKLMed
fo NpUMEHeHWIo npenapaTa B KapTOHHO#H nadke.

102.6 mr
CooTeertcrByeT
1.4

5. MUH
96. %

MonoxuTensHo

0.14 %
0.14 %
0.14 %
0.14 %

A A AN A

< 0.14 %
< 10. KOEB 11
< 10. KOEs 1T

CooTBeTcTeyeT
9.9 mrirab.

CooTeBeTcTByeT

tand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
85 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).
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BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis CepTugpukar aHannsa
MpoaykT: Nepkamer ® 10

Koa npoaykra: F141817

Ne cepuu: 21518A

MapkupoBKa Pe3ynuTaTbl

1) NMepau4Han ynakoska nexapcTBeHHOro npenapara

Ha 6nucrepe Ha PYCCKOM ASLIKS YKa3bIBaAIOT:

TOpProBoe HaumeHoBaHue npenapaTta® Nepkamen ® 10

MEXAYHaPOAHOE HenaTeHToBaHHOe HauMeHoBaHue, A03NPOBKY Nepxaxuaunud 10 Mr
fiexapcTeeHHyo Gopmy TaBneTkv NOKPLITEIE NN@HOUHOR oBonouKon
HaaeaHue UpPMbI-NPONIBOAUTENA Bepnut-Xemu Al

noroTan «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue) BERLIN-CHEMIE/MENARINI

Ne cepuu: 21518A
ropeH ao: 01/2025

HEBUAMMBIA 3HAK JaLLUTLI WMEeEeTCA

2) BropuuHan ynakoBka

Ha KapToHHOW navke Ha DYCCKOM R3bIKE YKa3blBawT.

HauMeHoBaHWe (UPMbI-NPON3BOAUTENA, cTpay BepnuH-Xemu All, Mlepmanna

noroTun «BERLIN-CHEMIE/MENARINI» (Ha naTuHMUE) BERLIN-CHEMIE/MENARINI

TOproBOE HaUMEHOBaHWE npenapaTa® Nepxamen ® 10

MeXAyHapPOAHOE HENaTeHTOBAHHO® HauMeHoBaHWe, A03NPOBKY Nepkannaunud 10 mr

xonuuecTeo TabneTok B ynakoeke, nexkapcTBeHHYI0 opmy 28 TabneToK NoKpseITeIX [NEHO4HOM 0BONOUKON

coaepKaHue AeACTBYIOWEro BelecTsa 8 OAHON Tabnertke B 1 TabneTke, NOKPLITOM NNEHOHHON
OBONONKOM COREPHNTCA NepkaHuannmuHa
ruapoxnopuaa 10 mr.

«[InA npuema BHyTpE» yKaaaHo

ycnosua oTnycka Mo peuenTy.

«CoBnoAaTh NHCTPYKLMIO NO npUMEHeHUio npenapara, KOTOPaA HaXOAUTCA BHYTPU ynakoBku» yka3aHo

«JlexapCTBEHHOE CPEACTBO XpaHuTb B HEeAOCTYNHOM ANA aeTeil mecrel» ykasaHo

«CoAEepXUT NaKTo3y» yKa3aHo

ycnosus XpaHeHuA XpaHuTb Npu TEMnepaType He suiwe 30°C

Ne cepuu: 21518A
Jlata n3roToBNeHuA: 01/2022
TopeH AO: 01/2025

pemmpauuonuuﬁ HoMmep NCP-007057/09
LITPUX-KOA nMmeeTcA

«Mo nuueHanu RECORDATI» yKasaHo

«[INA NeYeHNA apTepuanbHoi rUnepTeHsnny. yKa3aHo
HEBUANMBIA 3HAK 3aLUTLI umeeTcA
nponaaonm'senhun KOoA nmeeTcs
JTUKETKA KOHTPOMNA NEpBOro BCKPLITUA He UMeeTCA
cpeacTea WAEHTUUKELMK CUCTEMB MOHWUTOPWHIa ABWKEHWA fexapCcTEEHHbIX NpenapaTos umeeTcs
XpaHeHuwe Mpy TemnepaType He Boille 30°C
CpoK rogHOCTH 3roaa
Ceptudcmkar:

Boiweyka3aHHas cepua oTeevaer TpeﬁOEBHMHH HOpMaTMBHDﬁ AOKyMEHTaUKW.

r. Tibor Miko

YnonHOMOUYEHHoe NNLO

v:::rsitfgnder deg Aufsichtsrates: Dr. Alberte 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 +49 30 6707-2008 (Qualitatskontrolle).



