00O BepnnH-Xemn/A. MeHapmuHm

INOATBEPXJIEHUE COOTBETCTBHUSA

Ne [IC-21523A

Toprosoe HanMeHOBaHKE

L-Tupokcun 100 bepnun-Xemu

(TpynIHpOBOYHOE HIIH XHMHYECKOE)

MC)K,I[YH&])OZ[HOS HEMMaTCHTOBAHHOE HAUMEHOBAHHE

JIeBOTUPOKCHH HaTpus

JlekapcTBeHHas hopma

TabneTKH

Jo3upoBka

100 MKT

®opma BeINycKa

25 wr., 6nucTepsl (4 MWT.), KOHTYpHAas
AYEHKOBasl yaKoBKa,
Na4yKa KapTOHHas

Howmep cepun (maprin): 21523A
OO6beM cepuH(napTHH) 39 600
JlaTta npou3BonacTBa 01.02.2022
I'oaen no 01.02.2024

HaumenoBanue ®  azgpec  npousBoguTesns
YKa3aHHEM CTaJ{H MPOU3BOJCTRA)

(c

IMpoussoaurens-Bepaun-Xemn AT,
I'epmanus (Tempelhofer Weg 83, 12347,
Berlin, Germany)

Boinyckarommii KOHTpoIbL KauecTBa-
bepnun-Xemu Al ['epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u nata pervcTpallHOHHOrO yI0CTOBEpEHHS

IT N008964 ot 28.02.2011
( nata 3amensl PY ot 05.11.2019)

Homep 1 1aTa HOpMaTHBHOM JIOKyMEHTAIHH

[1N008964-051119, u3m.Nel

HanMeHoBaHue H aznpec
PETHCTPALIHOHHOTO YIOCTOBEPEHHS

nepKarens

Bepmun-Xemu AT, I'epmanus
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii nokymeHT nmoaTsepxaaer:

-JlaHHBIH JIGKApCTBEHHBIH INpenapar cooTBeTcTBYeT 61-03 «O6 o0OpallleHHH JIeKapCTBEHHBIX
CPEICTB...»;
~CepHil JICKAPCTBEHHOro IperapaTa COOTBETCTBYET TpeGOBAHHAM, YCTAHOBIECHHBIM NPH €ro
rocy1apCTBEHHOH perucTpalnun

000 “BepnuH-Xemu/A. MeHapuHu"

=="CoKoJIoB B.J.
(moxamuck)

20.05.2022
(mara)

KOpuaudeckni agpec: Poceus, 123317, r. Mockea, MpecHeHckan HabepexHasn, 4. 10

MouTosbin agpec: Poccus, 123317, . Mocksa,

lNpecHeHckan HabepexHas, 4. 10

Tenedon: +7 (495) 785-01-00, ¢pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpoaykr:

Koa npoaykra:

Ne cepum: 21523A

[Hara warotosnenus: 02/2022
[ara ewinycka cepuu: 19/04/2022
HopmatvsHas pokymeHTaums;
NekapctBeHHan dopma:
[Leiictayiouee sewecTso:

lMponasoauTens peficTeyiowero BewecTsa:

O6beM cepun (KONM4YECTBO ynakosok):
Mokasarens
Onucanue

MoanurHocTs (B3XKX)

CpeaHsas macca
OpaHopoaHOCTL A03MpOBaHUA

Pacnagaemocts
Pacteopexue

lNoTeps 8 Macce Npu BbiCyWMBAHUK
PogcreeHHble npumecu
3,5-AMAOATUPOHUH
NUOTUPOHKH
3,3, 5"-Tpuitoa TMPOHUH
3,3'.5,5'-teTpanoaTupoykcycHan
KMcnoTa
3,3',5,5'-TeTpaioaTMpoMypaBbuHaRA
K1cnora
moBas eguH4Han
HeUaeHTUMUMpoBaHHan
CyMMa HEeMAEHTU(MUMPOBAHHbIX
npumecen
CyYMMa BCex npumecei
Mukpobuonoruyeckan uucToTa
ObLee 4ucno aapobHbix
MWKDOOPraH1M3MOoB
Ofwee YnCo APOXOKEBLIX U
nnecHesbiX rpubos
Escherichia colf
KonuuecteeHHoe onpeaenexue
NleBOTUPOKCHH HaTpUA

¥nakoeka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

L-Tupokcuu 100 Eeprniun-Xemu
F140973

I N008964-051119 ¢ nam. Ne1 oT 16.06.2021
Ta6netku, 100 mxr

Nesotupokcun HaTpun

Mentuao MM6X, Mepmanus

39600

Cneyudmkauun

Kpyrnble crerka sbinyknsie Tabnetku ot 6enoro
Ao Genoro co cnerka XenToBaTbiM OTTEHKOM
LBETA, C PUCKOM ANA AGNEHUA Ha 0AHOI CTOPOHE
1 TUcHeHuem "100" Ha apyroi

Bpema yAepXuBaHua OCHOBHOIO Nuka Ha
XpOoMaTorpamMme MCNbITYeMOro pacTeopa A0MKHO
COOTBETCTBOBATL BPEMEHU YACPKUBAHUA OCHOBHOMO
Nuka Ha XpoMaTorpamMme CTaHAapTHOro pacTaopa
NeBOTUPOKCHUHA,

104.00 mMr+7.5%

MNapametp npuemnemoctv ana 10 eAuHnY
Ao3uposanuA S 15.0. MapameTp npueMnemMocTy
ana 30 eAnHUL A03MPOBaAHWA S 15.0 M HK ogHa
W3 €4MH1L A03MPOBaHWA He MeHee 0.75 u He
Gonee 1.25 M

He Gonee 10 mMunyT

He menee 75 % (Q) nesoTupokcuHa HaTpus oT
33ABMEHHOrO CoAEpXaHUs Yepea 30 MuHyT
He Gonee 7.5 %

He Gonee 0.2 %
He Gonee 1.0 %
He Gonee 0.3 %
He Gonee 1.0 %

He 6onee 1.0 %

He Gonee 0.5 %
He Gonee 2.0 %

He Gonee 5.0 %

He Gonee 10° KOE® 1 r

He Gonee 10°KOE B 11
Otcytcteue s 11

90 — 105 % OT 3aRBNEHHOMO COAEPXAHMA
(ot 80.0 ao 105.0 mkr / Tabn.)

Mo 25 TaGneTok B KOHTYPHOIA AYERKOBON
ynakoeke (6nuctep) [cbonkra anloMuHnesas /
donbra anMUHUeBas).

Mo 4 Gnuctepa ¢ WHCTpyKUMEit No NPUMEHEHWIO
npenapaTta B KAPTOHHOW nauke.

Ceprucpukar ananusa

Fopen ao: 02/2024

Pesynerar

Kpyrneie cnerka sbinyknbie Tabnetku
Genoro co cnerka xenTosaTsiM
OTTEHKOM LBEeTa, C pUCKOWA Ans
AENEHUR Ha OAHOM cTOpOHE U
TUCHeHuem "100" Ha Apyrow

MonoxwuTensHo

105.90 mr
39

2. MWH
100. %

28 %
< 015 %
< 01%
< 0.15 %
< 015 %
< 015 %
0.18 %
04 %
04 %
< 10. KOE/r
< 10. KOE/r
CoorseTtcTeyeT

101. %

CootseTtcrayer

Vorsitzender 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 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle).



Analysenzertifikat Certificate of Analysis
MpoayxkT: L-Tupokcux 100 BepnuH-Xemu
Kop npoaykra: F140973

Ne cepum: 21523A

Mapkuposka
1) NepBuyHan ynakoBka nexapcTBeHHOro npenapara

Ha 6nucTepe Ha DYCCKOM 53bIKE YKA3LIBAIOT:
HauMEHOBaHWe PUPMbI-NPOUIBOAUTENS

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuhuue)
TOprosoe HaumeHoBaHWe npenapara

MEXAYHapOAHOE HENaTEeHTOBAHHOE HaVMEeHOBaHWe
nekapcTeeHHyio hopmy

A03MPOBKY

Ne cepum: 21523A

lopeH po: 02/2024

HEBUMMbIA 3HAK 3aLLATBI
2) BropuyHas ynakoBka

Ha KkapTOHHOW Nayke Ha PYCCKOM A3bike YKaIbIBAIOT
HaUMEHOBaHWe (PUPMLI-NPOUIBOANTENS, CTPaHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)
TOproBoe HauMeHoBaHKue npenapara

MexayHapoaHOe HenaTeHToBaHHoe HauMeHOBaHWe
NeKapcTBeHHylo hopMy, A03MPOBKY

Konu4ecTeo Tabnertok B ynakoske

cnocob npuMeHeHus

CO/lepXaH1e NeACTBYIOLIero BewecTsa 8 04Hoi TabneTke

YCNOBWA XpaHeHUs
«CobrioaaTh MHCTPYKLMIO NO NPUMEHEeHUI0 Npenapara, KoTopas
HAXOAWUTCA BHYTPM YNakoBKu»

«JlekapCTBEHHOR CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AETel MecTe!»
PerMcTpaumMoHHbIA HOMep

YCNoBUA oTnycka

Ne cepum: 21523A

Nava warotoenenus: 02/2022

lopeH po: 02/2024

WITPUX-KOA

HEBUAWMbIA 3HAK 3aLLUUTbI

NPOW3BOACTBEHHBLIA KOA

3TVKETKE KOHTPOMA NEPBOro BCKPLITUA

CpeACTBa MAEHTUMKALMM CUCTEMbBI MOHUTOPWHIE ABIWKEHUA
NekapcTBEHHbIX Npenapartos

XpaHeHue

Cpok rogHocTn

Ceprudpukar:

BoilleykasaHHas cepus 0TBeqaeT TpeGoBaHUAM HOPMaTUBHOM JOKYMEHTaLMM.

r. Tibor Miké

YNonHOMOYEHHOe Nuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Varstand: Dr. Lu

BERLIN-CHEMIE
MENARINI

Ceprugpukar ananusa

Pesynbrar

bepnuH-Xemu Al
BERLIN-CHEMIE/MENARINI
L-Tupokcun 100 Bepnux-Xemu
NeBoTUPOKCHH HaTpuUA
Tabnetku

100 mkr

nMmeeTcs

Bepnun-Xemu Al', FlepmaHur
BERLIN-CHEMIE/MENARINI
L-TupokcuH 100 Bepnux-Xemu
JleBOTUPOKCUH HaTpus
Tabnetku, 100 mxkr

100 Tabnetok

ANA Npuema BHYTPb

B 1 Tabnertke cogepxurca
NeBOTUPOKCUHA HaTpusa 0,100 mr
XpaHWTb NpU TEMNEPaType He Bbile 25°C
yKa3aHo

yKa3aHo
1 NO08964
Mo peuenty

uMeeTcs
uMeerTcs
UMeeTcs
He uMeeTecs
uMeertca

Mpyu Temnepatype He Bbiwe 25°C
2 ropa

ca 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).



