OO0 BepnmH-Xemn/A. MeHapmHmn

MNOATBEPKJIEHHE COOTBETCTBUA

Ne JIC-21004A

Toprosoe HaumeHoBaHKE Ocmymu3aH L
MexnyHapoaHOe HEMaTEHTOBAHHOE HaMEHOBAHHE CHuMeTHKOH
(TpynIHpOBOYHOE HIIH XUMHYECKOE)

JlekapcTBeHHas ¢opma OMYJILCHS I IPHEMA BHYTPb
Jlo3upoBka 40 mMr/mn

dopmMa BhINTycKa 30 M7, drakoH-KaneIbHHIBI TEMHOTO

crekia (1), B KOMIUJIEKTE C KOJMaukoM
MEPHBIM, TAYKH KapTOHHBIE

Howmep cepuu (maptuu): 21004A

O6bemM ceprn(napTHH) 84 960

Jlata npou3BoAcCTBa 01.01.2022

T'ojeH no 01.01.2025
Haumenosanwe wu azapec npoussoautens (c | [Iponssogurenn-Bepinun-

YKa3aHHEM CTaIUH IPOM3BOJICTBA) Xemu Al',I'epmanusa (Tempelhofer Weg

83, 12347, Berlin, Germany)
Beimyckaommi KOHTPO/IbL KavecTBa-
bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 nata perucTpalluoHHOTO y0CTOBEPEHUS IT NO13354/01 ot 07.09.2007 (mata
nepeodopmirenus 20.03.2019)

HomMep 1 naTta HOpPMaTHBHOM JOKYMEHTAIHU I1NO13354/01-200319, u3m.Nel

HanmeHnoBanue H azapec nepxatens | bepnun-Xemu Al ,I'epmanus

PETHCTPALHOHHOIO Y10CTOBEPEHUS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosamui N0KyMeHT NMOATBEPKAAET:

-[IaHHBIH JIEKapCTBEHHBIH INpernapar cooTBeTcTBYeT 61-P3 «O6 obpallleHHH J1eKapCTBEHHBIX
CPE/CTB...»;

-CepHs JIEKApCTBEHHOIO TMpenapaTra COOTBETCTBYET TpeOOBaHUSM, YCTAHOBIEHHBIM TIPH €r0
roCy/1apcTBEHHOH perucTpanuu

(moanMce) (mata)

00O “BepnuH-Xemu/A. MeHapuHu"
HOpuauuecknia agpec: Pocecun, 123317, r. Mockea, MpecHeHckan HabepexHan, A4. 10
lNovutoesii agpec: Poccuna, 123317, r. Mockea, MpecHeHckas Habepexnas, 4. 10

. TenedpoH: +7 (495) 785-01-00, cpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

Mpoaykr:

Koa npoaykTa:

Ne cepuu:  21004A

[ara warotoenenus: 01/2022
[ara ebinycka cepun:  18/02/2022
HopmatueHas foKyMeHTauus:
llexapcTeerHan dopma;
fAevcreyiowee sewecTso:
Mpousscaurens AercTyOWEro
Bewecrsa:

OBbem cepum (KONMYECTBO YNaKoBOK):

[oka3zarens
Onucanue

MoanuHHocTs
MNonuaumetuncunokcad (MAMC)
(UK-cnekrpomeTpusn)

Kpemhua auokeun (MK-cnextpomeTpus)

CopbuHosas kucnota (BIXKX)

pH

OTHOCUTENBHAA NNOTHOCTL

AuHamuyeckan BA3KOCTL

CrabunsHocTe aMynscumn

CnocoBHOCTL K NeHoraweHu
W3snekaemblit oGbeM

Cpepnruin uisnekaembiin o6bem
M3BnexkaeMblil 00bEM U3 UHAMBUAYANBHOTO
thnakoHa

MukpoBuonoriyeckas uMcToTa

KonuuecteeHHoe onpeaenexve
O6WMiA CUMETUKOH
MormawmeTuncunokcasd (NAMC)

KpemHusa anokeun
CopbuHosas kucnota

Ynakoeka

Mapkupoeka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

3cnyMulaH ® L
F138226

M N013354/01-200319 ¢ uam. Ne1 ot 27.06.19

AMynbCuUst ANA NpUuema BHYTPb, 40 Mr/mn

CrMeTrKoH

AW-AN-NKU CnewnanTy 3nekTpoHuk Matupuana KO 3¢ 9,
3n-3n-Cu, CLIA

84960

Cneundukauun

Cnerka BR3Kkan 3MyNbCUA MONOYHO-BENOTo LBETa ¢ 3anaxoM
BaHaHa

WK-CnekTp nornoweHns MCNbITYEMOro pacTeopa, CHATBINA B
AvanasoHe ANuH BONH oT 1350 cM ' po 1200 em™, pomken
COOTBETCTBOBATHL CNEKTPY NOMMOLEHUA CTaHAAPTHOTO
pactBopa

MK-cnekTp nornolLeHus uensITyemoro pacTeopa, GHATIN B
AwanasoHe AnuH BonH ot 1400 cm ™ o 600 em™, gonxen
COOTBETCTBOBATL CNEKTPY NOrMOWEHWA CTaHAapTHOro
pacrteopa

BpemeHa yaepxuBaHua OCHOBHOrO nkka Ha XpoMarorpamMme
VCNLITYEMOTO PacTBOpa AOMKHO COOTBETCTEOBATL BPEMEHH
YAEPXUBEHUA OCHOBHOIO M Ka Ha XpoMartorpamme
CTaHAapTHOro pacTBopa COPOUHOBOM KMCNOThI
oT4.8005.2

1.060 £ 0.020

or 90 go 150 mMNa-c

He pomxHo BeiTe paspenexus gas

He meHee 80 %

He meHee 30 mn
He meHee 27.3 mn

OKAM: He Gonee yem 10° KOE/mn

OKAMT: He Gonee yem 10' KOE/Mn
Escherichia coli: Orcyrereyor e 1 Mn

ot 37.0 po 43.0 mrimn

95 - 105 % ot TeopeTudeckoro cogepxanua NAMC 8
CUMETUKOHE, 4To cocTaenser 38.4 mr/mn (o1 36.48 ao 40.32
Mrimn)

He Bonee 2.7 mr/imn

70 — 110 % OT 3aABNEHHOTO COAEPKaHUA

(o1 0.74 po 1.17 mr/mn)

Mo 30 mn B0 thnakoHsl TEMHOrO CTekna, cHabXeHHbIe
KaneneHWLen-403aTopoM, 3aBMHYMBAIOLLENCA KPLILLKOW ¢

CACTEMOW KOHTPONA NEPBOro BCKPLITUA U MEDHbIM KONNa4vykoM.

Mo 1 chnakoHy C MHCTPYKUME MO NPUMEHEHMIO B KAPTOHHOM
nauke,

1) NepeuyHan ynakoBka NeKapcTEE@HHOro npenapara
Ha aTukeTke nakoHa Ha PYCCKOM A3bIKE YKaabiBaKoT:

TOProBoe HaumeHoBaHue npenaparta®

MEXAYHAPOAHOE HEMaTeHTOBAaHHOE HauMeHoBaHue
HaumeHoBaHWe (PUPMbI-NPOU3BOAUTENRA, CTPaHY

NeKapcTBeHHYK OPMY, KOHUEHTPaUUIO

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 (Qualititskontrolla),

Cepru¢ukar ananuza

lopex no:  01/2025

Pesynerar
Cnerxa BRIKaA IMyNbCURA
monoyHo-Benoro useta ¢
3anaxom Ganaka

NONOXUTENLHO
NONCKUTENBHO
NONOXUTENLHO
5.0
1.060
117. mMNa-c
cooTBeTCTBYET
98. %
31. mn
COOTBETCTBYET
< 10. KOE/mn
< 10. KOE/mn
cooTeBeTCTBYET
41.2 mrimn
101. %
2.3 mr/mn
96. %
COOTBETCTBYET
Peaynbrarb!
3cnymuaan ® L
CUMETHKOH

Bepnux-Xemu Al', Fepmanus
AMYNbCUA ANA NpUema BHYTPb, 40
mr/mn



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MpogyxkT: Scnymusaan ® L
Kon npoaykra: F138226
Ne cepuw:  21004A
Mapkupoeka

COAepxXaHne AeNCTBYIOLIEro BELECTBa B 1 M aMynbCuu (=25 Kanens)

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

Ne cepuu.  21004A

lopex po:  01/2025

[lara usrotosnennsa: 01/2022

YCNOBUA XpaHeHus

"Cobnioaath MPUNOXEHHYIO MHCTPYKUMIO NO NPUMEHERMIO npenapara"
"Mepen ynotpebnexuem saBanToisats!"

"IMYNbCUIO JO3UPYIOT KaNmMAMU, BEPTUKANLHO nepesopayveas MNakoH ropnbillKoM BHM3"
“lekapcTBEHHOE CPEACTBO XPaHUTBL B HEROCTYNHOM AN geTel mecre!”
KONW4ecTeo Npenapara Bo hnakoHe

"BerpororHoe cpencrao”

HEBUAUMBIA 3HAK 3aLWTbI

NPOU3BOACTBEHHBIA KOpA

2) BropuyHas ynakoska

Ha KapTOHHOM Nayke Ha PYCEKOM R3LIKE yKaabIBaoT:
TOprosoe HaumeHoeaHue npenapara®
MEXYHapPOAHOE HeNnaTeHTOBAHHOE HauMEHOoBaHUe

NEKapCTBERHYIO HOPMY, KOHUEHTPaLMo

HaMMeHOoBaHWe (UPMBI-NPOMIBOAUTENS, CTPaHY
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuuue)
cofepxaHve AerCTBYIoLero BellecTsa 8 1 Mn amynbcuu (=25 kanens)

KONWYecTBO Npenapara Bo hnakoHe

YCNOBMA XpaHeHus

€nocob NpUMeHeHus

"IMYNLCUIO JOUPYIOT KANMAMM, BEPTUKANLHO nepesopayuean hNakoH ropnbILLKOM BHUI"
"Mepen ynotpebnenvem eabanteipats!”

"[lexapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA aeTten mecre!”

"Mocne BckpbITUR hNakoHa Npenapart UCNONb3OBaTh B TeYeHUe 6 Mecsaues"

"ColnioaaTs MHCTPYKUMIO NO NPUMEHEHMIC NpenapaTa, KOTOpas HaxofWTCR BHYTPY YNaKoBKu"
"Conepxur copburon"

yCrnoBus oTnycka

[ara nsrotosnenus: 01/2022

lFopen po:  01/2025

Ne cepuu:  21004A

“lNomoraeT npu BaAYTUW KUBOTE W KULLEYHbIX KONUKaX"

"BetporoHroe cpeacrea”

LUTPUX-KOA,

PErucTpauMoOHHBLIA HOMEp

HEeBUUMBINA 3HAK 3aLUUTLI

NPOU3IBOACTBEHHBIA KOO

3TUKETKa KOHTPONA Nepeoro BCKPbITHUA

CPEACTBA MAEHTUMKALNN CUCTEMbI MOHUTOPMHIE [IBUXKEHWA NEKapCTEEHHBIX Npenaparos

XpaHeHue

Cpox rogHocTH

Ceprudpukar:
BhileykasaHHan cepus oTBeYaeT TpeBoBaHUAM HOPMATUBHOM [OKYMEHTaLMM,

bén Stang

YNonHOMOYEHHOE JTuuyo

: Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzend
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale],

Ceprugukar anannza

Peayneratii

B 1 mn amynbcum (=25 kanens)
COABPXKUTCH CAMETMKOHA 40 mr,
BERLIN-CHEMIE/MENARINI

XpaHuTh Npu Temneparype He sbitue 25°C.
yKa3saHo

yKasaHo

yKa3aHo

yKkazaHo

30 mn

yKa3aHo

umeercs

uMeercs

Scnymuzan ® L

CumeTikoH

IMYNLCUA ANA NPUEMA BHYTPs, 40
Mr/mn

BepniH-Xemu AT, Mepmanvs
BERLIN-CHEMIE/MENARINI

B 1 Mn amynscun (=25 kanens)
COAEPXUTCA CUMETUKOHA 40 mr.
30 mn

XPaHHTE NPM TeMnepaType He Bniwe 25°C
Ans npuema BHyTpL

ykaaaHo

yKa3aHo

yKkaaaHo

yKasaHo

ykasaHo

ykasaHo

Bea peuenta

yKa3aHo
yKaaaHo
umeercs

N N013354/01
UMeeTcA
UMeeTcs

HE UMEeTCA
umeeTcs

Mpw Temneparype He Bbiwe 25°C.
3 roga. Mocne BckpbiTus chnaxkowa 6
mecaues

Wski, Dr. Christian Matschke,
0 6707-2008 (Qualitatskontrolle).



