00O bepnnr-Xemmn/A. MeHapmHu

MO/JTBEPK/IEHUE COOTBETCTBHSA

Ne TIC-13044A

Toprosoe HauMeHOBaHHE OcnyMu3aH® 030u

MexnyHapoHOE HEMTaTeHTOBAHHOE HAWMEHOBAHHE CHUMETHKOH

(TpynImMpoBOYHOE WIIH XUMHYECKOE)

JlexapcTBeHHas (opMa KaII JJ1s IpUeMa BHYTPb

Jlo3upoBka 100 mr/mn

®opma BbIITyCKa 30 mn, ¢nakonsl (1) , mauyk| KapTOHHBIE
/B KOMIIJIEKTE C MEPHBIM KOJIayKOM

Howmep cepuu (maptuu): 13044A

ObweM cepun(napTum) 83 360

JlaTta npousBoacTBa 01.09.2021

I'onen no 01.09.2024

HaumenoBanne u  aapec npomssoamtens (¢ | Mpomssogurenn- Bepmue-Xemn AT,

yKa3aHHEM CTaJHi MPOU3BOJICTBA) I'epmannusa(Glienicker Weg 125, 12489,

Berlin, Germany)

Beinyckaomuii KOHTpob KavecTBa-
bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep 1 nata perucTpalliOHHOTO YAOCTOBEPEHHUS JIII-003044 ot 18.06.2015
(nata nepeoopmuenus 30.04.2020)

Homep 1 1aTa HOPMAaTHBHOH JOKYMEHTAIHH JII1-003044-300420

HaumeHoBaHne H ajipec nepxkarens | bepaun-Xemu AT, I'epmanus

PErHCTPalMOHHOIO YI0CTOBEpEHUS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosmuii 10KyMeHT moaTBepKaaeT:

-JlaHHBIH JICKapCTBEHHBIH MpenapaT cooTBeTcTBYeT 61-3 «O6 obpallleHHH IeKapCTBEHHBIX
CPEICTB...»;

-CepHs JICKapCTBECHHOI'O IIperapara COOTBETCTBYET TPeOOBAaHHAM, YCTAHOBICHHBIM IPH €ro
roCyIapcTBEHHON perucTpaiiu

: ==="Cokonos B.J.  09.11.2021
(moamHCch) (mata)
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Ne 6/1 or 0408.9020" !’)'Mi WERpi
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000 “bepnuH-XeMmu/A. MeHapuHu”

HOpuaudeckuin agpec: Poccus, 123317, r. Mocksa, MNpecHelckan HaGepexHas, 4. 10
Movtosewi agpec: Poccwna, 123317, . Mockea, MNpecHeHckan HabepexHas, a. 10
Tenedpon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoayxT:

Koa npoaykTa:

Ne cepuu: 13044A

Nata warotoenenwa: 09/2021
Hara Bbinycka cepuu; 29/09/2021
HopmMaTieHan AOKYMEHTaUMA:
NexapcTeennan gopma:
[edcreyiowee BelecTBo:

MNpoussoavTEN AEACTBYIOWENC BEWeCTea:

OBvem cepun (KONUYECTBO YNaKOBOK):
MNoka3savens

Onucanune

MoanuHHOCTL

Nonuaumetuncunokcax (NAMC)

KpemHua auokeua

CopGunosas kucnota

pH

OTHOCHTENBHAR NNOTHOCTD
JAnHaMmu4eckan BAIKOCTb
CrabuneHOCTs 3MYyNbCUK
CnocoBHOCTL K NEeHOralleHuK
OBbem conepumoro ynakosku

AOHYCTMMUQ OTKNOHEHKWE ANA Kax¥a0re
0TAeNnbHOro (hnakoHa
[lo3a 1 OAHCPOAHOCTbL A03UPOBAHNA

CkopocTb Kanauus
MukpoBuonornyeckas YucTo
A3poBGHule GakTepum 1 A POXOKEBLIE WU
nnecresble rpubbl (CyMMapHo)

OrcyTcTane:

KonusecreeHH n NeHW

ObLuee conepxaHue CUMeTUKOHa
MonuaumeTuncunokcax (MAMC)

KpeMHua guokcua
CopbuHosas kucnota

YnakoBka

2
z
2
i
-

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Ceprugpuxar ananunsa

SCHVMHJHHO 636u
F137157

lopex po: 09/2024

NN-003044-300420
Kannu Ans nprnema eHyTpb, 100 Mr/mn

CUMETHKOH

AW-OW-NU CnewnanTty 3nexTpoHuk Matupuana KO 3¢ 9, In-3In-Cux», CWA

83360

Cneuundukaumun Peayneray

Crnerxa Ba3kas »MakocTs
MmonoyHo- Genore yserta ¢
3anaxom Ganana

Cnerka BA3kas ¥MAKOCTs MONOUHO-0enoro usera ¢ 3anaxom GaHaHa

WK cnekTp NornoleHus MCNbITYeMoro pacTBopa, CHATLIN B AWanasoHe MonoxuTensHo
AnvH BonH ot 1350 ecM™ ao 1200 cM™, aomxeH cooTeeTcTBOBATE CReKTPY

NOrNOWEHNA CTAHAAPTHOTO PaCcTBOPa M MMETb MAaKCHMYM MOrNOWEHHS

npv Anure sonkel 1260 cv™ £ 4 em™,

MK- CneKTp NornoweHMa MCNbITYEMOro pacTBopa, CHATHLIA B AWanasoHe

ANMH BONH OT 1400 cM™ 1o 600 cM™, nomikeH cooTeeTCTBOBATL CEKTPY

NOrNOWEHHA CTAHAAPTHOTO PACcTBOPA M MMETH MAKCHMYM B AWanasoHe

AnMH BonH ot 1160 cM™ o 950 cm™,

BpemMs YAEPKWBAHWA OCHOBHOMO NMKA HA XPOMATOrpaMMe UCBITYEMOro

PacTBOPa AOMKHO COOTBETCTBOBATL BPEMEHM YAePKNUBAHHA OCHOBHOMD

NWKa Ha XPOMATOrpaMMe CTaHAAPTHORD PAcTBOpa COPEMHOBON KMCMOTbI

or4.8p052 50
1.060 £ 0.020 1.057
ot 100 go 1770 mNa-c 143, mMNa-c

He pomiHo BbiTe pasaeneHus gas Cooteetcreyer
He menee 80% 100. %

CpepaHuia o6vem npenapara 8o dnakoxe AonxeH BbiTe He MeHee 31. mn
HOMMHAMNbLHOTQ,

30 mn: He Gonee 2.7 mn

MonoxuTenbHo

MNMonoxwurensHo

0.0 mn

Macca Hu O4HOR 403bi HE AOMKHA OTKNOHATECA Gonee yem Ha 10 % oT  CooTeBeTcTeyeT
cpefiHen maccel. CymmapHan Macca 10 403 He AOMKHa OTNMYATLCA
Gonee yem Ha 15 %0T HOMUHaNLHOW Maccel 10 403,

He A0rKHa NpeBbiWwaTh 2 Kan/cex. 1. kan/cex.

He Gonee 50 KOE/mn < 50. KOE/mn
aHTepoGakTepui, YCTORYMBLIX K XKENYW 8 1 Mn OTeyTeTByOT
Pseudomonas aeruginosa B 1 mn OtecyTcTyOT
Staphylococcus aureus 8 1 mn OtcyTeTeyoT
0T 92.5 A0 107.5 Mr/mn (92.5 - 107.5% OT 3aRBNEHHOro COAEPMAHUA) 102.2 mr/imn

oT 91.2 po 100.8 mr/Mn (95 - 105% OT TEOPETUYECKOrO COAePIKAHUA 96.4 mrimn

NAMC B cCUMETUKOHE, YTO COCTOBNAET 96 Mr/mn)

oT 4.0 po 7.0 mr/mn 5.8 mrimn

o1 0.74 ao 1.17 mr/mn (70 - 110 % OT 3aRBNEHOr0 CoAePXAHNR) 1.05 mr/mn

Mo 30 mn Bo hnaxkoH U3 TEMHOrO cTekna, CHabXXeHHbIA KanensHUUeR-  cooTeeTcTeyeT

[A03aTOPOM, 3aBUHYKBAIOLLEACS KPBILLKOWA C CUCTEMOM KOHTPONA
NepBoro BCKPLITUA U MEPHbIM KONNaukoM. M0 1 nakoHy ¢ MHCTPYKUUen
No NPUMEHEHMIO B KAPTOHHOW Nauyke.

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 (Qualitdtskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Cepruukar ananuaa
Mpoaykr: Jcnymuaan® 636u
Koa npogykra: F137157
Ne cepumn: 13044A
Mapkupogeka Pesynerar
1. NepBuyHan ynakoBKa nekapcTBEHHOro Npenapara,
Ha atukeTke thnakoHa H KOM A3bIKe YKa3bIBAOT:
TOPTGBOE HAMMEHOBAHWE NPENAPATE C NPeAYNPeAMTENLHON MaPKUPOBKOH® Scnymusan® 636u
MEXAYHAPOAHOE HENATEHTOBAHHOE HAUMEHOBaHMUE CUMETHUKOH

NeKapCTBEHHYIO (hOPMY, [,03UPOBKY

HaWUMEHOBaHUE (DUPMbI-NPOUIBOAMTENR, CTPAHY
KONWYECTBO Npenaparta B0 dnakoHe

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

Kannu ans npuema sHyTps,
100 mr/mn

Bepnun-Xemu AT, Fepmanus
30 mn

BERLIN-CHEMIE

MENARINI
Ne cepun: 13044A
loaeH pgo: 09/2024
[Aata narotoenenus: 08/2021
«Colnioaate NpUNoXeHHy UHCTRYKUUK NO NPUMEHEHWI0 NpenapaTas ykasaHo
«Mepep ynotpebneHvem sabanTbiBaTo!» yKasaHo
HeBuAUMLIA 3HaK 3alUnTb He umeeTcs
MpouasoacTaerHbIA Kog WMeeTCR
2. BTopu4Has ynakoeka
Ha kapToHHoi nauke Ha PYCCKOM A3biKe YKa3blBaT,
TOProeoe HauMeHoBaHWe npenapara c NpeaynpeauTeNbHOM Mapkupoaxoﬁ® Jenymuaan® 636u
MEX/1yHapOAHOE HENaTeHTOBaHHOE HAUMEHOBaH1e CumeTukoH

NexapcTBeHHYI0 (GOpMY, AO3UPOBKY
HauMeHoBaHue UPMbI-NPONIBOUTENH, CTPaHY

KONWYeCTBO NpenapaTa Bo hnakoHe
CoAaepxkaHue percTeyioWEro BewecTsa B 1 M npenapara (= 25 kanene)

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

Kannu ans npuema sHyTps,
100 mr/mn

Bepnux-Xemu AT, Mepmanus
30 mn

B 1 mn npenapara (= 25
Kanenb) cogepxutca 100 mr
CUMETUKOHA.
BERLIN-CHEMIE

MENARINI
«Copepxut copbutons yKasaHo
«lNepeg ynotpebnenvem eabanToisats!» ykasaHo
«[penapar Ac3upyIOT KANNAMM, BEPTUKANLHO NEpPeBopauMBan PNAKOH rOPNBLILIKOM BHW3» yKkaaaHo
«CoBnAaTh UHETPYKUMIO NO NPUMEHEHMIO npenapara, KoTopas HaXOAWTCA BHYTPU YNAKOBKM» yKkasaHo
«[1na Nnpuema BHyTpb» yKa3aHo
YCNOBWA oTnycka Bea peyenta

YCNOBUA XpaHeHuA

XpaHWTL Npu TemnepaType He
Bbilwe 25°C

«He 3amopaxueaTtb!» yKazaHo

«[Nocne BCKPBITUA (hnakoHa NPenapaTt MCNoNb308aTh B TeYeHMe 6 MecALes» yKasaHo

«JleKapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeil MecTel» yKazaHo

«MOMOraeT Npyu AeTCkMX KULLIEYHbIX KONMUKaxX» yKkasaHo

Ne cepun: 13044A

lonex go: 09/2024

farta uarorosneHus; 09/2021

«ANA feTen» yKkasaHo

«BeTporoHHoe cpeacTeo» yKkasaHo

WTPUX-KOA nmeerca

PerucrpauvorHein Homep NN-003044

Hesuaumsii 3HaK 3aluTel He UmeeTcA

Mpou3aBoACTBEHHbIA KOA MMeeTCA

3THKeTKa KOHTPONA NEPBOTO BCKPLITUA He umeeTcA
nMmeeTcA

CpeAcTBo MABHTUDMKALMU CUCTEMBEI MOHUTOPMHIA ABMXEHNA NeKapcTBeHHOro npenapata

XpaHenune Mpu Temnepatype He Biwe 25 °C. He 3amopaxwBaTs!
Cpok rogHocTH 3 roaa. MNocne nepsoro BCKPLITUS nakoHa - 6 MecaLes.
Cepruguxar:

BoilweykasaHHan cepus oTeeqaeT TpeGOBaHMAM HOPMATVBHOM AOKYMEeHTaUWM,

Dr. rb

.

Stang

¥NonHOMOYeHHOE N

istian Matschke,

Vorsitzender des Aufsichtsrates: Dr. Alberte Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Versitzender), E
ualitdtskontrolle).

Dr. Attilio Sebastio, Or. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax



