OO0 bepnnr-Xemn/A. MeHapumHmn

MNOATBEPXKJIEHUE COOTBETCTBHUSA

Ne T1IC-13042A

Toproeoe HaHMEHOBaHHE ScnyMu3aH® 636u

MexayHapoiHOE HEMTaTeHTOBAHHOE HAHMEHOBAHHE CHMETHKOH

(rpynnHpoBOYHOE HIH XHMHYECKOE)

JlekapcTBeHHas dopma KaIlIM 71 IpHEMa BHYTPb

Jlo3upoBKa 100 mr/mu

®opma BhIITyCKa 50 mn, ¢nakoHs! (1) , Ma4YKH KapTOHHBIE
/B KOMILICKTE C MEPHBIM KOJIITAYKOM

Howmep cepuu (1apTuu): 13042A

O6beM cepuu(napTHH) 53 520

Jlata npoHU3BOACTBA 01.08.2021

["oneH 10 01.08.2024

HaumeHoBanue u  aapec npouspoautens (c | Mponssoamrenn- bepaun-Xemu AL,

yKa3aHHEM CTaJHH NPOH3BO/CTBA) lepmanmsi(Glienicker Weg 125, 12489,

Berlin, Germany)

Boinyckawuui KOHTPOJIb Ka4ecTBa-
Bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u 1ata perucTpallHOHHOrO YAOCTOBEPEHHS JI1-003044 ot 18.06.2015
(nara nepeodopmaenus 30.04.2020)

Homep ¥ gaTa HOpMaTHUBHOH JOKYMEHTalHH JIT1-003044-300420

HaumeHoBaHHE H azpec nepxkarens | bepaun-Xemu Al',I'epmanus

PETUCTPallHOHHOTO YAOCTOBEPEHHUS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimnii JOKYMEHT NOATBEPKIAaeT:

-ZIaHHBIH JIEKapCTBEHHBIH mpenapar cooTBeTcTBYyeT 61-P3 «OO6 obpalieHHH JIEKapCTBEHHBIX

CPEeICTB...»;
-cepusl JIEKApCTBEHHOro MpenapaTa COOTBETCTBYET TPeOOBAaHHAM, YCTaHOBICHHBIM NpPH €ro
rocyaapcTBEHHON perucTpauui

R
___Moxonos B./. 19.10.2021
(moamice) (nata)

Ne ©/u or

000 “BepnuH-Xemu/A. MeHapuHu"

KOpuauyecknin agpec: Poccuna, 123317, r. Mocksa, MNpecHeHckana HabepexHasn, A. 10
Moutoeswi agpec: Poccus, 123317, 1. Mocksa, MNpecHeHckan HabepexHasn, 4. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoaykT.

Koa npoaykTa:

Ne cepum. 13042A

[ara warotoenenvs: 08/2021
[aTta ebinycka cepun: 07/09/2021
HopmaTuBHan AOKYMEHTALMA:
NekapcTeerHan popma.
[eicTeyoulee BEWECTBO:

MNpou3soaAnTENs AEACTBYIOLLENO BELLecTsa:

O6vem cepum (KONUYECTBO YNakoBOK):

Moka3zarens
Onucaxwe

NoANUHHOCTL

Monuaumeruncunokcad (MAMC)

KpemHwa auokcua

CopBuHoBas kucnoTa

pH

OTHOCUTENbHAR NNOTHOCTL
NuHamnyeckan BAIKOCTE
CTabuneHoCTs 3MyNsLCUA
CnocoBHOCTL K NEHOraWeH!
Ofbem COABPAUMOro yNnakoBku

[lonycTumoe OTKNOHEHUE ANA KaXA0ro
OTAENLHOTo (PNAKOHA
[lo3a v 0AHOPOAHOCTL AO3NPOBAHWA

CKOpOCTb KanaHua
MukpoBronoriyeckan uu

Aapobrbie GakTepun U APOXKEBBIE W
nnecHesble rpubbl (CymmapHo)

OrcyTeTBure:

KonuyecreeHnH n neHu
O6uwiee coaepxaHue CUMETUKOHa
NonuaumeTuncunokcar (MAMC)

KpemHua guokcug
CopBuHosas kucnota

YnakoBka

Vorsitzender des Aufsichtsrates: Or. Alberto Giavanni 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 (Qualititskantrolle).

BERLIN-CHEMIE
MENARINI

Certificate of Analysis Cepru¢mkar anannsa

acnyumaﬂo 636n
F137158

lopen go: 08/2024

JNN-003044-300420
Kannu ana npuema BryTpb, 100 Mr/mMn

CUMETUKOH

W-IOW-NIN CnewwnanTy 3nexTpoHuk Matupuans KO 3¢ 9, 3n-3n-Cuw, CLUA

53520

Cneundrxayus Pesynbrar

Cnerxa BR3Kan MMAKOCTbL
monouHo- Genoro usera ¢
3anaxom 6anana

Cnerka BA3KaA ¥XMAKOCTL MONouHo-Genoro yseTa ¢ aanaxoM GaHaHa

WK CnekTp NornowieHua WCNbITYeMoro pacTeopa, CHATHIA B Aana3oHe MonoxuTensHo
AnvH BonH ot 1350 eM™ po 1200 em™, nomxer cooTBETCTBOBATL CNIEKTPY

NOrNOWEHWs CTAHAAPTHOrO PacTBOpa M UMETL MAKCUMYM NOTMOWEHHA

NPW ANMHe BoMHL! 1260 c™ £ 4 oM™,

MK- cnekTp NornoweHns MCNbITYeMoro pacteopa, CHATBLIA B AMaNasoHe

ANMH BONH OT 1400 cM™ fo 600 cM™, AONXEH COOTBETCTBOBATL CNEeKTpy

NOrNOLLEeHWA CTaHAAPTHOrO PacTsopa U MMeTb MaKCHMyM B AvanasoHe

K BonH ot 1160 cM™ o 950 eM™.

BpeMs YAepKUBAHUA OCHOBHOMO NWKa HA XpOMATOrpaMMe UCnuITYemoro

pacTsopa AO/IKHO COOTBETCTBOBATL BPEMEHM Y/ABPXMUBAHWA OCHOBHOTO

NKKa Ha XPOMATOrpPaMMe CTaHAAPTHOO PacTBopa COPGMHOBOIA KMCNOThI

or48pn05.2 5.0
1.060 £ 0.020 1.057
ot 100 o 170 mNa-c 151. mMa-c

He pomkHo GbiTh pasgeneHuna gas CooteeTcTBYET
He mexee 80% 100. %

CpepHuit o6bem npenapata Bo (onakoHe ACTXeH ObiTe He MeHee 50. mMn
HOMWHANBHOTO.

50 mn: He Bonee 4.5 mn 0.8 mn

NonoxuTensHo

MoNoXUTENEHD

Macca Hu OAHOM 03kl HE AOMKHA OTKNOHATLCS Gonee uem Ha 10 % ot CooTeetcTeyer
cpeaHen maccel. CymmapHas macca 10 403 He AOMKHA OTANMHETECA
Bonee 4yem Ha 15 %O0T HOMUHaNLHOA maccel 10 403,

He AOKHa NpeBbiaTe 2 kan/cex. 1. kan/cek.

He Gonee 50 KOE/mn < 50, KOE/mMn
3IHTepOBAKTEPUHA, YCTORYMBBIX K XXenun B 1 MmN QOrcyTeTeyoT
Pseudomonas aeruginosa 8 1 mn QOTteyTeryoT
Staphylococcus aureus 8 1 Mn QOrcyTeTByrOT
ot 92.5 40 107.5 Mr/mn (92.5 - 107.5% OT 3aRBNEHHOMO COAEPKAHUR) 102.7 mrimn

ot 91.2 40 100.8 Mr/mn (95 - 105% OT TEOPETUYECKOrO COABPXAHUA 97.0 mr/imn

MAMC B cUMETUKOHE, UTO COCTOBNART 96 Mr/mn)

oT 4.0 po 7.0 mr/mn 5.8 mr/mn

oT 0.74 40 1.17 Mr/mn (70 - 110 % OT 3ARBNEHOTO COABPKAHWA) 1.04 mr/mn

Mo 50 mn 8O GNAKOH M3 TEMHOrO CTekNa, CHabBXeHHLIM KanenbHULUeR-  COOTBETCTBYeT
[A03aTOPOM, 33BUHUMBAILLENACA KPBILLKOR C CUCTEMOA KOHTPONA

NepBOro BCKPLITUA U MEPHLIM konnadkoM. Mo 1 gnakoxy © MHCTPYKUMeR

No NPUMEHEHWIO B KAPTOHHOW Navke.



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MNpoayxt: 3cnymmsan® 636u
Koa npeaykra: F137158

Ne cepum: 13042A

MapkupoBka

1. MepBuyHan ynakoBKa NeKapcTBEHHOTO Npenapara.
Ha aTtvkeTke gnakoHa H M A3bIKE YKa3bIBAKT,

TOProBOE HaMMEHOBaHME Npenapara ¢ npeaynpeAUTENLHOM Mapmpoauoﬁo
MEXAYHAPOAHOE HENaTEHTOBaHHOe HaUMEeHOBaHWe
NEKapPCTBEHHYID HOPMY, A03UPOBKY

HauMEeHOBaHWe (UPMBI-NPOU3BOAUTENA, CTPaHY
KONUYECTBO npenapara 8o hnakoHe

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

Ne cepum: 13042A

lopeH po: 08/2024

[fara uarotoBnexwn: 08/2021

«CobniuaaTe NPUNOKEHHYIO MHCTPYKUMIO NO NPUMEHEHWUIO npenapaTas
«MNepep ynotpebnenvem ssGanTbiBaTsb!»

HeBuanMbid 3HaK 3awmTel

MNpon3BoACTBEHHBIA KOA

2, BropuyHan ynakoska
Ha KapTOHHOW Nayke Ha PYCCKOM AIbIKE YKA3bIBAKT:

TOProBOe HaWMMEHOBaHWE Npenapara ¢ NpegynpeauTenbHOR MEDKMPOBKOF!O
MEX{1YHApPOAHOE HENATEHTOBAHHOE HaUMEHOBaHWe
NeKapCTBEHHYI0 (POPMY, A03UPOBKY

HauMeHOBaHWe DUPMbI-NPOUIBOANTENS, CTPaHy
KONWYECTBO Npenapara Bo (PnakoHe
COoAepXaHue AeNCTBYIOLLEro BEWECTBa B 1 MN npenapara (= 25 kanens)

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

«Copepxut copbuton»

«Mepep ynotpebnenuem s3bantbipatsl»

«lMpenapat 403vpPyKT KaNNAMKU, BEPTUKANLHO NEPeBopaynBan (PNakoH ropNbILKOM BHUI»
«Cobnioaatb MHCTPYKUMIO NO NPUMEHEHWID NPENnapaTa, KOTOPas HAXOAMTCA BHYTPW YNaKoBKW»
«[InA npuema BHYTPh»

YCNOBUR QTNYCKE

YCNOBMA XpaHEHWA

«He samopaxusatb!»

«[locne BCKpLITMA hNakoHa Npenapar UeNoNbIoBaTe B TedeHue 6 Mecayes»
«[lekapcTBeHHOe CPEACTBO XPaHUTE B HEAOCTYNHOM ANA AeTel MecTel»
«[MoMmoraeT Npu AETCKUX KMLLEYHbIX KONUKaX»

Ne cepun: 13042A

lFopeH pgo:. 08/2024

[ata uarotoenexus: 08/2021

«ANs fEeTel»

«BeTporoHHoe cpeacTeo»

LUTPUX-KOR

PerucTpaynoHHbiil HoMep

HeBuanMBIA 3HAK 3aLWTLI

Mpon3soaCTBEHHBIA KOA

OTUKETKA KOHTPONA NEPBOrQ BCKPLITMA

CpeacTso MAEHTUMWKaUMK CUCTEMbE MOHMTOPUHIA ABWKEHWS NEKapCTBEHHOro npenapara

XpaHenne Mpw Temnepartype He sbiwe 25 °C. He samopaxmeats|
Cpok rogHoCTH 3 roaa. MNocne nepeoro BCKpLITUA hnakoHa - 6 mecAues.
Ceprudukar:

BuileykalaHHan cepus oteedaeTt TpeboBaHuAM HOPMATUBHON AOKYMEHTAUMM.

Dr. Tibor Miké

YnonHomoueHHoe n

Ceprucukar ananuza

Peaynerar

3cnymusan® 636u

CumeTvkoH

Kannu ans npuema eHyTpb,
100 Mrimn

Bepnun-Xemun AT, Flepmanus
50 mn

BERLIN-CHEMIE
MENARINI

yKasaHo
yKa3aHo
HE MMEETCR
uMeeaTcs

3enymunaan® 636u

CUMETUKOH

Kannu gna npuema BHyTpb,
100 mr/mn

Bepnun-Xemu AT, Flepmanus
50 mn

B 1 mn npenapara (= 25
kanens) coaepxutca 100 mr
CUMETHKOHA.
BERLIN-CHEMIE
MENARINI

yKasaHo

yKa3aHo

ykaaaHo

yKkasaHo

yKaaamo

Bes peuenra

XpaHuTe Npy Temnepartype He
Bbilwe 25°C

yKasaHo

yKasaHo

yKa3aHo

yKa3saHo

yKasaHo
yKasaHo
nMmeeTca
NN-003044
HE MMEETCA
uMeerca

Apre




