M 000 BepnuH-Xemu/A. MeHapuHH

NOJTBEPKIAEHUE COOTBETCTBUS

Ne TIC-14056A

ToproBoe HAUMEHOBAHUC Denymmzad® 6301

Mesx IyHapoHOE HENATCHTOBAHHOE HAMMCHOBAHHE CHUMETHKOH

(TpyIIUPOBOYHOE HIIH XHMHYCCKOE)

JlexapcTBeHHAd hopMa KaIlIy 718 IpUeMa BHYTpb

Jlo3upoBKa 100 mr/mn

dopMa BBIITYCKa 30 mu1, QuraxoHsl (1) , MUKy KapTOHHbIC
/B KOMIUIEKTE C MEPHBIM KOJITa4KOM

Howmep cepun (TapTHH): 14056A

O6BeM cepun(apTn) 88 800

JlaTa Ipou3BOJICTBA 01.11.2021

T'onen 10 01.11.2024

Hanmenosanne u  agpec npoussomutens (¢ | IlpoussoanTen- Bepmn-Xemu Al

yKa3aHHEM CTa/IHil NPOH3BOACTBA) Tepmannst(Glienicker Weg 125, 12489,

Berlin, Germany)

BolnmycKaui KOHTPO.Ib KavecTBa-
Bepmuu-Xemn AT, Tepmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep # 1aTa perHCTPALIHOHHOTO YIOCTOBEPCHHA JIT1-003044 ot 18.06.2015
(nata nepeodopmiierns 30.04.2020)

Homep M aTa HOPMATUBHOM JIOKYMCHTALIMH JII1-003044-300420

HaumMeHnoBaHne U agpec nepxarens | bepmun-Xemn AT I'epmanist

PErHCTPALHOHHOTO YIOCTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosiuuii 10KYMEHT HOATBEPIKAALT:

-JaHHBIH JIeKapCTBEHHbIM IIpernapar COOTBCTCTBYET 61-®3 «O06 obpameHnH JIEKapCTBCHHBIX
CPEICTB...»,

-cepusi JIeKapCTBEHHOrO IIpenapara COOTBETCTBYCT TpeGOBaHMUAM, YCTAHOBJICHHBIM MpH CTO
rocynapcTBeHHOMH perucTpalnn

_f——z= Coxonos B.J.  25.02.2022
(MOAMHCE) (nata)

000 “BepnuH-Xemu/A. MeHapuHu”

tOpuandeckuin agpec: Poceus, 123317, r. Mockea, lNpecHeHckas HabepexHas, a. 10
MouroBsin agpec: Pocewn, 123317, 1. Mocksa, MNpecHeHckan HabepexHan, a. 10
Tenedon: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

MNpoayxT:

Koa npoaykra:

Ne cepun: 14056A

[laTa u3roToBNEeHUS: 11/2021
[lata Buinycka Cepud. 22/12/2021
HopmaTueHas AOKYMEHTALIWA.
NekapcTBEHHaN opMa:
[leAcTayIoLIEe BELWECTBO!

MPOMIBOANTENE ASACTBYIOLEND BELECTEa!

O6beM cepun (KONUHECTEO yNaKOBOK):

Mokazarent
OnucaHue

NoANUHHOCTE

MNoNMAUMETUNCUNOKCEH (NAMC)

KpemHua AUOKCHA

CopBuHoBas KuCnaTa

pH

OTHOCUTENBHAR NNOTHOCTD
NuHamudeckan BAIKOCTE
CTabuneHOCTL aMyNbCln
CROCcOBHOCTE K NEHOraleHuio
OfbeM COREPAMOro yNaxoaku

[onycTwmoe OTKNOHEHUE ANA KaXA0ro
oTAenLHOro ginakoHa
[Noaa v 0AHOPOAHOCTE ACZUMPOBAHUA

CKOpOCTb KanaHus

MuKpOBUONOrMHECKaR UMCTOTa
AspobHbie DakTepun u L POXOKEBbBIE W
nnecHesbie rpubbl (CYMMEaPHO)

QreyTcTsue:

Konuue HHOE ON| eneHve
Ofujee Copepxanue CMMETHKOHA
MoNUAUMETUNCUNOKCAH (NamMC)

KpemHus AUOKCHA
CopBurosas K1cnoTa

Ynakoska

Varsitzender des Aufsichtsrates: Dr. Alber
DOr. Attilio Sebastio, Dr. Claudia Abel Postanschrift: Berlin-Chamie AG, 12485 Bertir

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Bcnymuaau® B63bu
F137157

NN-003044-300420
Kannu ANs Npuema BHYTPb, 100 mrimn
CIUMETUKOH

Ceprugpunar aHannsa

TopeH po 11/2024

AW-[n-NU Cretwunanti AnexTporuk Marupnan3 10 3¢ 9, 3n-an-Cvr, CLWA

88800

CneyuduKkauns
Cnerka BRIKan MMAKOCTL Mono4HO-DENoro UBeTa C aanaxom banaHa

WK cnexTp NornoweH1s WCTBITYEMOro pacTeopa, CHATBIM B AUanaloxe
anun Bonk ot 1350 et po 1200 cu, ACMKEH COOTBRTCTBOBAT CREKTDY
HOFNOLLEHUR CTAHAADTHOTO PacTBOpa ¥ WUMETH MAKCMMyM NOFAOUIEHWA
npu AnuHe BOMHs! 1260 v £ 4o,

WK- cnekTp NOrnoUieHns UCnsmyemora pacTEOpa, CHATLIA B nuanasoHe
ANWH BONH OT 1400 et o 600 cM, AOMKEH COGTBETCTBOBATL cnexTpy
nornoueHua CraH.napmora pacraopa W UMETH MAKCUMYM B LMB!'IE]BGHE
Anian Bonk oT 1160 em™ #o 950 oM

BpeMs YACPKUBAHWA OCHOBHOTO [MKa Ha XPOMETOrPaMme UCTILITYeMoro
pBCTGDDB NOMKHO COOTBETCTBOBATE B{)&MCHM VAEDB\KWBBNHFI OCHOBHOMO
nUKa Ha XpoMaTorpamme CTaHAAPTHOro pacTeopd CopBUHOBOR KUCNOTE!
oT4.8a05.2

1.060 £ 0.020

or 100 po 170 milac

He AomkHO ObiTb pasaenehs a3

He meHee 80%

CpeaHnin obbem npenapara BO (hNaKOHE AOTMKEH BoiTo HE MEHER
HOMWHENbHOTO.

30 mn: ve Bonee 2.7 MA

Macca Hiu O4HON 403kl HE LOMKHA OTKNOHATLCA Gonee vem Ha 10 % OT
CpeaHeir Macchl. CymmapHan Macca 10 703 HE ROMKHA OTAMUETLCR
Bonee yem Ha 15 %OT HomuHansHoR Maccekl 10 403

He JoMKHa NpesbilliaTh 2 kan/cek

He Gonee 50 KOE/MR

aHTepoBaKTepui, yCTORHMBLIX K wenyy B 1 Mn
Pseudomonas aeruginosa 81 MA
Staphylococcus aureus & 1mn

oT 92.5 po 107 .5 mrimn (92.5-107.5% ot 3aR8NEHRONG CopepHKaHwn)
o1 81.2 po 100.8 mrimn (a5 - 105% ot TEOPETUHECKOrO COAEPHAHWA
MNAMC 8 CUMETHUKOHE, HTO cocToanAeT 96 mrimn)

o1 4.0 4o 7.0 mrimn

oT 0.74 po 1.17 mrin (70-110% oT 3aRBNEHOMD CopepXRaHna)

Mo 30 mn 8o hnakoH u3 TEMHOMO CTeKNa, GHADMEHHBIA KanensHuLen-
A038TOPOM, 1aBUHUMBAIOLLENCH KpbILLKOh G CHCTEMON KOHTPONA
Nepeoro BCKPLITUA 1 MEDHBIM KONMAYKOM. Mo 1 nakoHy © WHCTPYKLMeR
No NPUMEHEHWIO B KAPTOHHOM NayKe.

to Giovanni Aleotti - Vorstand.

Cnerka BR3Kas
KAAKOCTE MONOHHD-
6enoro UseTac
aanaxom GaHaHa

NonoXUTENEHO

MonOWATENEHO

NonoxwrensHo

50
1.054

164, mNac
CooTeeTcTayeT

100. %
31. mn
0.0 mn

CooTeeTcTeyeT

1. xan/Cex.
< 10. KOE/Mn
OTcyTcTRYyOT
OTCyTCTBYIOT
OTeyTeTayT

100.1 mrimn
g4 4 mrimn

5.7 mrivn
1,03 mrimn

CooTeeTcTeyer

astrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
. Tol. +4% 30 6707-0 {Zenirale), Fax +48 30 6707

7.2008 (Qualititskontrolie).




Analysenzertifikat Certificate of Analysis
MpoaykT: acnymuaaa@ 626m
Kop npoaykra: F137157

Ne cepun: 14056A
Mapkuposka

1. NepBrUYHAn YNaKoBKa NEeKapcTeeHHOro npenapara.
TUKETKE (hNakoHa Ha DYCCKOM ASLIKE YKAILIBAT:

. B
TOProBOE HaUMEHOBaHUe NPenapaTta ¢ NPeAyNPeAUTENBHO! MAPKUPOBKOH
MENIYHAPOAHOS HENaTEeHTOBaHHOE HauMEHoBaHWe

nekapcTseHHy o (hopMmy, 403KMPOBKY

HaUMEHOBaHUe (UpPMbI-NPOU3BOANTENR, CTPaMY
KONWHECTBO Npenapata 8o nakoHe

nororun «BERLIN-CHEMIE/MENARINI» (Ha naTuHiue)

N cepun. 14056A

lopeH go: 1172024

[aTa uarotoBneHua: 11/2021

«CoBNoRaTh NPUNOKEHHYIO MHCTPYKUMIO NO NPUMEHEHWUIC NpenapaTan
«MNepepn ynorpetineHuem sabanTeizats!»

HeBuaAMMbHA 3HAK 38L4MTSI

MNpou3BoACTBEHHBIA KOA

2. BropuuHas ynakoska
Ha kapTOHHOW N@YKe HE PYCCKOM A3bIKE YKAILIBAOT:

i _&
TOProBOe HaUMEHOBaHUE Npenapara ¢ NPeAYNPeAUTENLHOH MaPKUPOBKOU
MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBAHWE
nexkapeTBeHHy opmMy, A03MPOBKY

HaMMEeHOBaHUE HUPMbI-NPOU3BORWTENS, CTPaHY
KONWYECTBO Npenapata Bo (HNakoHe
copepkaHue AeNCTBYIOIero BelecTsa 8 1 Mn npenapara (= 25 kanens)

noratvn «BERLIN-CHEMIE/MENARINI» (Ha natvHuue)

«Copepxut copbuton»

«MNepep ynorpebnexvem sabantbiBate!»

«Mpenapar 403UpyIT KaNNAMIK, BEPTUKANBHO NEPEBOPaYMBAnR (DNAKOH FOPNLILKOM BHWI»
«CoBNHAATE MHCTRPYKUMIO NO NDUMEHEHUIO NPENaPATA, KOTOPAS HAXOAUTCA BHYTDRW YNAKOBKWY
«[iNs NpUEMa BHYTPbY

YCNOBUR OTAYCKA

YCNOBUR XpaHeHWs

«He 3amopaxusars!»

«Tocne BCKPbITUA inakoHa npenapar uCnoNbiosarh B TEUeHWe B Mecaues»
«/lekapCTBeHHoe CPeACTBO XPaHuTL B HEAOCTYNHOM ANA neten mecrei»
«TOMOraeT Npu eTCKUX KMLIEYHbIX KONUKax»

Ne cepun: 14056A

FoaeH ao: 11/2024

Aata warotosneHus: 11/2021

«Ans geTei»

«BeTpOroHHoe CPeaCTEO»

WITPUX-KOA

PeructpaunoHHbii HOMEp

HeBuauMBIA 3HaK 3aLLWTHH

MNpOUIBOACTEEHMBIA KOA

OTMKETKA KOHTPONA NEPBOrD BCKPLITUSR

CpeacTBO UABHTUGIMKALIMUM CUCTEMBI MOHUTOPUHIA ABVKEHWUR NEKaPCTBEHHOTO Apenapara

Xpanenwe Ipu Temneparype He Boiwe 25 °C. He 3amMopaxveaTs!
CpoK rogHocTH 3 roga. Nocne nepeoro BCKpeITYA (DNaKoHa - 6 MecaUes.
Ceprucpurar:

BolweyKasanHas Cepun OTBEHaeT TpeGOBAHMAM HOPMATHBHON AOKYMEHTALMM.

Dr. Samy Schwandt

¥NONHOMOUEHHOE NUY0

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsi

BERLIN-CHEMIE
MENARINI

Ceprudchuiar aHaniiza

Peaynwrat

3enymusaH® Gatu

CumeTukoH
Kannu ans npuema BHyTps, 100 mrimn

Bepnux-Xemu Al Mepmanus
30 mn

BERLIN-CHEMIE
MENARINI

YKa3EHO
yKa3aHo
He UMEeEeTCR
UMEETCA

3enymuwaan® H3bu

CUMETUKOH
Kannu 4na npuema sxyTps, 100 mr/mn

Bepnun-Xemu Al Fepmanna

30 mn

8 1 mn npenapara (= 25 kanenb)
copepwutcs 100 Mr CUMETUKOHA.

BERLIN-CHEMIE
MENARINI
YKB3aHO

yKa3aHo

yKa3aHo

YKa3aHO

YKa3aHo

Bes peuenTa
XpanuTh NpU TEMNEPAaTYPE HE BLILLE
25°C

yKaiaHo

yKa3aHo

yKazaHo

yKasaHo

yKaaHo
yKa3aHo
wMmeeTcH
NN-003044
HE MMBETCH
UMEETCA
HE UMeeTcn

istian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemis AG, 12485 Berfin - Tel. +49 30 8707-0 (Zentrale), Fax +48 30 6707-2008 (Quatitétskontrolle).



