000 beprmr-Xemu/A. Menapurnn

IIOATBEPKJIEHUE COOTBETCTBHUSA

Ne [1IC-14055A

TOPI"OBOC HaHMCHOBaHHe

ScnyMu3aH® 636u

(TpynnupoBouHoe win XHMHYECKOE)

MC)KHYH&])O,Z[HOC HEIMIAaTCHTOBaHHOE HaHMCHOBaHHE

CuMeTukOH

JlexapcTBenHas dopma

Kalliu s IIpHEMa BHYTPh

Hozuposka

100 mr/ma

®opma BeInycka

30 M, puakonsr (1) , naukn KapTOHHEIE
/B KOMILIEKTE ¢ MEPHBIM KOMTAYKoM

YKasaHHEM CTa/(Hil POU3BOCTBA)

Howmep cepun (maptun): 14055A

O0®eM cepun(naptun) 85 600

Hara npoussonctea 01.11.2021

ToneH no 01.11.2024
HaumeHnoBanne aapec  mpoussoautens  (c | Mpow3BoguTenn- bepnmun-Xemn AT,

l'epmanns(Glienicker Weg 125, 12489,
Berlin, Germany)

Beinyckarommii KOHTPOJIb KA4YecTBa-
Bepmun-Xemu AT, T’ epmanms(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata perucrparmonsoro YIOCTOBEpEHHS

JIIT-003044 ot 18.06.2015
(mata nepeodopmnenus 30.04.2020)

Howmep 1 nata HopMaTHBHOI JOKyMeHTamH

JIT1-003044-300420

HaumenoBanue H aJipec
PETHCTPAllHOHHOTO YIOCTOBEPEHHS

JepaKaTest

Bepiun-Xemu AT ,I'epmannus
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmuii noxymenr noxrsepxnaer:

-aHHBIA JI€KapCTBEHHBbIIT Tipenapar cooTseTcTByeT 61-03 «O6 obpanienuu JI€KapCTBEHHBIX
CPeICTB...»,;
~CCPHA JICKapCTBCHHOTrO Mpenapara COOTBETCTBYCT TpeOOBaHHAM, YCTAHOBJIEHHBIM IpH  ero
FOCYapCTBEHHOH perucTpanuu

000 “Bepnux-Xemu/A. MeHapunu”

(mozmuce)

=== Cokono BJI.  08.02.2021
(mara)

KOpuguyeckuii agpec: Poceus, 123317, r. Mockea, MpecHenckas HabepexHas, a. 10
Mo4tosei anpec: Poccus, 12331 7, r. Mocksa, MNpecHeHckan HabepexHasn, o. 10
Tenedbon: +7 (495) 785-01-00, akc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

NpoaykT:

Kon npopyxkra:

Ne cepuun: 14055A

Aara warotosnenun: 11/2021
Qara Beinycxka cepuv: 16/12/2021
HopmaTtueHan AOKYMEHTAUMWRA:
NexkapcreexHas opma;
Nencrryouee sewecrso:

Mpoussogurens LERCTBYIOLIEro BellecTea:

Obvem cepum (konu4ectso YNakosoK):

Mokazavent
Onucanue

NoanvHHoCTL

MonuaumeTuncunokean (NAMC)

KpemHun gnokcug

CopbuHosas kucnoTa

pH
OTHocuTENBHAR NNOTHOCTL
AuHamuveckan BAIKOCTL
CrabunbHoCT aMyNbeuu
CnocoBHOCT K NeHoraweHuo
OGbem conepuMoro ynakosxu

AonycTumoe oTknoHeHue ans KaxKA0ro
0TAEenbHOro hnakoHa
Hoaa v ogHopoaHOCTE O3MpoBaHMA

CKopoCTb KanaHus

MukpoBuonorudeckan HYUCTOTa

A3poBHbie GakTepun n ApoNTKEBbIe 1
nnecHessle rpubbl (CyMmMapHo)

Orcyrctauve;

KonudectseHroe onpeaenexme
O6uwee cogepxaHue cUMeTUKOHa
Monuaumetuncunokcan (NAMC)

Kpemuus arokcug
Cop6Burosas kucnota

Ynakoska

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio, Or., Claudia Abel - Postanschrift: Berlin-Chemi,

MEMARN

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

3c nyuuaauo 636m
F137157

1IN-003044-300420
Kannu ansa npuema sryTps, 100 mrimn
CUMETUKOH

Ceprupukar ananusa

Fonex go: 11/2024

AW-0U-NW Cnewwanty JnexTpoHuKk Matupuana 10 3¢ 9, 3n-3n-Cux», CLUA

85600

Cneuudukayun
Cnerka Bsaskasn »uakocTs MonouHo-Genoro useTa ¢ 3anaxom 6aHaHa

WK cnexTp nornowenus MCMNBLITYEMOro pacTeopa, CHATLIM B AManasoxe
AnuH BOAH OT 1350 cM™ [0 1200 eM™, AonxeH cooTeeTcrBoBaTH cnexTpy
NOFNOWEHMA CTAHAAPTHOrO PAcTBOPa U UMETE MAKCHMYM NONOLLEHUS
npy AnuHe BonkHel 1260 cM™ £ 4 cm?,

VK- cnekTp nornowexns ucneiryeMoro pacTBopa, cHATBIA B gUanasoHe
ANWH BOMH 0T 1400 em™ o 600 cm™, gomxen COOTBETCTBOBATL CNEKTPY
NOrNOWEHKA CTBHAAPTHOrD PacTBOPa U UMeTw MaKCUMyM B guanasoHe
ANWH BoNH oT 1160 cM™ go 950 e,

Bpema yaepxuBaHus OCHOBHOrO Nika Ha XPOMATOrpaMMe UCTBITYEMOro
PacTBOpa AO/KHO COOTBETCTBOBATL BPEMEHH YABPKUBAHUA OCHOBHOTD
MMKa Ha XpOMaTorpaMMe CTaHAAPTHOMC PacTBopa CopEUHOBON KMCOTbI
or48p05.2

1.060 £ 0.020

o1 100 go 170 mMNa-c

He AonxHo Beith pasgeneHua daa

He menee 80%

CpeanHui obbem npenapara so ¢$nakoHe AomKeH BbiTh HE MeHee
HOMUHANLHOTO.

30 mn; He Gonee 2.7 Mn

Macca Hu opHOR 4031 He 40MKHE OTKNOHATLCA Gonee uem Ha 10 % oT
cpeaHelt macesl. CymmapHas macca 10 gos3 He AOMKHA OTNMYATLCH
Gonee 4em Ha 15 %O0T HOMUHANBHOA maccel 10 goa,

He AonXHa NpeebIWaTh 2 Kan/cex,

He Gonee 50 KQE/mMn

3HTepoBaKTepuUi, YCTORYMBLIX K Xenuu 8 1 Mn
Pseudomonas aeruginosa e 1 mn
Staphylococcus aureus B 1 mn

ot 92.5 80 107.5 Mr/Mn (92.5 - 107.5% oT 3aRBNeHHOro COAEPKAHUR)
ot 91.2 go 100.8 mr/mn (95 - 105% oT TEOPeTUHECKOrD COAEPKAHURA
NAMC B cumeTukoHe, YTO CocToBNSET 06 Mr/mn)

0T 4.0 fo 7.0 mr/mn

ot 0.74 4o 1.17 mr/Mn (70 - 110 % oT 3asBNeHoro cofepxaHus)

Mo 30 mn BO hnaKkoH U3 TeMHOrO CTEKNA, CHABKEHHbI KanenbHuyen-
AO3ATOPOM, 33BUHUMBAKLLENCH KPLILLKOM C CUCTEMON KOWTpOns
NEepBOro BCKPbITUA U MEPHLIM Konnaukom, Mo 1 hnakoHy ¢ MHCTPYKLKeR
NO NPUMEHEHWID B KAPTOHHOW Navke.

Peaynerary

Cnerka Brakas
KUGKOCTb MONOYHO-
Benoro usera ¢
3anaxom Ganana

MonoxurensHo

NonoxutensHo

NonoxwuTensHo

5.0
1.057
161. mMNac

Coorsercrayer
100. %
31, mn
0.0 mn

Coorsetcreyer

1. kan/cexk.

< 10. KOE/mn
Oreyrersyror
Orcyrctayior

Orcyretayior

100.2 mr/mn
94.6 mr/mn

5.7 mrimn
1.05 mr/mn

Coorsercrayer

Vorstand: Dr. Luca Lastrucci Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
e AG, 12485 Barlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MNpoaykT: :-.lcnyum:muO 636u
Koa npoaykra: F137157

Ne cepun: 140554
Mapxuposka
1. MepBuyHan ynakoBKka NekapcTBEHHOro npenapara,

Ha arukertke nakona Ha DYCCKOM R3bIKE YKAIbIBAKT:

TOpProeoe HauMeHoBaHWe Npenaparta ¢ NPeaynpeAUTenLHON MapxupoxoﬁO
MEXIYHAPOAHOE HENATEHTORAHHOE HAUMEHOBaHWE
NexapcTeennyo opMmy, AC3MPOBKY

HaUMEHOBAHUE (PUPMbI-NPOM3BOAUTENS, CTPAHY
KONM4EcTeo Npenapata Bo (hnakoHe

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

Ne cepumn: 14055A

lopen o 11/2024

Aata narorosnexus: 11/2021

«COBMOAETL NPUNOXERHYIO MHCTPYKLMIO NO NpUMEHeHWo npenapara»
«MNepep ynorpebneHuem B3BantuiBarts!»

HeBuauMbii 3Hax 3aLuTi

NpouasoacTeeHHbIn Koa

2. Bropuunas ynakoeka

Ha kapToHHO Nauke Ha PYCCKOM A3bike YKaablBaKT:
-®

TOProBO@ HauMEeHoBaHue Npenapara ¢ NPeAynpPeaUTENbHOR MApPKUPOBKOR
MEXAYHAPOAHOE HENATEHTOBAHHOR HAUMEHOBAHNE

NeKkapcTBeHHYK opmy, 031MPOBKY

HauMeHoBaHWe UPMbI-NPOU3BOAUTENR, CTpaHy
KONMYECTBO Npenapara Bo hnakoHe
COoAepxXaHWe AeicTeyIoWero BewecTea B 1 mn npenapara (= 25 kanens)

norotun «BERLIN-CHEMIE/MENARINI» (Ha nartuH1ye)

«Copepxur copbuton»

«lepep ynotpeGneHuem B3banToisats!»

«lpenapar A03WpyIoT KaNNAMK, BEPTUKANbHO nepesopayrBan nakoH ropbilKOM BHU3»
«CobnioaaTs MHCTPYKUMID NO NPUMEHEHMIO npenapara, KOTOPasA HaXOAUTCA BHYTPW YNakoBK1»
«[Ins npuema BHyTpb»

YCnoBus oTnycka

YCNOBUA XpaHEHWA

«He 3amopaxusaTh!»

«llocne BCKpLITUA thnakoHa npenapart ucnonL3oeaTs B TeYeHue 6 mecales»

«JlekapcTBeHHOE CPEACTBO XPaHWUTL B HEAOCTYNHOM ANA aeTeir mecrel»

«[1OMOraeT Npu AETCKKUX KULLIEYHBIX KONMKAX»

Ne cepumn: 14055A

Fopex go: 11/2024

[ata warotosnexus; 11/2021

<5 geTens

«BeTporoHHoe cpeacTaos

LTPUX-KOA

PervcTpayuonHeiin Homep

HeeuauMbii 3HaK 3awmTsl

MpouasoacTeeHHbIA KOA

3TUKETKA KOHTPONA NEpBoro BCKPLITUA

CPpeacTBo MAEHTUDUKALIMM CUCTEMBI MOHWUTOPIHIE ABMXEHWA NeKapcTBEHHOro npenapara

XpaneHnue MNpu Temneparype He Boile 25 °C. He 3aMopaxmears!
Cpok roaHocTn 3 roaa. Mocne nepecro BCKPLITUR hiakoHa - 6 MecaLes.
Ceprtudmkar:

BollweykasanHan cepus oTBeqaeT TpeGoBaHUAM HOPMaTHBHOW A0KyMEHTaLMN.

Dr.\orbert Stang

-

YnonHomoueHHoe AnUo

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

Ceprucpurar ananusa

Pesynutart

3cnymusan® 636u

CumeTukoH

Kanmu ana npuema eHyTps,
100 mr/mn

Bepnunx-Xemu AT, Mepmanus
30 mn

BERLIN-CHEMIE
MENARINI

yKasaHo
yKasavo

He umeeTcs
umeerca

JcnymusaH® 6a6u

CumeTtuxoH

Kannu ana npuema BHyTpb,
100 mr/mn

Bepnun-Xemu A, FepmaHun
30 mn

B 1 mn npenapara (= 25
Kanenb) coaepxuTca 100 mr
CHMETNKOHA,
BERLIN-CHEMIE
MENARINI

yka3aHo

yKazaHo

ykasauo

yKasauo

yKasaHo

Bes peuenra

XpaHuTb Npu TemnepaType He
Bbiwe 25°C

yKa3aHo

ykasaHo

yKa3aHo

yKaaHo

ykasaHo
ykasaHo
uMeeTca
nn-003044
HE UMEETCH
UMeeTca

HE UMEETCR

, 4
Seghy )8 Oieatian Matschke,
C08 (Qualitatskontrolle).



