000 Bbepnnn-Xemnu/A. MeHapmHH

IHOATBEPKJIEHUE COOTBETCTBHA

Ne [1C-12033A

Toprosoe HAaHMEHOBaHHE Dcnymu3aH® 6361
MexIyHapoAHOE HEMaTeHTOBaHHOE HAHMCHOBAHUEC CHMETHKOH
(rpyNnHPOBOYHOE WIH XMMHYECKOEC)

JlekapcTBeHHas GopMa Karuty Uil IpueMa BHYTPb
J1o3upOBKa 100 mr/mi

®dopma BeIITyCKa

30 mu1, prnaxoHs! (1) , MTAYKH KApTOHHBIE
/B KOMILJIEKTE C MEPHBIM KOJITAaYKOM

yKa3aHHeM CTaJuil MPOU3BOJICTBA)

Howmep cepu (I1apTHH): 12033A

O6beM cepun(IIapTHH) 86 880

JlaTa npou3BOJACTBA 01.06.2021

T'onex 1o 01.06.2024
HanveHoBarue u  agpec mpouspoautens (¢ | MpoussoauTenn-  bepiuH-Xemu AT,

I'epmanus(Glienicker Weg 125, 12489,
Berlin, Germany)

BpinycKamuii KOHTPO/Ib KAa4ecTBa-
Bepimun-Xemu AT, epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep U f1aTa perHCTPallHOHHOTO YAOCTOBEPCHHUA

JI1-003044 ot 18.06.2015
(marta nepeodpopmnenus 30.04.2020)

Homep 1 faTa HOpPMAaTHBHOH JOKYMEHTALMH

JIT1-003044-300420

HaumeHoBaHHE % azpec
PEruCTPalHOHHOTO YI0CTOBEPEHHS

Bepnun-Xemu AT, ['epmanus
Glienicker Weg 125, 12489, Berlin,
Germany

AepKaTess

Hacrosimuii J0KYMEHT MOATBEPKAAET:

-JaHHbI JeKapCTBEHHBIH mpenapar cooTeTcTBYeT 61-®3 «OG obpalleHHH JICKApCTBEHHBIX

CPEICTB...»;
-cepus JIEKapCTBEHHOrO TIpenapaTa COOTBETCTBYCT TpeOoBaHUAM, YCTAHOBJICHHBIM IIPH €rO
rocyJapcTBEHHOH perucTpaLuuu

BITC ) //';) §
\ARHHI __f~——==""Coxonos BJI.

000 “BepnuH-Xemu/A. MeHapuHKu"

05.08.2021

(moxmuce) (mata)

{Opuamnyeckuin agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HaGepexHasn, a. 10
Noutoesiin anpec: Poccus, 123317, r. Mockea, lNpecHeHckan HabepexHasn, a. 10
Tenedon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat
MpoaykT:
Koa npoaykra:
Ne cepun: 12033A
[lata narotoenenvs. 06/2021
[lata Bbinycka cepumn: 02/07/2021
HopmaTuBHaA AOKYMEHTaUKUA:
NekapcTeerHan opma:
[encTeyoLiee BeLWecTBo:

MNponasoauTENs ASACTBYIOLLEND BELLECTBa:

OBbEM CEpUM (KONWMYECTBO YNAaKoBOK):

Mokazatenk
Onucanne

MopnmHHoCTs.

MonuaumeTuncunokcan (MNAMC)

KpemHua AWOKCHA

Cop6uHosas kucnota

pH

OTHocUTENBHAR NNOTHOCTD
[luHamu4eckan BAIKOCTb
C1abunNbHOCTL AMYNbChK
CnocoBHOCTL K NeHOraleHuo
O6bem COABPKRAMOro YNakoBKU

[onycTuMoe OTKNOHEHWE ANA KAXA0ro
oTAENbHOMO gnakoHa
[lo3a ¥ OAHOPOAHOCTL A03VMPOBAHWA

CKOpOCTb KanaHus

MukpoBuonorudeck; MCT
A3pobHble BakTepun 1 APONOKEBbIE U
nnecHesble rpubsl (CymmapHo)

OT1cyTCcTBME:

KonuyecTaeHH n NEHW!

ObLee cogepxaHue CUMETUKOHA
Nonuaumetuncunokcad (NAMC)

KpemHWA AHOKCHA
Cop6BuHosas kucnoTta

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin -

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

3cnyuu3auw 636u
F137157

Ceprugpukar aHannwsa

FopeH po. 06/2024

JIN-003044-300420
Kannu ans npyema BHyTpb, 100 mr/mn

CUMETHUKOH

[W-AW-NA CnewnanTi Inektporuk Matupuans O 3¢ 9, 3n-3n-Cwx», CLUA

86880

Cneuudmkauma Peaynbvar

Cnerxa BA3Kas ¥MAKOCTb MONoYHo-6enoro ueera ¢ 3anaxom GaHaHa Cnerka BAIKaR MAZKOCTE
MonoyHo- Genoro useTa c
3anaxom Ganana

WK cnekTp NOrnoweHna WCNeITYeMOoro pacTeopa, CHATBIA B AWaNas’oHe MonoxuTensHo
anvH BonH ot 1350 cv™ go 1200 oM™, pormKeH COOTBETCTBOBATL CNEKTPY

NOrNOLWeH!A CTaHAAPTHOro PacTeopa U MMETb MaKCUMYM NOrMOLIEHNA

npv AnuHe BonHbl 1260 eM™! £ 4 eM™,

MK- cneKTp NOrMoLLEeHUA UCNbITYEMOro pacTeopa, CHATBLIA B AMaNasoHe

anuH sonH ot 1400 oM™ no 600 cn", [O/MKEH COOTBETCTBOBATL CNEKTPY

NOrNOWEHWA CTAHAAPTHOrO PacTBOPa U MMETb MAKCUMYM B AvanasoHe

AnMH BonH ot 1160 cM™ Ao 950 em™,

BpeMs yAepKUBaHMA OCHOBHOrO NWKa Ha XpOMaTOrpaMMe UcreiTyeMoro

pacTBOpa AOMKHO COOTBETCTBOBATL BPEMEHH YACPXKHBAHWA OCHOBHOMO

nUKa Ha XpOMaTOrpaMMe CTaHAapTHOro pacTeopa cop6UHOBOM KMCNOTbE

or4.8805.2 5.0
1.060 £ 0.020 1.052
or 100 a0 170 mNa-c 161. mMNa-c

He aomkHo BbiTe pasaenexus das CootsetcreyeT
He menee 80% 100. %

CpepHuit o6bem npenapara Bo nakoHe AOMKEH GbiTh HE MeHee 31. mn
HOMWHANLHOIO.

30 mn: He Gonee 2.7 mMn 0.0 mMn

NonoxuTensHo

MonoxuTensHo

Macca HY OfHOM A03bl He A0MKHA OTKNOHATLCA Gonee yem Ha 10 % ot CooTeeTcrayeT
cpepaHeit Macckl. CymmapHan macca 10 403 He AONXHA OTNMUaTLCS
Gonee y4em Ha 15 %O0T HOMMHaNLHOM Macesl 10 A03.

He [lomkHa NpeBsILLaTh 2 Kan/cek. 1. Kan/cex.

He 6Gonee 50 KOE/mMn < 50. KOE/mn
aHTepobaKkTepwi, YCTORUMBLIX K Ken4n B 1 mn OTcyTCTBYHOT
Pseudomonas aeruginosa B 1 Mn OTCyTCTBYIOT
Staphylococcus aureus 8 1 mMn OTeyTCTBYOT
or 92.5 fo 107.5 mr/mn (92.5 - 107.5% OT 3asABNEHHOro coaepkaHva) 101.6 mr/imn

ot 91.2 go 100.8 mr/mn (95 - 105% OT TEOPETUYECKOrO COABPHAHUA 95.9 Mr/mn

MAMC B CUMETHKOHE, YTO COCTOBNAET 86 Mr/MN)

ot 4.0 ao 7.0 mr/mn 5.8 mr/mn

o1 0.74 20 1.17 mr/mn (70 - 110 % ot 3ansneHoro coaepxaHua) 1.05 mr/mn

Mo 30 Mn BO hNakoH U3 TEMHOro CTekna, cHaBXeHHbIA KanenbHWUeiR-  COOTBETCTBYeT
AC3aTOPOM, 32BUHYMBAIOLLEACH KPBILUKOA C CUCTEMOR KOHTPONA

nepBoro BCKPLITUA M MEPHLIM KONNA4KoMm, Mo 1 NaKoHy C MHCTPYKUMEeR

MO NPUMEHEHUIO B KAPTOHHOA Nauke.

Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Or. Christian Matschke,
Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolie).
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MERARN

BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpukar aHannsa
MpogykT: 3cr|yuu:lal-l° 636u
Koa npoaykra: F137157
Ne cepum: 12033A
MapkupoBka PesynbTar
1. NepBuMyHan yNnakoBKa NeKapcTBEHHOro npenapara.
Ha atukeTk KQHa H biK! 1
TOProBOE HAMMEHOBAHHE NPENAPATA C NPEAYNPEANTENBHOA MADKHPOBKOH Scnymusan® 636u
MeXayHapoiHOE HENAaTEHTOBAHHOE HauMeHoBaHue CUMETUKOH
NEKapCTBEHHYI0 (POPMY, A03HPOBKY Kannu ans npuema BHyTPb,

100 mr/mn

HauMMeHoBaHWe (hUPMbI-NPON3BOANTENSA, CTPaHY
KONWMUECTBO Npenapata 8o (nakoHe

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

Bepnux-Xemu AT, Mepmanua
30 mn
BERLIN-CHEMIE

MENARINI
Ne cepun: 12033A
lopex po: 06/2024
[laTa narotosnenwn: 06/2021
«CoBnoaars NPUNCKEHHYH MHCTPYKLMIO NO NPUMEHEHWI0 Npenapara yKa3aHo
«Nepea ynotpebnenvem B3bantuisatb!» yKasaHo
HeBraWMbIA 3HAK 3aLLMTBI He UMeeTCA
MNponasoaCTBEHHBLIM KOA NMEeeTCA
2. Bropu4Has ynakoeka
Ha kapToHHOW Nayke Ha PYCCKOM A3bIKe YKalblBalT:
TOprOBOE HAUMEHOBAHUE NPENapaTa ¢ NPEAYNPEAUTENbHON MAPKHPOBKORA Scnymuaan® 6364
MEXOyHApPOAHOE HEeNaTeHToOBaHHOe HauMeHoBaHue CumeTuKoH
NeKkapcTBEHHYI (DOPMY, A03VPOBKY Kannu gns npuema BHyTpb,

100 mr/mn

HaumeHoBaHue (HUPMbI-NPON3BOAWTENSA, CTPaHY
KONWYECTBO npenapara 8o nakoHe
cofepxaHve AeicTBYIOWero BelecTsa B 1 Mn npenapata (= 25 kanens)

Bepnun-Xemu AT, lepmanus
30 mn

B 1 mn npenapara (= 25
kanens) copepxurca 100 mr

CUMETUKOHA.
norotn «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue) :E::}::;:PEMIE
«Coaepxwut copbuton» yKasaHo

«MNepep ynorpebnexuem B3banteiBarsln yKkasaHo
«Mpenapar 4031PyYIT KannAMM, BEPTUKAINbHO NepeBopaYnBas (PrakoH ropnbILKOM BHU3» yxaaaHo
«CoBMoaaTs MHCTPYKLMIO NO NPUMEHEHWIO NpenapaTta, KOTOpas HaxOAMTCA BHYTPW YNakoBK1» yKa3aHo

«[lns npuema BHyTpb» yKasaHo

YCNOBUA OTNYCKa Bea peuenta

YCNoeus XxpaHeHuna

XpaHuTb Npu TeEMnepaType He
Bbilwe 25°C

«He 3amopaxueaTth!» yKasaHo
«Mocne BCKPLITUA hnakoHa Npenapar UCnonb3osaTh B Te4eHue 8 mecAles» yKa3aHo
«JlekapcTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTen mecTel» yKasaHo
«MomoraeTt npwu QETCKKUX KULLIEMHBIX KONWKaX» yKasaHo

Ne cepun: 12033A

logen ao: 06/2024

[ara warotosnenus: 06/2021

«[INA AeTen» yKa3aHo
«BeTporoHHoe cpeacTBO» yKa3aHo
LUTPUX-KOA MMeeTca
PerucTpaunoHHblid HOMep NN-003044
HeBuanumblid 3HaK 3aL4uMTbl He UMEeeTCA
MpPOU3BOACTBEHHbIA KOA umeeTca
3TUKETKA KOHTPONA NepBOro BCKPLITUSA He umeeTcs
CpeacTBo MAEHTUMKALIMMA CUCTEMbI MOHUTOPUHIA ABUXEHUA nekapcTBeHHOro npenapara UMEeeTCcR
XpaHeHwe Mpu TemnepaType He Bbilue 25 °C. He samopaxwsaTsl

CpoK rogHoCTH 3 ropa. MNocne nepeoro BCKPLITUA (hnakoHa - 6 mecaues.

CepTudmkar:

BoilweyKazaHHan cepwa oTeeqaeT TpeGoBaHMAM HOPMATUBHOW AOKYMEHTaLMM.

Dr. beyt Stang

4

YnonHomo4eHHoe Auuo

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



