000 Bepnnn-Xemu/A. Menapunn

NOATBEPKXJIEHUE COOTBETCTBUS

Ne [IC-21508A

Toprosoe HaumeHoBaHNE Bepiunpun® 10

MexyHapoiHoe HellaTeHTOBaHHOE HAUMEHOBAHHE OHananpui

(TpyNnHUpOBOYHOE WIH XHMHYECKOE)

JlekapcTBeHHas opma Tabnerkn

HosupoBka 10 Mr

PopmMa BBITYCKa 10 mt., ynakoska sueiikoBas KOHTypHas

(3 WT.) , Nayka KapTOHHA

Howmep cepuu (maptumn): 21508A

O6beM cepuu(napTum) 46 800

Jlata Bemycka 01.02.2022

T'ogeH no 01.02.2025

HanmenoBanne u  ampec mpowmseoamrens (c IIpon3soaurens

YKa3aHHEM CTaJHi NIPOH3BOJCTBA) Bepnun-Xemu AL, [epmanus

(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Boimyckarommuii KoHTpoas KauecTBa
bepnun-Xemu AT'(Glienicker Weg 125,
12489, Berlin, Germany)
Howmep u mara perucrpammonHoro YI0CTOBEpEHHS ITNO15007/01 ot 22.07.2008
(_mara 3amensl PY 03.12.2019)

Homep H 1aTa HOpMAaTHBHOM JOKYMEHTALHH ITNO15007/01 - 031219

HanmenoBanue H ajzipec Aepxatens | bepmun-Xemu AI'(Glienicker Weg 125,

PETUCTPALMOHHOIO YAOCTOBEPEHHS 12489, Berlin, Germany)

Hacrosimmii 10KyMeHT noaTRepKAAET:

-IAHHBIH JICKapCTBEHHBIH Ipemapar cooTBeTcTBYeT 61-03 «O6 OOpallleHHH JieKapCTBEHHBIX

CPEICTB...»;
~CCpHsl JICKApCTBEHHOTO IpenapaTa COOTBETCTBYET TPeOOBAHHAM, YCTAHOBJIEHHBIM IIpA €ro
rOCYAapCTBEHHOHN perucTpanul

i

-
»""—"-

£—==""Coxonos BJ.  19.05.2022
(noanucs) (nara)

000 “BepnuH-Xemu/A. MeHapuHu”

KOpuguyeckuii agpec: Poccus, 123317, 1. Mocksa, MpecHeHckan HabepexHas, a4. 10
MNouToBsbii anpec: Poccus, 123317, r. Mockea, MNpecHerckan HaBepexHas, 4. 10
TenedoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugmxar ananuza
Mpoaykr: Bepnunpun® 10
Kop npoaykra: F137480

Ne cepun: 21508A

[Harta usrotoenexus: 02/2022
HAata eeinycka cepun: 07/04/2022
Hopmatusnan fokyMenTauma;

Fopen po: 02/2025

M N015007/01-031219

NexapcreexHas opma: Tabnetkun, 10 mr

[Hencraylowee BewecTso: SHananpun

MpoussoauTens aencTeyowero sellectsa: WUHKE C.A., Ucnakus

OBvem cepun (konuuecrso ynakosok): 46800

Moka3sarens Cneundukauun Peaynbrar

Onucanne Kpyrnble cnerka gBoskoseinyknbie TaBneTku Kpyrneie cnerka asoskosbinyknsie TabneTiu caerno-

KOPDWYHEBOrO UBETa CO CKOLLBHHBIMU KPOMKamu U

CBETNO-KOPUYHEBOro LBETa CO CKOLLEHHbIMM '
HECeYKON ANA AENEHWA Ha OAHOM CTOpOHE

KPOMKaMM1 U HACe4KoW ANA AENEeHUA Ha OAHON
CTOPOHE, BO3MOXHBI BKpanneHus 6enoro yseTa

BKpannexHus OTCYTCTBYHOT

Cpeansis macca 0220r+75% 0218 r
OpaHopoaHoCcTs A03upoBaHUS NapameTp npuemnemocti Ana 10 eguHuy 1.5
Ao3upoBsanus < 15.0; MapameTp npuemnemocTu
Ans 30 eannuy 403MpoBanus < 15.0 U HY 0aHa M3
€AWNHNL A03UPOBaHUA He MeHee 0.75M unu He
PacrsopeHue He menee 65 % (Q) yepes 15 MuH OT 3asBNEHHOrO 100. %
COAEPXKAHUR
MognukHoCTe SHananpuna Manear BpemeHa yaepx1BaHUA NMKOB ManeuHoBO#M MonoxutensHo
(BIHKX) KUCNOTEI U 3HaNanpuna Ha xpomarorpamme
MCNBITYEMOro PacTBopa AOMKHLI COOTBETCTBOBATS
BPEMEHaM YAepXHBaHNA NUKOB ManenHoBoi
KMCNOThI U 3Hananpuna Ha xpomarorpamme
CTaHgaapTHOro pacteopa
PopcTeenHsie npumecu
3Hananpunar He Gonee 3.0 % < 01%
JHananpuna gukeTonunepasuH He Gonee 0.7 % < 01%
HewaentuguyvposakHsie npumeci:
- nwbasn eguHUIHan He Gonee 0.2 % < 01%
- cymma He Gonee 1.0 % < 01%
Cymma npumeceii He Gonee 4.0 % < 1%
MoTeps B macce Npu BLICYLWMBAHWA He Gonee 1.5 % 08 %
MukpoBuonornieckan uncrora
Obiwee YUCNo aapoBHbIX He 6onee 10°KOEB 1 < 10. KOEg1r
MUKPOOPraHU3MOB
OBuiee UnMCro APONOKEBLIX U NNECHEBLIX He Gonee 10?KOEB 1T < 10. KOEs1r
rpubos
Escherichia coli Orcyrcreue s 11 CooteeTcreyer
KonwuecrseHHoe onpegenenue
OHananpwna manear 90 % - 105 % OT 3aRBNEHHOr0 COAEPKaHMA (or 9.0 100. %
Ao 10.5 mr anananpuna maneara e Tabnetke)
YnaxkoBka Mo 10 TabneTok B KOHTYPHOI RYEKOBOH ynakoske CooteetcTeyer

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

(6nucTep), U3roTOBNEHHOM M3 NAMUHUPOBAHHOM
NNEeHKW (nonuamua/anioMuHuia/NBX) u donbru
anioMUH1eBo.

Mo 3 6nuctepa c MHCTPYKUMEHE NO NPUMEHEHMIO
npenapara B KapTOHHON nauke.

orstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
@ AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +43 30 6707-2008 (Qualitatskontrolie),



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Cepruguxar anannsa
MpoaykT: Bepnunpun® 10

Koa npoayxkra: F137480

Ne cepumn; 21508BA

Mapkuposka Pesynbrarsi

1) NepeuyHan ynakoska nekapcTeeHHoOro npenapara
Ha 6nucrepe n KOM A3bIKE YKa3blBaKT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuye)
TOprosoe HaumeHoBaHue npenaparta®

MEXAYHapoAHOe HeNaTeHTOBaHHOR HauMeHoBaHue
NekapcTBeHHYIo hopMy, 403UPOBKY

Ne cepun: 21508A

loaeH go: 02/2025

HEBUAUMBIA 3HAK 3aWWTbi

2) BropuuHan ynakoexa

Ha kapToHHoit nayke Ha pycckom asbike yKa3biBaioT:
HauMeHoBaHWe UPMbI-NPoU3BoAUTENR, CTpaHy

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxHuue)
TOproBoe HaumeHoBaHWe npenapata®

MEXIYHAPOAHOE HENATEHTOBaHHOE HaUMeHOoBaHue
AO3NPOBKY

konu4ecTeo Tabnetok B ynakoske, nekapcTeeHHyio dopmy
CoAepXaHWe AedCTRYIOWero BewecTsa B O4HOM TabneTke

YCNOBWA XpaHeHua
"Cobnioaate MHCTPYKLIMIO NO NPUMEHEHMIO npenapara,

KOTOpas HaXOAUTCA BHYTPU ynakosku"

"NexapcTBEHHOE CPEACTBO XPaHUTS B HEAOCTYNHOM AnA aeTei mecte!"
PerncTpauMoHHbld Homep

YCNOBWA OTnycka

Ne cepun: 21508A

Hara varotoenenus: 02/2022

Fonen po: 02/2025

WTPUX-KOA

criocob npumeHeHun

"Copepxut nakrosy"

“[ns NeYeHUs apTepUanbHOI rMNEPTEHaUN U CepaeYHOH He0CTaToMHOCTH"

HEBUAUMbIHA 3HAK 3aLYUThI

NPOU3BOACTBEHHbIA KOJ

9TUKETKa KOHTPOMNA NEepPBOro BCKPbITUR

CPEACTBA UABHTUDUKALIMM CUCTEMBI MOHUTOPUHa ABWXEHNA
NeKapcTBeHHbLIX NpenapaTos

XpaHeHue
Cpok rogHocTH

Cepruduxar:
BblweykaszanHas

r. Tibor Miké

YNonHOMOuYEeHHOE NnuLo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski,

pus oTBEYAET TPEGOBAHUAM HOPMATHBHOM AOKYMEHTaLMM.

BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

SHananpun

Tabnetku, 10 mr

HMmeeTcna

Bepnux-Xemu AT, Fepmanus
BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

SHananpun

10 mr

30 Tabnetok

B 1 rabnetke cogepxurca 3Hananpuna
Maneara 10 mr,

XpaHuTs Npu TemnepaType He Bbiwe 25°C.
yKasaHo

yKasaHo
M NO15007/01
no peuenty

umeeTcA
Ana npuema BHyTpb
yKasaHo

yKasaHo

uMeeTcs

uMeeTcs

He umeerca

nMmeeTca

Mpw Temnepatype He Bhilwe 25°C
3roga

Dr. Christian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +48 30 6707-2008 (Qualitstskontrolle).




