000 Bepnnr-Xemn/A. MeHapnHH

MOJATBEP)KJIEHUE COOTBETCTBHSI

Ne [IC-13537A

Toprosoe HAaHMEHOBAHHE Bepunpun® 10
MeskIyHapoiHOE HENaTeHTOBAaHHOC HAUMEHOBAHUE DHaanpuil
(rpynnupoBOYHOE WM XHMHYECKOC)
JlekapcTBeHHas gopma TabJICTKH
J1o3upOBKa 10 Mr
®dopma BBIITyCKa 10 mT., ynakoBKa syeHKoBas KOHTypHas
(3 wT.) , Na4yKa KapTOHHAsA
Howmep cepuu (apTuH): 13537A
O6beM ceprH(IIapTHH) 48 000
JlaTa BBIIYCKA 01.08.2021
T'oneH 1o 01.08.2024
HaumeHoBan#e M agpec npousBoaurens (€ IIpou3soguTeb
yKa3aHHeM CTajil POU3BO/ICTBA) Bepnun-Xemu AT, 'epmaHus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Boinyckaonmmii KOHTPOJIb KA4eCTBA
Bepnun-Xemu Al(Glienicker Weg 125,
12489, Berlin, Germany)
Homep ¥ [1aTa perucTPaLHOHHOTO Y10CTOBEPEHHA I1 N015007/01 ot 22.07.2008
( nata 3ameHsl PY 03.12.2019)
Homep ¥ j1aTa HOPMaTUBHOM IOKYMEHTAlHK [1N015007/01 - 031219
HaumeHoBaHHE H azpec nepxatens | Bepimu-Xemu AT'(Glienicker Weg 125,
PErHCTPALIMOHHOr0 YI0CTOBEPECHUS 12489, Berlin, Germany)

Hacrosiluyii JOKYMEHT NOATBEP KAAeT:

-MaHHBIH JIEKApCTBEHHBIH Ipenapar COOTBETCTBYCT 61-®3 «O6 obpallleHHH JIeKapCTBEHHBIX
CPEICTB...»,

-cepHsi JICKapCTBEHHOrO Iperapara COOTBETCTBYET TpeOGOBaHUAM, YCTAHOBJICHHBIM MPH €ro
rocyIapCcTBEHHOH perHcTpalyu

===""Cokonos B.JI.  11.11.2021
(TIO/IHCB) (nata)

000 “BepnuH-XeMmu/A. MeHapUHK"

IOpuanyeckuia agpec: Poccus, 123317, r. Mocksa, NpecHeHckan HabepexHas, A. 10
MouToesin aapec: Poccus, 123317, r. Mockea, MNpecHeHckan HabepexHasn, a4. 10
Tenedbon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat Certificate of Analysis Ceprucbukar ananusa
MpoaykT: Bepnunpun® 10

Koa npoaykra: F137480

Ne cepuu: 13537A

[aTa warotoeneHun: 08/2021 FoaeH po: 08/2024

Nara seinycka cepun: 07/10/2021

HopMaTuBHaR AOKYMEHTaUUA: M N015007/01-031219

NekapcTeeHHan copma: Tabnetku, 10 mr

[eiicTeyloUlee BELECTBO! Ouananpun

Mpounasoautens Aelcrteyowero sewjecrea: MHKE C.A., Ucnanus

O6beM cepuM (KONMHECTBO YNAKoBOK): 48000

NokasaTtens Cneuudukaumns Peaynbrar

Onucanne Kpyrnbie cnerka ABOAKOBbINyKNble TabneTku Kpyrnsie cnerka ABoAkoBbinyknbie TabneTku caetno-

KOPWYHEBOrQ UBETA CO CKOLWEHHDbIMW KPOMKaMK W

CBETNO-KOPUYHEBOro UBeTa CO CKOLUEHHbIMKU .
HaceyKol ANR AENEHNA Ha OAHOR CTOPOHE

KPOMKaMW W HACeYKONA ANSA ABNEHUA HA DAHOM
CTOpPOHE, BOIMOXHEI BkpanneHus Genoro usera

BKpanneHwa OTCYTCTBYIOT
CpeaHsas macca 0.220r+75% 0220 r
OAHOpPOAHOCTL A03UPOBAHKUA MapameTp npuemnemoctn AnA 10 eankuy 4.3
Aosuposanus < 15.0; MapameTp npueMnemocTu
anA 30 eguiny 4oavpoeanna S 15.0 1 HY oaHa U3
€ANHUL A03poBaHWUA He meHee 0.75M unu He

PacTeopenue He menee 65 % (Q) yepes 15 MUH OT 3aABNEHHOMO 102. %
coaepXanua

MoanuHHOCTe 3Hananpuna manear BpemeHa yAepKUBaHUA NMKOB ManevHoBoR MonoxurensHo

(BIMKX) KWCROTLI M 3HANANpUNa Ha xpomartorpamme

UCMbITYEMOro pacTBopa A0MkHel COOTBETCTBOBATh
BpEMEeHaM YAEPKWBAHUA NUMKOB ManenwHOBOR
KWCNQTLI U 3Hananpuna Ha xpomatorpamme
CTaHAapTHOro pacTeopa

PoacTBeHHbIE NnpuMecH

3xananpunar He 6onee 3.0 % < 01 %
SHananpuna gukeronunepasuH He 6onee 0.7 % < 01%
HewgeHTuduyuposaHHbieé npumech:
- moban eanHUIHan He Gonee 0.2 % < 01%
- cymma He 6onee 1.0 % < 01 %
Cymma npumeced He Gonee 4.0 % < 1%
MoTeps B Macce Npu BbICYWMUBaHWK He Gonee 1.5 % 1.4 %
Mukpobuonoru4eckan yuctora
OBbuwee uucno aapobubix He 6onee 10°KOEs 11 < 10. KOEB 1T
MWKPOOPraHuaMos
Obwee YACNO APOXCKEBbLIX U NNECHEBbIX He Gonee 10°KOEB 1+ < 10. KOEs 1T
rpubos
Escherichia coli Orcytcteue s 1r Coorsercrayer
KonuuecteenHoe onpejgenexnve
Onananpuna manear 90 % - 105 % ot 3arBneHHoro cogepanun (ot 9.0 102. %
Ao 10.5 mr aHananpuna maneara B Tabnerke)
Ynakoeka Mo 10 TabneTtok B KCHTYPHO! AYelikoBOW ynakoeke CootsetcTByeT

(6nucTep), M3roTOBNEHHOA W3 NAMUHWPOBAHHOMK
nneHku (nonuamua/antoMuHnin/NBX) u doneru
anioMUHUEBON.

Mo 3 6nucTepa C WHCTPYKUWER NO NPUMEHEHWIO
npenapara 8 KapTOHHOW| nadke.

Vorsitzender des Aufsichtsrates: Dr. Alberta Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +48 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).
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BENA RN

Analysenzertifikat Certificate of Analysis Ceprugukar aHanusa
MpoaykT: Bepnunpun® 10

Koa npoaykTa: F137480

Ne cepum: 13537A

MapkupoBska Pesynerartel

1) MepBMYHARA yNaKkoBKa NeKapcTBeHHOro npenapara
Ha 6nucTepe Ha PYCCKOM A3bIKE YKa3blBaKOT:

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtunuue)
TOProBOe HaumeHosaHue npenapara®

MeXayHapoAHOe HenaTeHTOBaHHOe HauMeHoBaHue
nexapcTeeHHyK opMy, A03MPOBKY

Ne cepuu:  13537A

lopen ao: 08/2024

HEBUAWMBIA 3HAK 3aLWKUTbI

2) BropvyHas ynakoska

Ha kapTOHHOK Nayke Ha PYCCKOM A3biKE YKa3blBaKT:
HaumeHosaHnue (PUPMbl-NPON3BOAUTENA, CTPAHY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOproBoe HauMeHoBaHue npenapata®

MEXAYHAPOAHOE HENATEHTOBAHHOE HauMeHOBaHue
AO3NPOBKY

KkonuyecTso TaBNeToK B yNakoBke, NekapcTeexHylo hopmy
CoAepXaHue AeicTBylollero BewecTsa 8 o4Hoi TabneTke

YCNOBWA XpaHEHWA

"CobnioaaTh WHCTPYKLMIO NO NPUMEHEHUIO NPENapara,

KOTOpan HaxoAUTCA BHYTPW ynakosku'"

"NekapCTBEHHOE CPEACTBO XpaHuTb B HEAOCTYNHOM ans Aeted mecre!”
PErucTpauuoHHbIA HOMEP

yCNOBUA OTNycKa

Ne cepuu:  13537A

[Nara warotoenexuna: 08/2021

lopex ao: 08/2024

WTPUX-KOA

cnocoG npUMeHeHus

"CoAepXuT naxkToay"

"[INR NeveHnA apTEPUanbHOA TMNEPTEH3NK N CEPAEYHON HEeA0CTaTOYHOCTH"
HEBUAUMBIA 3HAK 3aLUTbI

NPOU3BOACTBEHHBLIA KOA

3ITUKETKA KOHTPONA NEpPBOro BCKPLITUA

CpeACTBa MAEHTU(UKALUN CUCTEMBI MOHWUTOPUHIA JBIKEHNA
nexkapcTBeHHbIX NpenapaToB

XpaHeHue
CpoK rogHoCTH

Ceprtudhmkar:

Bbilweyka3aHHas cepus oTee4aeT TpeGoBaHuAM HOPMAaTHUBHOMN JOKYMEHTaLWH,

YNonHOMOYEHHOE NULo

Dr. !Elzgr:bﬁ Stang

Varsitzender des Aufsichisrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edwar

BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

Suananpun

tabnetku, 10 mr

MMeeTcA

Bepnur-Xemn AT, MepmaHus
BERLIN-CHEMIE/MENARINI
Bepnunpun® 10

SHananpun

10 mr

30 rabneTok

B 1 tabneTke COAEPXMWTCA aHananpuna
manearta 10 mr.

XpaHWTL Npu TeMneparype He ebilue 25°C.
yKasaHo

yKasaHo
M NO15007/01
no peuenTty

nmeerca

[ns npuema BHYTPb
yKaszaHo

yKasaHo

nMeertca

umeercsa

He UMEeeTCH

uMmeeTca

MNpu TemnepaType He Bbilue 25°C
3ropa

Dr Attitio Sebastio, Dr. Claudia Abel - Postanschrift: Bertin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle)

Zybowski, Dr. Christian Matschke,



