M 000 BepnnH-Xemn/A. MeHapmuum

INOATBEPKJIEHUE COOTBETCTBHS

Ne [IC-13518A

Toprosoe HauMeHOBaHHE bepaunpun® 20
MesknyHapoaHOe HemaTeHTOBaHHOE HAMMEHOBAHHE OHananpuin
(TpyIIHPOBOYHOE HITH XHMHYECKOE)

JlekapcTBeHHas Gopma TabJIeTKH
Jo3upoBka 20 mMr

®opmMa BeINTycKa

10 mT., yrakoBKH siueiKoBhIe
KOHTYpHBI€ (3 IIT.), MAYKH KAPTOHHBIE

Howmep cepuu (maptum): 13518A
O0neM cepu (mapThy) 46 599
JlaTa mpousBojicTBa 01.08.2021
['ozmen 1o 01.08.2024
HauMeHoBanne wu  agpec  npomssoautens (¢ IlpousBoauTens

YKa3aHHeM CTaJHi IPOU3BOICTBA)

bepnun-Xemu Al', I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Bhinyckaromuii KOHTPOIb KayecTBa
Bepmun-Xemu AI'(Glienicker Weg 125,
12489, Berlin, Germany)

Homep 1 nata peructpanmonHoro ypoctoBepeHus

ITNO15000/01 ot 22.07.2008
JaTta BHECeHUs H3MeHeHHH 03.12.2019

HoMmep u j1aTa HOpMaTHBHON HOKYMEHTALHH

ITNO015000/01-031219

HaumeHoBaHue H ajapec JAepKaTensd
PErucTpaliHoOHHOTr O
YAOCTOBEPCHHSA

bepnun-Xemu AT, 'epmanus

Hacrosimmii 10KyMeHT moaTBep:KIaeT:

-IaHHbI JIeKapCTBCHHBIH NpemnapaT cootBeTcTBYeT 61-B3 «O6 obpameHny JIEKapCTBEHHBIX

CPEACTB...»;

-CEpHA JICKApPCTBCHHOIO MpENapaTa COOTBETCTBYET TpeOOBaHMAM, YCTAHOBIEHHBIM IpPH €ro

roCy/1apCTBEHHOI! perucrpanuu

(10 AIKCE)

Josepennocts o1 000 «bepunn/Xemu/A.Menapuuuy»
No ©/u 01 10.01.2022

- 79 PyzanoBa T.B.  26.01.2022

(nara)

000 “BepnuH-XeMu/A. MeHapuHKu"

HOpuaudeckuin agpec: Poccus, 123317, r. Mockea, MNpecHexckas HabGepexHas, 4. 10
MouTtosbin agpec: Poccus, 123317, r. Mockea, MpecHeHckan HabepexHas, 4. 10
Tenedgon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoayxT:

Koa npoaykra:

Ne cepun: 13518A

[ata waroroenenws: 08/2021
[ara Bbinycka cepuu: 16/12/2021
HopmaTuBHaR AOKYMEHTALUSA!
NekapcTeeHHan opma:
[JelicTeyLlee BELIECTBO:

MpouzeoguTens AeACTBYIOWEro BelecTsa:

Obvem cepumn (KONMHECTBO YNAKOBOK):
Mokasarens
Onucaxue

CpegHsina macca
OAHOPOAHOCTE A03UPOBAHUA

Pacrsopenue

MoanuUHHOCTL
OHananpuna maneat (BIXX)

PoacreeHHbie npumecu
JHananpunar
SHananpwna AVKeTonunepasnH
HewgeHTuuuupoBaHHbIE NPUMEcH:
- nbas eAnHUYHAan NpUMecs
- CymMma
Cymma npumecein
MoTeps B Macce NPU BLICYLUUBAHWNA
MukpoBuonoruyeckan yucTota

Obuwee yucno aspobHbiX MUKPOOPraHu3MoB

Obuwee YuCNo APOMHOKEBLIX U NNECHEBLIX
rpuboe
Escherichia coli

KonuyecreeHnHoe onpegenexue

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto 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. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle)

BERLIN-CHEMIE

MENARINI

Certificate of Analysis

Bepnunpun® 20
F137481

M N015000/01-031219

Tabnetku, 20 mr

3Hxananpun

WHKE C.A., Ucnanusa

46599

Cneuundukaums

Kpyrnoie, cnerka ABosAKOBbINyKNbie Tabnerku
6neaHO-po30BOro UBETA, CO CKOLUEHHbIMM
KPOMKaMU M Haceukon ANA AeneHWUA Ha OAHOR
CTOpOHE, BOIMOXHbI BKpanneuua 6enoro n TeMHo-
pO30BOro UseTa

Ceprugpukar ananusza

loaex ao: 08/2024

Pesynerar
Kpyrnbie, cnerxa 4BORKOBLINYKNbIE
rabneTkn Gnegno-po3osoro userta, co
CKOLUEHHBIMW KDOMKEMU W HACEMKOW 4NA
AENEHUA HA OAHOW CTOPOHE

BKpanneHWs OTCYTCTBYHT

0220r+75%

MapameTp npuemnemocTu AnA 10 eguHuy
AoavposanuAa < 15.0. MapameTp npuemnemocty
ans 30 egunny go3upoBanua < 15.0 U HK oaHa n3
eAUHUL A03MPOBaHUA He < dem 0.75M unu > 1.25M

He meHee 65 % (Q) yepes 15 MUH OT 3aABNEHHOO
CoAepXaHus

BpemeHa yaepXuBaHus NUKOB ManenHoBOW
KACNOTBI U 3Hananpwuna Ha xpoMmaTtorpamme
WCNeITYEMOre pacTeopa A0MKHLI COOTBETCTBOBATL
BpEMEHaM YAEPXUBaHUA NUKOB MaNeuHoBON
KACNOTLI ¥ 3Hananpuna Ha xpomaTtorpamme
CTaHAapTHOro pacTeopa

He 6onee 3.0 %
He bonee 0.7 %

He Gonee 0.2 %
He 6onee 1.0 %
He 6onee 4.0 %
He 6onee 1.5 %

He 6onee 10°KOE B 11
He Gonee 10°KOE B 1

Orcyrcranes 11

90 - 105 % OT 3aRBNEHHOTO COAEPXKaHWUA

(or 18.0 a0 21.0 Mr aHananpuna maneara e
Tabnetke)

Mo 10 TabneTok B KOHTYPHOW AYEKOBOW ynaKkoBke
(Bnucrep), MIrOTOBNEHHOW U3 NAMUHUPOBAHHOM
nnexHkn (nonuamua/anioMuHnin/MNBX) u donern
anomuHueroil. Mo 3 6nucrepa ¢ MHCTPYKUMER No
npuMeHeHWnio npenapaTta B KapTOHHOﬁ nadvke.

0.221r
1.4

95. %

MonoxutensHo

< 01%
< 01 %

< 01%
< 01%
< 1%
1.6 %
< 100. KQE/r
< 10. KOE/r
CooTeeTcrayeT
102. %

Cooreercreyer



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
Mpoaykr; Bepnunpun® 20
Koa npoaykra: F137481

Ne cepuu: 13518A
Mapkuposka

1) NepeuyHan ynakoBKa NeKapcTBEHHOrO npenapara

Ha Gnur:rege Ha DYCCKOM A3bIKEe YKa3blBaKT:

nerotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)

TOProeoe HaumeHoBaHue npenapaTta®
MeXAYHapoAHOE HENATEHTOBAHHOE HAUMEHOBAHUE
nexkapcTeeHHyo chopmy

AO3NPOBKY

Ne cepuu: 13518BA

lonen po: 08/2024

HEBUUMbIA 3HAK 3aLLUTBI

2) BropuyHan ynakoska

Ha kapToHHoW nayke Ha PYCCKOM A3blKe YKa3bIBAKT:

HauMeHoBaHue hMpMbI-NPOUIBOANTENSA, CTPaHY
noroTun «BERLIN-CHEMIE/MENARINI» (Ha naTuxuue)

TOProBOE& HaumeHosaHue npenapara®

MEXAYHEPOAHOE HeNATEeHTOBaHHOE HAUMEHOBaHUe
AO3UPOBKY

kKonuyecTso TabneTtok B ynakoske, NekapCTBEHHYIO topmy
COAepXaHue AelcTByIoLlero BewecTsa B oaHo TabneTke

YCNOBUA XpaHEHUs

«CobnioAaTs MHCTPYKLMIO NO NPUMEHEHUIO Npenapara, KOTOpan Haxo4uUTCA BHYTPU YNakoBKu»
«flekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AETeil MacTe!»
PEerucTpauuoHHbIin HoMep

yCNoBUA oTnycka

Ne cepuu: 13518A

fara usrotoeneHua: 08/2021

lopen no: 08/2024

WITPUX-KOA

cnocob NpUMeHeHUs

«CopepXuT nakTosy»

«[lnA neyeHnn apTepUantLHON rUNEPTEH3UU U CEPABYHON HEAOCTATOMHOCTUY

HEBUAUMBIA 3HAK 33LLMUTI

NPON3BOACTBEHHBLIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITUA

CPEACTBA NABHTUDNKALUMM CUCTEMbI MOHUTOPUHIE ABUKEHUS NIEKAPCTBEHHBIX NPenapaTos

XpaHeHue
Cpok rogHocTu

Ceptudcmkar:
BulweykasaHHan cepws oTBeYaeT TpeGoBaHUAM HOPMATUBHON 4 OKYMEHTaLMM,

D¢ berf} Stang

YnonHomoueHHoe nuLo

Vorsitzender des Aufsichtsrates: Dr. Albarto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edwar
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 3

Ceprugpukar ananusa

PesynbTathl

BERLIN-CHEMIE
MENARINI
Bepnunpun® 20
3Hananpun
TabneTku

20 mr

WMeeTca

Bepnun-Xemu AT, Mepmanus
BERLIN-CHEMIE
MENARINI

Bepnunpun® 20

3Hananpun

20 mr

30 TabneTok

B 1 TabneTke coaepxures
3Hananpuna maneara 20 mr
XpahuTb Npu TemnepaType He
Bbiwe 25°C.

ykasaHo

yKasaHo

M N015000/01

Mo peyenry.

uMmeeTca

[ns npuema BHYTpL
ykasaHo

yKasaHo

uMmeeTcs

UMEETCA

HE UMeeTCA
umeercsa

Mpyw Temneparype He Bobiwe 25°C
3ropa

9 125, Fr O

yplroWski, Dr. Christian Matschke,
0 6707-2008 (Qualitdtskontrolle)



