M BERLIN-CHEMIE
MENARINI

Ceptudmukar aHanusa / Ceptudmkar cooTrBeTCTBUA

MpoaykT:

[Ho3upoBka:

KonuyectBO B ynakoBke:
lMepBUYHaA ynakoBKa:
BHyTpeHHMI KOA npoaykTa:
Ne cepuu:

OGbem cepum (KONUYECTBO
ynaKoBOK):

[aTta usrotoBneHums:
[arta aHanu3sa:
CrtpaHa-umnoprep:
HaumeHoBaHue
npousBoguTens:

Homep perncTpaumoHHoOro
yAOCTOBepeHUs:

HOpMaTMBHaﬂ AOKYMeHTauua:

Homep npo6el B LIMS: 149455

JlepkameH® 10

10 mr NexkapcTBeHHas dopma:
60 EanvHuua konuyectBa:
Gnuctep

F163216

53566A Homep aHanu3sa:

52600 yn. YcnoBusa xpaHeHus:
09/2025 FNopex po:

02/12/2025 [arta Bbinycka cepum:
Poccusa CTtpaHa Bbinycka cepuu:

BepnuH-Xemu Al
JIMN Ne(005624)-(PT-RU)

JIMN Ne(005624)-(Pr-RU)-250425

CrtpaHvua: 1 u3s 4

TabneTku, NOKpbITble
NIeHOYHON 0B60NoYKom
LT,

149455

XpaHuTb npu
Temneparype He Bbille
30 °C B 3awuLLEHHOM OT
CBETa MecTe.

09/2028
02/12/2025

lepmaHus



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / CepTudukat cCooTBeTCTBUSA

MpousBoguTenu:
MpousBoauTesb rOTOBOW NeKapcTBEHHOW (hOPMbI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - Bepnun-Xemu Al
Agppec: Temnenbxodep Ber 83, 12347 bepnuH, Mepmaruns

Homep nuueHsuu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorBetcTBuss GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/dpacoBLMK

HaunmeHoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemu Al

Appec: muHunkep Ber 125, 12489 bepnuH, NepmaHus
Homep nuueH3umn Ha npousBogcTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkarta coorBercTBuss GMP: DE_BE_01_GMP_2025_0015

Bbigaya pa3pelieHusi Ha Bbinyck

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: nuHukep Ber 125, 12489 BepnuH, 'epmaHus

Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudmkarta coorsercrBuss GMP: DE_BE_01_GMP_2025_0015

MpousBogutens A®C

HaumeHoBaHue npousBoguTtens: Recordati Ireland Ltd. - Recordati Ireland Ltd.
Appec: Raheens East, Ringaskiddy, Co.Cork, Ireland

HaumeHnoBaHue: LERCANIDIPINE HYDROCHLORIDE

Homep cepuun npousBoguTtens: 24800094

Homep nuueH3uu Ha npousBoacTeo: N/A

Homep ceptucpukaTta coorsercteus GMP: N/A

Homep npo6ei B LIMS: 149455 Ctpanuua: 2 u3s 4



Ceptudpukar ananusa / Ceprudpukar cooTBeTCTBUSA

MokasaTenb

OnwucaHue (BU3yanbHO)

CpeaHsas macca
OAHOPOAHOCTL Macchbl

o.qHOpOAHOCTb AO03UpoBaHuA

MapameTp npuemnemocty,

JlepkaHugumnuHa rugpoxsopua
PacnapaemocTtb

PacTBopeHue

ﬂepKaHMAMI‘MHa rmapoxnopus

CpepHee 3Ha4eHue
WHanBuayanbHble 3Ha4YeHus

MoanuHHOCTL (B3XKX)

PoacrteeHHble npumecu (B3
XKX)

Mpumecs 1

Mpumeck B

Mpumeck 3

Cymma HengeHTndULMpOBaHHbIX

npumecen
Cymma npumecei

KonuyecrtBeHHOe
onpepeneHue (B3XX)

Mukpo6uonoruyeckas
yucrtora
O6Lee uncno asapobHbIX
MUKPOOPraHn3moB
MukpoGuonoruyeckas
yucrorta
O6LLee YnCno ApoXcKeBbIX 1
nnecHesbix rpubos
Mukpo6Guonoruyeckas

yucrorta
Escherichia coli

Homep npo6si B LIMS: 149455

M BERLIN-CHEMIE

Cneuudukauma

MENARINI

Kpyrnble ABOSIKOBbINYKMble TabNeTky,
NOKPbITbIE MNEHOYHON 060N04KON, OT
6nefHO-XEeNToro 40 CBETNO-XKENTOro
LBeTa C PUCKON Ha OAHOW CTOPOHE;
BWA Ha U3NOMe: CBETI0-XEeNTOoro uBeTa

103.0Mr£7.5%

18/20 £7.5 %; 2/20 £ 15 %

napameTp npuemnemoctu ans 10 egnHny

posupoBanus < 15.0; napameTtp
npuemnemocTtu ansi 30 eanHAL

fo3npoBaHna < 15.0 1 HM ogHa U3 OTAENbHbIX
eAnHNL A,03npoBaHus He meHee 0.75

M u He Gonee 1.25 M

He Bonee 15 MuH

He meHee 70 % (Q) yepes 45 MuH oT

3aABJIEHHOro coAepxxaHua

BpemMs yaep>XuBaHUA OCHOBHOIMO nuka Ha

XpoMaTorpamme MCnbITYyeMoro

pacTeopa 2 4,0/KHO COOTBETCTBOBATh
BPEMEHN YAEePXUBAHWUA NnKa NepkaHnaunuHa
rnapoxnopuaa Ha xpomarorpamMmme
cTaHgapTHoro pacrsopa 6

He 6onee 0.20 %
He 6onee 0.20 %
He 6onee 0.30 %

He 6onee 0.20 %

He Gonee 0.75 %

o1 9.5 go 10.5 Mr nepkaHuannuHa
rmapoxnopuaa B ogHoi Tabnetke (95 %
- 105 % oT 3asBnNeHHOro

coAepXxaHusi)

He Gonee 1073 KOE/r

He Gonee 1072 KOE/r

oTcytctBue B 11

Ctpanuuya: 3 mn3 4

PesynbTaTthbl

COOTBETCTBYET

101.2 mr
COOTBETCTBYET

COOTBETCTBYET

4.8

6 MUH

COOTBETCTBYET

98 %
95 99 96 97 100 98 %

NONOXUTENbHO

<0,15 %
<0,15 %
<0,15 %

<0,15 %
<0,15 %

9.9 mr

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

YactoTa

UCNbITaHUN



BERLIN-CHEMIE
MENARINI

Ceptudukart aHanusa / Ceprtucpumkar coorseTcTBUA

[MosicHeHne reHeanoruu:
APl AkTuBHasi hapmaLieBTMyeckasi cybcTaHums
SF: Bbank-npogykT

YnakoBka: B cOOTBETCTBUM C yTBEPKAEHHBIMU MaKeTaMm yNakoBKU.
MapkupoBka: B cootBeTcTBUM € AerncTBytowmm HI, cm. pasgen 1.3.2 Moayns 1 perucTpaumoHHoro Aocbke.

Ceptudukar: F, HacToALWMM 3aBepsIto, YTO MHOPMaLIMS, M3NOXKEHHAs BbllLe, SBMSETCA TOYHOM 1 AoCToBEpHOIA. [Npouecc
NPOM3BOACTBA AAHHOW CEPUM NPOAYKTA, BKMOYas yrnakoBKy/MapKMPOBKY U KOHTPOIMb kayecTsa, Obin oCyLEeCTBIEH B
MOMHOM COOTBETCTBUM C TpeGoBaHuamMu GMP, yTBep>XAeHHbIMU MECTHBIMWU KOHTPONMPYOLWUMY OpraHamu, 1
cneunukaumMsaMm permcTpaumMoHHOro YA0CTOBEPEHUS MMMOPTUPYIOLLIEN CTpaHbl, unu TpeboBaHusMmn cneumdunkaumm ans
NPOAYKTOB, NpeAHasHaYeHHbIX Ans uccnegoBaHnin. OTyeThl 0 NPOU3BOACTBE, YNAKOBKE U aHANUTUYECKUX UCTIbITaHUAX

cepum Bbiny NpoaHanMaMpoBaHbl U NPU3HaHbLI yA0BreTBOpSAOWMMY cTaHaapTam GMP.
BbilweykasaHHas cepusi oTBeyaeT TpeboBaHSM HOPMAaTUBHOW AOKYMEHTaLMN.

®uHanbHbIK cTatyc: OnobpeH Ans Bbinycka Ha PbIHOK

Dr. ber¥Stang

YnonHoMo4eHHoe\nuuo

Homep npoGel B LIMS: 149455 Ctpanuua: 4 u3 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53566A

ToproBoe HaMMEHOBaHUE

Jlepkamen® 10

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

MC)KIIYHapO[[HOG HCMMaTCHTOBAHHOC HAMMCHOBAHHC

Jlepkanuaunua

JlexapcTBenHas ¢hopma

Ta0JIETKU MOKPHITHIE TUICHOYHOMN

000J10YKOM

Jo3upoBka 10 mr

®dopMa BBIITyCKa 15 wt., 6nuctepst (4 mwrT.) , mayka
KapTOHHAs

Howmep cepun (naprun): 53566A

O0bem cepun(mapTun) 52 600

JlaTa npousBojacTBa 09.2025

I'onen no 09.2028

HaumenoBanue wu  agpec  NpPOU3BOIUTENSA
yKa3aHUEM CTaJuil MPOU3BOJCTBA)

(c

IMpousBoaurens I'J1P
bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347,
Germany)
YnakoBmuk/pacoBuuk
(B IEpBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckawimmii KOHTPOJb Ka4ecTBa —
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Berlin,

HowMmep u 1aTa perucTpaiioOHHOTO yI0OCTOBEPEHHS

JITI-Ne(005624)-(PT-RU) ot 29.05.2024

Howmep 1 nara HOpMaTUBHOW TOKYMEHTALMHU

JIIT-Ne(005624)-(PT-RU)-250425

Haumenosanue u azpec
PErUCTPALIMOHHOTO YAOCTOBEPEHUS

JepIKaTels

Menapunn MuTepHsmHn  OnepernH3
JlrokcemOypr C.A., JlrokcemOypr (1,
Avenue de la Gare, L-1611,Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-TaHHBIN neKapCTBeHHLIﬁ npenapar cooTBeTcTByeT 61-D3 «OO0 olpalieHuu JeKapCTBEHHBIX

cpe,uCTB

i \
: ; *)uwyg,,ﬂ,z oNleHapuny
YU BETIn.( Chemiaii 3

eI Hopars

N @T}h;ﬁv J(’ZECpJ’Ii/IH: =V
#49.01.2033 0

000 “BepnuH-Xemu/A. MeHapuHK"

_ZfLPy:saHOBa T.B.
(meamuck)

02.02.2026
(mata)

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



RuzanovT
Печать

RuzanovT
Рузанова


