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CepTtudukar aHanusa / Ceptucdmkar cooTBeTCTBUSA

MpopaykT:
[Jo3upoBkKa:

KonuuectBO B ynakoBke:
lNMepBuuyHas ynakoBka:
BHyTpeHHUI KOA NnpoaykKTa:
Ne cepum:

O61em cepum (konuuecTBo
ynakoBOK):

[aTa usrotoBneHus:
HaTta aHanu3a:
CrtpaHa-umnopTep:
HaumeHoBaHue
npousBoAuUTeENs:

Homep peructpauuoHHoro
yAOoCTOBEpeHuUs:

HopmaTuBHas AOKYMeHTauus:

Homep npo6el B LIMS: 149185

JlepkameH® 10
10 mr

60

Gnuctep
F163216
53563A

53800 yn.

09/2025
01/12/2025
Poccusa
BepnuH-Xemu Al

JIM Ne(005624)-(Pr-RU)

NekapcTBeHHas ¢opma:

EauHuua konuyecTBa:

Homep aHanusa:
YcnoBus xpaHeHUA:

FopeH po:
[arta Bbinycka cepuu:

CTpaHa Bbinycka cepumu:

1N Ne(005624)-(PT-RU)-250425

Ctpanuua: 1 n3 4

TabneTku, NoKpbITble
nreHoYHon o6onoyKoi
LUT.

149185

XpaHuTb npu
Temneparype He Bblille
30 °C B 3aLuLLleHHOM OT
cBeTa MecTe.

09/2028
01/12/2025

MepmaHus



M BERLIN-CHEMIE
| MENARINI

CepTtudukar aHanusa / Ceptudmkat cCooTBETCTBUA

HPOMSBOAMTEH u:

MpousBoauTesib roTOBOW NeKapcTBeHHON hopMbl

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemu Al

Appec: Temnenbxodpep Ber 83, 12347 BepnuH, Nepmanus
Homep nuueH3umn Ha npousBogcTeo: DE_BE_01_MIA_2025_0008
Howmep ceptudukara coorsercteusa GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/cacoBLumK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnun-Xemu Al
Appec: muHnkep Ber 125, 12489 BepnuH, Nepmanus

Homep nuueH3um Ha npousBogcTeo: DE_BE_01_MIA_2025_0008
Howmep ceptudukaTa coorBetrcTBua GMP: DE_BE_01_GMP_2025_0015

Bblgaya pa3spelueHusi Ha Bbinyck

HaumeHoBaHue npousBogurtens: Berlin-Chemie AG - bepnun-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuueH3um Ha npousBogcTeo: DE_BE_01_MIA_2025_0008
Howmep ceptudukaTta coorsercTBua GMP: DE_BE_01_GMP_2025_0015

Mpoussogutens A®C

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

HaumenoBanue: LERCANIDIPINE HYDROCHLORIDE

Homep cepuu npousBoautensa: 24800093

Homep nuueH3umn Ha npousBoacTso: N/A

Homep ceptudukaTta coorserctBusa GMP: N/A

Homep npo6el B LIMS: 149185 CtpaHuuya: 2 uns 4



MokasaTtenb

Onucaxue (BU3yansHo)

CpepHsas macca
OaHOpOAHOCTL MaccChl

OQHOPOAHOCTL AO3UPOBaHUSA

MapameTp npuemnemocty,

JlepkaHugunuxa rugpoxnopus
Pacnapaemoctb

PacTBopeHue

TlepkaHugunuHa rugpoxsopus,

CpepnHee 3HayeHue
MHavBuayanbHble 3HaYeHUs

MoanuHHoCcTb (BIXKX)

PoacTteeHHble npumecu (B3
XKX)

Mpumecs 1

Mpumecs B

Mpumecsk 3

Cymma HenpeHTUULUPOBaHHbIX

npumecein
Cymma npumeceit

KonuyectBeHHOe
onpeaenexue (B3XX)

Mukpo6uonoruyeckas
yucrora
O6Lee uncno aspoBHbIX
MUKPOOPraHN3MoB

OB6LLEee YNCIO LPONOKEBLIX 1
NNEeCHeBbIX rpubos

Escherichia coli

Homep npo6el B LIMS: 149185

M

Ceptudmkar aHanusa / Ceptucpmkar cootBeTCTBUSA

Cneuundumkauma

Kpyrnble ABOSIKOBbINYKIble TabneTku,
MOKPbITbIE NIEHOYHON 060M04KON, OT
611e,HO-)XEeNTOro A0 CBETNO-XENTOro
LiBeTa C pUCKOIN Ha OAHOW CTOPOHE;

BUA Ha U3NNOMeE: CBETNIO-XENTOoro useta

103.0Mr+7.5%
18/20£ 7.5 %; 2/120 £ 15 %

napameTp npuemnemoctu ans 10 eguHuny,

fosupoBaHua < 15.0; napameTtp
npuemnemocTu Ansa 30 eguHuy

Ao3npoBaHus < 15.0 n HU ofHA U3 OTAENBHBIX

eAnHUY fo3nposaHua He MeHee 0.75
M u He Bonee 1.25 M

He 6onee 15 MmuH

He meHee 70 % (Q) yepes 45 muH oT
3asBNEHHOrO CoAEepPXaHus

BpeMA yaepXXnBaHusa OCHOBHOrMO nuka Ha

XpoMaTorpamme UCMLITYyeMOro
pacTsopa 2 A40MKHO COOTBETCTBOBATh

BPEMEHU yAepXnBaHUA nuka nepkaHunannuHa

rMAPOXIOpUAa Ha XxpoMaTorpamme
CcTaHAapTHoro pacreopa 6

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

He Bonee 0.20 %
He 6onee 0.75 %

oT 9.5 o 10.5 Mr nepkaHugunuHa

ruapoxnopuaa B ogHon Tabnetke (95 %

- 105 % oT 3asBneHHoro
coaepxaHus)

He 6onee 1073 KOE/r

He 6onee 1072 KOE/r

oTcyTcTBUEe B 11

CtpaHuua: 3 u3 4

Y BERLIN-CHEMIE
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PesynbTtatbl

COOTBETCTBYET

101.7 mr
COOTBETCTBYET

COOTBETCTBYET

5.0

5 MUH

COOTBETCTBYET

98 %
100 98 97 98 98 99 %

NONOXUTENbHO

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

<0,15 %

9.8 mr

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

YacToTa
UCNbITAaHUN



CETT
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Ceptudumkar aHanusa / Ceptucpukat cooTBeTCTBUA

[MosicHeHne reHeanorum:
APIl:  AkTuBHas cdapmauesTuyeckas cybcraHums
SF: Bbank-npoaykT

YnakoBeka: B cooTBETCTBMM C yTBEPXKAEHHBIMU MaKeTamu YnakoBKu.
Mapkuposka: B cootBeTcTBUM C AencTBytowmmM H, cm. pasgen 1.3.2 Moayns 1 perucTpaumoHHOro 4ocbe.

CepTudukart: S, HaCTOSILLMM 3aBepsito, YTO MHDOPMALNS, N3NOXKEHHAs! BbilLie, SBMSETCS TOYHOW 1 [0CTOBEPHOM. Mpouecc
NPOV3BOACTBA AaHHOI Cepuu NPOAYKTa, BKIOYas ynakoBKY/MapKMpoBKY U KOHTPOIb Ka4ecTsa, Obin OCYLLECTBIIEH B
MOfTHOM COOTBETCTBUM C TpeboBaHusiMu GMP, yTBepKAEHHbIMW MECTHLIMU KOHTPOSMPYIOLLMMUN OpraHamu, 1
cneuuduKaLmUsMmu perncTpaLyioHHOro yA0CTOBEPEHNS UMMOPTUPYIOLLIE CTPaHbl, nu TpebosaHuaMu crneuudukaumm Ans
NPOAYKTOB, NpeAHa3HaYeHHbIX Ans nccnefosaHuii. OTYeTbl O NPOM3BOACTBE, YNAKOBKE U aHanNUTUHECKMX UCTbITaHUAX

cepum Bbinn NpoaHanu3MpoBaHbl U NpU3HaHbI yA0BNeTBOpSoLWMMMY cTaHgapTam GMP.
BhiweykasaHHasi cepusi oTBe4aeT TpeboBaHNAM HOPMATUBHOW AOKYMEHTaLMN.

®uHanbHbIW cTatyc: OfobpeH Ans Bbinycka Ha PbIHOK

i

YnonHoOMoO4YeHHoe rmuo

Homep npo6el B LIMS: 149185 Crtpanuua: 4 uns 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53563A

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): 53563A

O0bem cepun(mapTun) 53 800

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:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 olpalieHuu JeKapCTBEHHBIX
CPEACTB. . »;

;-‘v .

: “’S’@ﬂ”f MY/ — MeHnapuHu» %

000 “BepnuH-Xemu/A. MeHapuHK"

_f":’/g 15y3aHOBa T.B.
(mofiucep)

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


