M BERLIN-CHEMIE

MENARINI

Ceptudukart ananusa / Ceptucdpukat cooTBeTCTBUA

Mpoaykr:
[o3upoBka:

KonuyecTBO B ynakoBke:
MepBuYHas ynakoBKa:

BHyTpeHHuU# KOA NpoaykTa:

Ne cepuwu:

O6BbemM cepum (KONMUYECTBO
yNnaKoBOK):

[aTa nsroroBnexums:
[Oata aHanu3a:
CtpaHa-umnoprep:
HaumeHoBaHue
npousBoAuTens:

Homep permcTpaumoHHOro
yAOCTOBEpeHUA:

HopmatuBHas AOKYyMeHTauus:

Homep npo6ekl B LIMS: 150004

JlepkameH® 10
10 mr

60
Gnuctep
F163216
53571A

53400 yn.

09/2025
04/12/2025
Poccusa
BepnuH-Xemu Al

JIMN Ne(005624)-(PI-RU)

NekapcTBeHHas dopma:

EavHuuya konuuyecTBa:

Homep aHanusa:
YcnoBus xpaHeHus:

lopeH po:
[arta Bbinycka cepum:

CTpaHa Bbinycka Cepum:

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

Ctpannua: 1 un3 4

TabneTku, NOKpbITble
nrneHoYHomn obonoYykomn
LT

150004

XpaHuTb npu
Temneparype He Bbile
30 °C B 3awuLLEHHOM OT
CcBeTa MecTe.

09/2028
04/12/2025

epmaHus



M BERLIN-CHEMIE
MENARINI

Ceptucdukar aHanusa / Ceptucpukar cooreBeTcTBUA

APl HaumeHoBaHue: JlepkaHuaunuHa rugpoxrnopua
API Undopmauus o npousBoguTene: Recordati Ireland Ltd. - Raheens East, Ringaskiddy, Co.Cork, Ireland
APl Homep cepumn npousBogutens: 24800094

SF HaumeHoBaHue: JlepkaHuannuHa rugpoxnopus
SF Undopmauus o npoussoautene: bepnuH-Xemu Al - Temnensxodep Ber 83, 12347 bepnuH, Nepmarus
SF Homep cepuu npousBoautens: 53571

MpousBoguTenu:

MpousBoauTENb rOTOBOW NIEKaPCTBEHHOW (hopMbI

HaumeHoBaHue npousBoguTens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 bepnuH, Nepmanusi

Homep nuueH3uu Ha npoussoacteo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBetcTeua GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/¢pacoBlumk

HaumeHoBaHnue npousBogutens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: muHukep Ber 125, 12489 BepnuH, lepmanus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBetctBua GMP: DE_BE_01_GMP_2025_0015

Bbipaya pa3spelueHusa Ha BbiMyCckK

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

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukata cootsetctBua GMP: DE_BE_01_GMP_2025_0015

Homep npo6bi B LIMS: 150004 Ctpanuua: 2 un3 4



CepTtudukar aHanusa / Ceptucpukat cCooTBeTCTBUSA

Mokasatenb

OnucaHue (BU3yarnbsHo)

CpepHsa macca
OpHopoAHOCTL Macchbl

OaHOpPOAHOCTL A03UMPOBaHUA

MapameTtp npuemnemoctu,

JlepkaHugunuHa rugpoxnopug
PacnapaemocTb

PacTBopeHue

JlepkaHugunuHa rugpoxnopug,

CpepaHee 3HaueHune
WHanBUAYyanbHble 3HaYEHUs

NoanuHHocTk (BAXKX)

PoacTtBeHHble npumMecu (B3
XX)
Mpumecs 1

Mpumeck B
Mpumeck 3

Cymma HengeHTUNLUMPOBaHHbIX

npumecen
Cymma npumeceit

KonuyectBeHHoOe
onpepeneHue (B3XX)

Mukpobuonoruyeckas
yucroTa
O6bLee yncno aspobHbIx
MUKPOOPraH1u3moB
Mukpo6uonoruyeckas
yucrorta
ObLee YnCno APOXOKEBLIX U
nnecHeBbix rpn6os
Mukpo6buonoruyeckas

yucroTa
Escherichia coli

Homep npo6ei B LIMS: 150004

M BERLIN-CHEMIE

MENARINI

Cneumdukaums

Kpyrrble 4BOSIKOBbINYKble TabneTku,
MOKPbITbIE NNEHOYHON 060N0YKON, OT
6reAHO-XenToro A0 CBETNO-KeNToro
LiBeTa C PUCKOI Ha OAHOI CTOPOHE;

BUJ Ha N3NOME: CBETIO-KENTOro LseTa
103.0Mr+7.5%

18/20 £ 7.5 %; 2/20 £ 15 %
napameTp npuemnemoctn ansa 10 eguHuy

fosupoBaHus < 15.0; napameTp
npuemnemoctu ans 30 eguHuy

Ao3unpoBanusa < 15.0 1 HKM ofHA U3 OTAENbHbIX
efnHULY f03npoBaHns He meHee 0.75

M v He Gonee 1.25 M

He Gonee 15 MuH

He meHee 70 % (Q) yepes 45 muH oT
3asBNEHHOr0 CoAepPXXaHus

BpeMA yaep>XXUBaHUA OCHOBHOro nuka Ha

XpomaTorpaMmme UCrbITyemMoro

pacTtBopa 2 A0MKHO COOTBETCTBOBATb
BPEMEHW yAepXUBaHUA Nika nepkaHnaunuHa
rmapoxnopuaa Ha xpomartorpamme
cTaHgapTHoro pacrsopa 6

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

He 6onee 0.20 %

He 6onee 0.75 %

oT 9.5 o 10.5 Mr nepkaHuaunuHa
rmgpoxmnopuga B ogHoii Tabnetke (95 %
- 105 % oT 3asBneHHoro

coaepxaHus)

He 6onee 1073 KOE/r

He 6onee 1072 KOE/r

oTcyTcTBUEe B 11

Ctpanuua: 3 mns 4

Pe3ynbTatbl

COOTBETCTBYET

101.6 mr
COOTBETCTBYET

COoOTBETCTBYET

2.6

5 MUH

COOTBETCTBYET

97 %

96 99 97 96 97 97 %

NOJNIOXKUTENBHO

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

<0,15 %

<0,15 %
9.8 mr

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

YacTtoTa

UCNbITaHUN



BERLIN-CHEMIE
MENARINI

Ceptudumkart aHanusa / Ceptucpukar coorsetTcTBUA

MosicHeHne reHeanoruu:
APl:  AkTuBHas chapmaleBTuyeckas cybcraHums
SF: Bank-npogykrt

YnakoBka: B cooTBeTCTBUM C yTBEPKAEHHBIMW MaKkeTaMu YrakoBKy.
MapkupoBka: B cootBeTcTBuM ¢ gevicteytowmm HL, cm. pasgen 1.3.2 Moayns 1 perucTpaumoHHoro 4oche.

CepTudomkaT: H, HaCTOSALLMM 3aBEPSItO, YTO MHDOPMALWS, U3NOXEHHAS BbILLE, SBMSETCS TOUHOW 1 focToBepHO. Mpolecc
NMPOW3BOACTBA AaHHOW Cepun NPoAyKTa, BKIKOYash yNakoBKY/MapKUPOBKY M KOHTPOSb kayecTBa, Obln OCyLLEeCTBIEH B
NOSIHOM COOTBeTCTBUM C TpeboBaHusmm GMP, yTBepXaeHHbIMY MECTHBIMU KOHTPONMUPYIOLLUMMI OpraHamMmu, u
cneundguKaumsMn perncTpaunoHHOro y40CTOBEPEHUS UMMOPTUPYIOLLEN CTpaHbl, unn TpebosaHuammn cneundunkaumm ans
NPOAYKTOB, NpeiHa3Ha4YeHHbIX Ans uccneaosannit. OT4eTbl O NPOM3BOACTBE, YNAKOBKE W aHANUTUYECKNX UCTIbITaHNSAX

cepuy Obiv NpoaHaNM3MpPoBaHbl U NPU3HaHbl yA0BNeTBOpSOLWMMI cTaHgapTam GMP.
BhiweykasaHHas cepusi oTBevaeT TpeboBaHNsIM HOPMATUBHON AOKYMEHTALMN.

®uHanbHbIN cTaTyc: OfobpeH Ans BbiNycka Ha PbIHOK

rbettotang

YnonHomMo4yeHHAQe nuuo
04/12/2025

Homep npo6si B LIMS: 150004 Ctpanuua: 4 un3 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53571A

ToproBoe HaMMEHOBaHUE

Jlepkamen® 10

MC)KIIYHapO[[HOC HEIMMaTCHTOBAHHOC HAMMCHOBAHUEC
(TpynmupOBOYHOE MIIH XUMHUYECKOE)

Jlepkanuaunua

JlexapcTBenHas ¢hopma

Ta0JIETKU MOKPHITHIE TUICHOYHOMN

000JI0UKOIA

Jo3upoBka 10 mr

®dopma BbIITyCKa 15 mwr., 6mucTepsl (4 mwT.) , Madka
KapTOHHAs

Howmep cepuu (maptun): 53571A

O0bem cepun(mapTun) 53 400

JlaTa npousBojacTBa 09.2025

I'onen no 09.2028

(c

HaumenoBanue wu  agpec  NpPOU3BOIUTENSA
yKa3aHUEM CTaJuil MPOU3BOJCTBA)

IMpousBoaurens I'J1P

bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347, Berlin,
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)

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

Hanmenosanue 51 aapec JIepIKaATEIIS
peI‘I/ICTpaHI/IOHHOI‘O YI[OCTOBepeHI/IH

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
CPEJICTB...»;
-cepusi JIEKApPCTBEHHOT'O IperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOMN pEerucTpanuu

2

=~ Coxonos B.]I.

17.02.2026
(mara )

KOpuguuecknia
MNMouToBLIVM agpec: 123317, r. Mockea, lNpecHeHckan HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


