M BERLIN-CHEMIE

MENARINI

Ceptudomkar aHanusa / CeptucpmkaTt cooTBeTCTBUA

Mpoaykr:

[o3upoBka:

KonuyecTtBo B ynakoBke:
lNMepBUYHasA ynakoBKa:
BHyTpeHHUI koA npoAykTa:
Ne cepuu:

O61bem cepum (KonuyecTBo
ynakoBOK):

[aTa usrotoBneHus:

[Narta aHanusa:
CrtpaHa-umnoprep:
HaumeHoBaHue
NPOU3BOAUTENSA:

Homep peructpaumoHHoOro
yAOCTOBEpeHuUs:

HOpMaTMBHaﬂ AOKYMEeHTauuA:

Homep npobel B LIMS: 146543

Mesnm® 20000

20000 EL NexapcTBeHHas dopma:
20 EnuHuua konuvecTtBa:
onucrep

F154391

52049A Homep aHanu3sa:

38976 yn. YcnoBus XxpaHeHus:
04/2025 FopeH po:

11/11/2025 [ata Bbinycka cepuu:
Poccus CTtpaHa Bbinycka cepuu:

BepnuH-Xemun Al
JIM-Ne(001402)-(Pr-RU)

JIM-Ne(001402)-(Pr-RU)-111122

Crtpanuua: 1 ns 4

TabneTkn
KULLEYHOPacTBOPUMbIE,
NOKPbITbIE 060MOYKOI
LUT.

146543

Mpn TemnepaType He
Bbile 25°C

04/2028
11/11/2025

"epmaHus



BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudmkat cooTBeTCTBUSA

APl HaumeHoBaHue: [laHkpeaTuH

APl UHdbopmauus o nponssoguTene: Nordmark Pharma GmbH - Pinnauallee 4, 25436 Uetersen, Germany
APl Homep cepuu npousBoautena: 14600005

APl HaumeHoBaHue: [laHkpeaTuH

APl Undpopmauus o nponssogutene: Nordmark Pharma GmbH - Pinnauallee 4, 25436 Uetersen, Germany
APl Homep cepuu npousBogutens: 14610005

SF HaumeHoBaHue: N/A

SF Undopmauus o npousBogutene: bepnuH-Xemu Al - Temnensxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepumn npoussogutens: 52049

Mpoussoaurtenu:
MpousBoauTeNnb rOTOBOM JieKapCTBEHHOW (POPMbI

HaumeHosaHue npoussogutens: Berlin-Chemie AG - bepnux-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 bepnuH, 'epmaHus
noK3IBonCTRO! n‘: l:“: n1 '\/”A ')n')
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5 0NN
Homep cepTudmkaTa cooTBeTCTBUA GMP: DE BE 01_ G P 202

8
5_0016
YnakoBuuk/cpacoBuimk

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - bepnuH-Xemu Al

Appec: muHukep Ber 125, 12489 BepnuH, 'epmaHus
Homep nuueH3uu Ha npoussoacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudmkara coorsetrcTBusa GMP: DE_BE_01_GMP_2025_0015

Bblaaya pa3pelleHus Ha Bbinyck

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

Appec: MuHukep Ber 125, 12489 BepnuH, MepmaHus
Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudukarta coorsetcTBua GMP: DE_BE_01_GMP_2025_0015

Homep npo6el B LIMS: 146543 CrtpaHuua: 2 u3 4
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Y| BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / CeptudmkaTt cooTBeTCTBUSA

Moka3aTenb

OnucaHue (opraHonenTu4ecku)

CpepnHsas Macca TabneTku
OpAHOpOAHOCTL Macchl

Pacnagaemoctb

0.1 M pacreop
XNOPUCTOBOAOPOAHOW KNCNOThI

docaTHbli BydepHbIi pacTBop (p

H 6.8)
Wpnentudukauus MankpeatuH

MoTteps B macce npu
BbICYLUMBaHUU
OnpeneneHne akTUBHOCTU

Jinnonutuyeckas akTMBHOCTb

OnpepeneHue akKTUBHOCTU
AmMmunonutuyeckas akTMBHOCTb

OnpeaeneHune akTUBHOCTH

O6wasa npoteonuTuyeckas

aKTUBHOCTb
Hanuuue Bkpannenuun
Mukpo6Guonoruyeckas
yucrorta

O6Luee Yncno aspobHbIX

MUWKPOOPraH13mMoB
MukpoGuonornyeckas
yncrorta

O6Luyee YnCno APONCKEBLIX U

nnecHesbIX rpubos
MukpoGuonornyeckas
yucroTta

SHTepobakTepun, yCTonuusbIe k

xenyu
MukpoGuonornyeckas
yucrorta

Escherichia coli
Mukpo6uonoruyeckas
yucrorta

Salmonella
Mukpo6uornoruyeckas

yucroTa
Staphylococcus aureus

Homep npobbl B LIMS: 146543

Cneumdukaums

Kpyrnble, ABOSIKOBbINYKIble TabneTku,
NOKpbITbIe 060noykou, oT 6enoro fo

6enoro ¢ cepoBaTbIM OTTEHKOM LiBETA,

C rnaakoi NOBEPXHOCTbIO U

cneumd.mqecmm 3anaxom; Ha usnome

BO3MOXHbl KOPUYHEBbIE BKpanIeHns
0.466r+5%

18/20 £ 5 %; 2/20 + 10 % oT
paccuuTaHHoW cpegHeil Macchl

yepes 120 muH 6e3 3MeHeHWi
He 6onee 60 MuH

npenapar AomxeH oGHapyXusaTb

aMUNONUTUYECKYIO, NMUNOMUTUHECKYIO 1 0BLLYI0

NPOTEONUTUYECKYHO aKTUBHOCTb
He 6onee 4 %

He meHee 18000 E[ Ph. Eur. (He

meHee 90 % oT 3asBNeHHO| aKTUBHOCTH)

He meHee 10800 E[] Ph. Eur. (He

meHee 90 % OT 3asiBNEHHOW aKTUBHOCTH)

He mexee 810 E[] Ph. Eur. (He mexee
90 % OT 3asBNEHHON aKTUBHOCTM)

He 6onee 1074 KOE/r

He 6onee 1072 KOE/r

He Gonee 10°2 KOE/r

oTtcytctBue B 1r

otcytctBue B 10

oTcytctBue B 1r

Crtpanuua: 3 ns 4

Pe3ynbTathbl

COOTBETCTBYET

0.466 r
COOTBETCTBYET

>120 MuH
<60 mMuH

NONTOXUTENbHO

3%

24307 EpEBp.®.

23447 EpEBp.®.

1219 EpEBp.®.

nveetca

200 KOE/r

<10 KOE/r

0 KOE/r

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

YacTtoTta

UCNbITAaHUN



BERLIN-CHEMIE
MENARINI

Ceptudpukar aHanu3sa / CeptudukaTt cCooTBETCTBUSA

MosicHeHue reHeanorun:
APl  AkTuBHas chapmaueBTUdeckas cybctaHums
SF: Bank-npoaykr

Ynakoeka: B cCOOTBETCTBUM C YTBEPKAEHHBIMI MAKETAMU YNaKOBKU.
MapkupoBka: B cooteeTcTBum ¢ geincTeyiowmm HI, cm. pasgen 1.3.2 Mogyns 1 pernctpaumoHHoro Jocke.

CepTudmkat: S, HaCTOALLMM 3aBEpsito, YTO MHCOPMALIMS, U3NOXKEHHAS BbILLE, SBISAETCSA TOUHOW 1 pocroBepHon. Mpouecc
NpoM3BOACTBA JAHHOW Cepun NPOAYKTa, BKIOYAs yNakoBKY/MapkMpOBKY U KOHTPOSb KayecTsa, bbin OCyLIECTBNEH B
NOMHOM cooTeeTcTBUM C TpebosaHuamu GMP, yTBEpPXXAEHHBIMU MECTHLIMU KOHTPONMPYIOLLMMY OpraHamMu, u
cneumduKaLmMsaMU PErMCTPaLIMOHHONO YA0CTOBEPEHMUS UMMOPTUPYIOLLEi CTpaHbl, Unu TpebosaHuamm crneuudukauym Ans
NPOAYKTOB, NpeAHasHa4YeHHbIX Ans uccnegosannii. OT4eTbl 0 NPOU3BOACTBE, YNAKOBKE U aHANUTUYECKUX NCTIbITaHUAX
cepuu BbinNu NPoaHaNM3MpPoBaHbl U NPU3HaHbI yAoBMeTBopsLWMMMY cTaHaapTam GMP.

BoileykasaHHasi cepusi oTBeyaeT TpeboBaHWsIM HOPMATUBHON AOKYMEHTaLMK.

®uHanbHbIA cTatyc: Ofo6peH Ans Bbinycka Ha PbIHOK

Dr. ®rBert Htang

YnonHoMo4eHHQ@e nuuo

Homep npo6bl B LIMS: 146543 Ctpanuua: 4 ns 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-52049A

ToproBoe HaMMEHOBaHUE

Meznm® 20000

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

[Tankpearnn

JlexapcTBenHas ¢hopma

TaOJETKH KHIIEYHOPACTBOPUMEIE,
MOKPBITHIE 000JIOYKOMA

Jo3upoBka 20000 EJT

®dopma BbIITyCKa 10 wr. ,6mucTeps! (2 mWT.) , MAYKHA
KapTOHHBIE

Howmep cepun (naprun): 52049A

O0bem cepun(mapTun) 38976

JlaTta mpou3sBocTBa 04.2025

I'onen no 04.2028

(c

HaumenoBanue U ajgpec  NPOU3BOIUTENA
yKa3aHUEM CTaJuil MPOU3BOJCTBA)

poussoaurens I'J1D
bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Ynakosmuk/pacoBuuk
(B IEPBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Brinyckawimnii KOHTPOJIb KayecTBa —
bepnmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Homep u 1ata perucTpaimoOHHOTO yI0CTOBEPEHHS

JITI-Ne(001402)-(PT-RU) ot 11.11.2022

Howmep n nata HOpMaTUBHON TOKYMEHTALIMHU

JII-Ne(001402)-(PT-RU)-111122

Haumenosanue u azpec
PETUCTPALIMOHHOTO YAOCTOBEPEHUS

JepIKaTels

3aKkpeITOC  aKIMOHEPHOE  OOIIECTBO
"BEPJINH-®APMA" (3AO "BEPJIMH-
DOAPMA"),Poccus(248926, r.Kamyra, 2-it
ABTOMOOWIBHBIN TIPOE3, 1.5)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-JAHHBIA JIEKAPCTBEHHBIN IIpenapar COOTBETCTBYET
CPEICTB...»;

-CepUsl JIEKAPCTBEHHOI'O IIperapara COOTBETCTBYET
rOCYAapCTBEEMQINETUCTPALNN

.v/>

by
aQv,

61-®3 «OO6 obparieHnuu JIeKapCTBEHHBIX

Tpe6OBaHI/IHM, YCTAaHOBJICHHBIM IIpU €TI0

15.04.2026
(mata )

lNouToBbIA agp 3317, r. Mockea, MNMpecHeHckas HabepexHas, a. 10

TenedoH: +7 (4957

01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


