M BERLIN-CHEMIE
MENARINI

Ceptudoukar aHanusa / Ceptucpmkat cooTBeTCTBUSA

MpoaykT:

Ho3upoBka:

KonuyectBO B ynakoBke:
MepBuyHasa ynakoBKa:
BHyTpeHHMI KOA npoayKTa:
Ne cepuu:

O6bem cepum (konumyecTso
yNnakoBOK):

[aTa u3rotoBneHus:

[arta aHanu3a:
CrtpaHa-umnopTrep:

Homep cepum ot
npousBoguTens:
HaumeHoBaHue
npousBogmMTens:

Homep perucrpaumoHHOro
YOOCTOBEPEHMS:

HOpMaTHBHaﬂ AOKYyMeHTauua:

Homep npobei B LIMS: 146942

MopomapuH® 200

200 mkr JIlekapcTBeHHas dopma:
100 EavHuua konuyecTBa:
Gnuctep

F163041

59140 Homep aHanu3sa:

20526 yn. YcnoBus XpaHeHuUA:
08/2025 lopen po:

17/11/2025 [aTa Bbinycka cepuu:
Poccusa CrtpaHa Bbinycka cepum:
59140

Menarini - Von Heyden GmbH
JIN-Ne(009037)-(PIr-RU)

JIMN-Ne(009037)-(Pr-RU)-250225

Crtpanuua: 1 u3 4

TabneTku
LUT.

146942

npu Temneparype He
Bbile 25 °C

08/2028
17/11/2025

Fepmanus



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucpukart cooTBeTCTBUSA

MpousBoauTtenu:

Mpoussoautens A®PC

HaunmeHoBaHue npousBogutens: Merck KGaA - Merck KGaA

Appec: Frankfurter Str. 250, 64293 Darmstadt, Germany

HaunmeHnoBaHue: POTASSIUM IODIDE

Homep cepum npousBoautens: 4K02022

Homep nuueH3uun Ha npousBoactTBo: DE_HE_01_MIA_2024_0041
Homep cepTtucukara coorBetrcteus GMP: DE_HE_01_GMP_2024_0185

MpousBoauTenb rotoBOM JiekapcTBeHHOW hOopMbI

HaumeHoBaHue npousBoguTens: Menarini - Von Heyden GmbH - Menarini - Von Heyden GmbH

Appec: Leipziger Stralle 7-13, D-01097 Dresden
Homep nuueH3umn Ha npousBoactTBo: DE_SN_01_MIA_2025_0001

Homep cepTtudukara coorsercteuss GMP: DE_SN_01_GMP_2025_0001
YnakoBuuk/cacoBlmuk

HaumeHoBaHue npousBoguTtens: Menarini - Von Heyden GmbH - Menarini - Von Heyden GmbH
Appec: Leipziger StralRe 7-13, D-01097 Dresden

Homep nuueH3umn Ha npoussoactTBo: DE_SN_01_MIA_2025_0001

Homep cepTtudukara coorBercTBuss GMP: DE_SN_01_GMP_2025_0001

Bblpaya paspelieHusi Ha BbIMycK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: MuHukep Ber 125, 12489 bepnuH, N'epmaHus

Homep nuueH3umn Ha npoussoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBercTteus GMP: DE_BE_01_GMP_2025_0015

Homep npo6el B LIMS: 146942 CrtpaHuua: 2 u3 4



Moka3artenb

OnucaHue

CpepHsisi macca
OAHOPOAHOCTL [03UPOBaHUSA

PacnapgaemocTb

MoTeps B Macce npu

BbICYyLWIMBaHUU
MoanuHHOCTL

Noana-noH (BAXKX)

MoanuHHOCTL

Kanuit-uox (KayecrteseHHas

peakuus)
Mukpo6uonoruyeckas
yucrora

OKAM
MukpoGuonoruyeckas
yucrora

okanr
Mukpo6uonoruyeckas
yucrorta

Escherichia coli
KonuyectBeHHOE
onpegeneHue (B3XX)

lMosicHeHne reHeanorum:

Cneuundukaumnsa

Kpyrnble nnockounnuHapuyeckme
Tabnetku 6enoro unu noytn Genoro uBeTa
C ¢hackoit U PUCKON C OAHOW CTOPOHbI
0.230r+5 %

MapameTtp npuemnemoctu ana 10 eguHuy
fo3upoBaHusa < 15.0. MapameTp
npuemnemocTu Ans 30 eguHUL
Ao3npoBaHusa < 15.0 1 HM 04HA U3 eLNHUL
fo3npoBaHus He meHee 0.75 M n He

Gonee 1.25 M
He 6onee 15 muH

He Gonee 2.5 %

BpeMmsi yAep>KMBaHUS OCHOBHOrO nuka Ha

XpoMaTorpaMmMe UCMbITYyeMOoro

pacTBopa 0/MKHO COOTBETCTBOBATL
BpEMeHu

YAEPXKMBAHUA NUKa NOAUAA Ha
Xpomarorpamme CTaH4apTHOrO PacTeopa

OB6pasyeTcs XXenTblil KpUCTANNUYECKN
ocapok

< 10"3 KOE/r

< 10"2 KOE/r

OtcyTeTBytOT/I

Ot 0.249 mr go 0.275 mr kanus
noauaa B ogHou Tabnetke (ot 95 % Ao
105 % OT 3aABNEHHOro CoAepPKaHuUs)

API:  AkTvBHas thapmauesTuyeckas cybcTaHuus

SF: Bank-npoaykr

Howmep npo6bi B LIMS: 146942

Crtpanuua: 3 n3 4

BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudumkat cooTBeTCTBUA

Pe3ynbTtatbl

cooTBETCTBYET

0.230r
4.1

1 MUH
1.3%

NONOXUTENbHO

NONOXUTENbHO

<100 KOE/r

<100 KOE/r

COOTBETCTBYET
0.262 mr

YacToTa

UCNbITAHUN



BERLIN-CHEMIE
MENARINI

Ceptudukart aHanusa / Ceptucpukat cooTBeTCTBUSA

YnakoBka: B cooTBETCTBUM C yTBEPXKAEHHBIMU MakeTaMun ynakoBKu.
MapkupoBka: B cooTBeTcTBUM ¢ gerctayowum HA, cm. pasgen 1.3.2 Moayns 1 pernctpaunoHHOro 4ocke.

CepTudmkaT: A, HacTosWwmMM 3aBepsito, YTO MHOPMaLMS, U3NOXEHHAs BbllLE, ABMSETCS TOYHON U AocToBEPHON. [Tpouecc
Npou3BOACTBa AAHHOWN cepumn NpoayKTa, BKIYas ynakoBKY/MapKMpPOBKY U KOHTPOINb kayecTsa, bbin OCyLLEeCTBIEH B
NoMHOM COOTBETCTBUM C TpeboBaHusamMu GMP, yTBEpXKAEHHBIMU MECTHBIMU KOHTPOMMPYIOLLUMMU OpraHamu, u
cneunduKaLmMsaM PermcTpaLMoHHOro YA0CTOBEPEHUS UMMOPTUPYIOLLEN CTPpaHbl, unu TpebosaHusamu cneundmkaumm aAns
NpoAYyKTOB, NpeaHa3Ha4YeHHbIX Ans uccrneposaHuin. OTYEThl 0 NPOU3BOACTBE, YNaKoBKe Y aHANUTUYECKUX UCTIbITAHUAX
cepum 6bINY NpoaHanu3npoBaHbl U NPU3HaHbI yaoBneTsopsaowmrMmy ctaHgaptam GMP.

BbllweykasaHHas cepusa oTBeyaeT Tpe6OBaHI/IF|M HOpMaTUBHON AOKYMEHTaLuu.

®uHanbHbIi cTatyc: Ofo6peH Ans Bbinycka Ha pbIHOK

YnonHoMo4YeHHoe fuLo:

Dr. Norbert|Stang

Homep npo6el B LIMS: 146942 Ctpanuua: 4 n3 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-59140

ToproBoe HaMMEHOBaHUE Nogomapua® 200

MexnyHapoaHOE HEMMATEHTOBAHHOE HAMMEHOBAHUE Kanus ionung

(TpynmupOBOYHOE MIJIH XUMHUYECKOE)

JlekapcTBenHas hopma Ta0JICTKH

Jo3upoBka 0.2 mr

®dopma BhIITyCKa 25 1T, YIAKOBKYU SYEUKOBBIE KOHTYPHBIE

(4 1wT.) , MAYKH KApPTOHHBIE

Howmep cepuu (maptun): 59140

O0beM cepun(mapTun) 20 526
Jlata npousBoacTBa 08.2025
I'onen no 08.2028

HaumenoBanne wu azgpec mpousBomuTens (¢
yKa3aHUEM CTaJuil MPOU3BOCTBA)

IMpousBoaurens I'J1D
Menapunu-®on Xeinen ['M6X,
I'epmanus
(Leipziger Strasse 7-13, 01097 Dresden,
Germany)
YnakoBumuk/acoBmmk
(B IEpBUYHYIO U BTOPUYHYIO YIIAKOBKY)
Menapunu-®on XeineH
I'm6X,I"epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Boinyckaoumuii KOHTPOJIb Ka4yecTBa-
bepmun-Xemu A, I'epmanus(Glienicker

Weg 125, 12489, Berlin, Germany)

HowMmep u 1aTa perucTpaiioOHHOTO yI0CTOBEPEHHS

JITI-Ne(009037)-(PT-RU) ot 25.02.2025

Howmep u nara HOpMaTUBHOW TOKYMEHTALIMHU

JIII-Ne(009037)-(PT'-RU)-250225

HanmMenosanue " aapec JepIKaTEIIsI
PETUCTPAIIIOHHOTO YIOCTOBEPCHHUS

bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)

Hacrossumii JOKyMeHT NOATBEPKIAET:

CUILCTa 13581

Ry 07/ "I Pysanosa T.B.  29.01.2026
A Wenariy (moinCD) (nara)

000 “BepnuH-Xemu/A. MeHapuHK®”

HOpuagunyecknin agpec: Poceus, 123317, r. Mocksa, MNpecHeHckas HabepexHas, 4. 10
[Mo4ToBbin agpec: Poccusa, 123317, r. Mockea, NpecHeHckana HabepexHasna, a. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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