BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucpukar cooTBeTCTBUSA

MpoaykT:

[o3upoBka:

KonuuectBO B ynakoBke:
MNepBUYHas ynakoBKa:
BHyTpeHHMI Ko npoAaykKTa:
Ne cepuu:

O6bem cepum (konmuyecTBO
ynakoBOK):

[ata usroroBneHus:

Oarta aHanu3sa:
CTtpaHa-umnopTrep:
HaumeHnoBaHue
npousBoOAMUTENA:

Homep perucrpaumoHHoro
YyAOCTOBepeHMUs:

HopmaTtuBHas AOKYMeHTaLuus:

Homep npo6bil B LIMS: 172274

L-TupokcuH 100 BeprnnH-Xemu

100 mkr INekapcTBeHHasn dopma:
100 (4x25) EauHuua konuyectBa:
Gnucrep

F164309

54568A Homep aHanu3a:

38880 yn. YcnoBus xpaHeHus:
12/2025 lopeH po:

30/04/2026 Harta Bbinycka cepun:
Poccus CrtpaHa Bbinycka cepum:

BepnuH-Xemu Al
JIM-Ng(006025)-(PIr-RU)

JIM-Ne(006025)-(Pr-RU)-030725

Crtpanuua: 1 ns 5

TabneTku
LUT.

172274

npu Temneparype He
Bbile 30 °C

12/2028
30/04/2026

"epmaHus



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudpukar cooTBeTCTBUA

APl HaumeHoBaHue: J1eBOTUPOKCUH HaTpus
API Undpopmauus o npousBogurtene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
API Homep cepuu npoussogutens: 21831PHM

SF HaumeHoBaHue: N/A
SF Undopmauua o npousBoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 bepnuH, NepmaHus
SF Homep cepuu npousBogutens: 54568

MpousBoourtenu:

MpousBoauTENb rOTOBOM NleKapCTBEHHOW (POPMbI

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnuH-Xemu Al
Apnpec: Temnenbxodep Ber 83, 12347 bepnvH, MepmaHuns

Homep nuueH3um Ha npousBopacTBo: DE_BE_01_MIA_2025_0008
Homep ceptucpukara coorsercreus GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/cpacoBlmk

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - bepniuH-Xemu Al
Appec: muHukep Ber 125, 12489 bepnuH, 'epmaHus

Homep nuueH3uun Ha npousBopacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudukara coorsercTeua GMP: DE_BE_01_GMP_2025_0015

Bblaaya paspelueHusi Ha Bbinyck

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: muHukep Ber 125, 12489 bepnuH, 'epmaHus

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBercteusa GMP: DE_BE_01_GMP_2025_0015

Homep npo6ebl B LIMS: 172274 Ctpanuua: 2 u3 5
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Ceptucpukar aHanusa / Ceptucpukar cooTrBeTcTBUA

MokasaTenb Cneuundukauus PesynbTaTthbl YacTtoTa

UCNbITaHUMN
OnucaHue 6enbie unu noytn Genbie ¢ XXenTosaTbiM COOTBETCTBYET
OTTEHKOM, KpYrfble, cnerka
BbInyknble TabneTku, C pUckoii Ana fenexHuns
Ha OAHOI CTOPOHE
MoanuHHoCTb (BAXKX)

J1eBOTUPOKCUH HaTpus BPEMS YAEPXKMBAHUS OCHOBHOIO MinKa Ha NONOXUTENBHO

XpoMmaTtorpamme UCMbITYeMOro

pacTBopa L0KHO COOTBETCTBOBAThL
BPEMEHN

YAEPXKNBAHNSI OCHOBHOrO NuKa Ha
XpoMmaTorpamme CTaHAapTHOro pacteopa

NEeBOTUPOKCUHA
LiucrenHa rugpoxnopuaa Ha XxpomaTorpamMme UCMbITYyeMoro NONOXNUTENBHO
MOHOrmgpar pacTBopa AOSKEH NPUCYTCTBOBATL MUK

COOTBETCTBYIOLLWIA MO BPEMEHN
YAEPXKUBAHUS OCHOBHOMY MUKy Ha
XpomaTorpamme

CTaHAapTHOro pacreopa L-uucrenHa
rMAPOXIOPUAA MOHOIMApaTa

PactBopeHue
JleBOTUPOKCUH-HATpWIA He menee 75 % (Q) neBoTMpOKCUHA COOTBETCTBYET
HaTpUs OT 3asiBNIEHHOIO CoAepXXaHus
yepes 30 MUH
CpepHee 3HaueHue 98 %
MHauBuayaneHble 3HaYeHNs 97 98 99 98 97 97 %
OcTaTou4Hasi BMaXHOCTb He Bonee 10 % 8 %

PoactBeHHble npuMecu (B3XKX)

JIMOTUPOHUH He 6onee 1.0 % <0,1 %

(npumeck A)

3,3',5,5'- TeTpanioaTMpoykcycHas He Gonee 0.5 % <0,1 %

kucnota (npumecs D)

3,3',5,5-TeTpanoaTupomypaBbuHas  He 6onee 0.5 % <0,1 %

kucnota (npumeck H)

no6as egnHNYHas He 6onee 0.5 % 0,2 %

HeuaeHTUMLMPOBaHHas NpUMech

Cymma BCex npumecen He Gonee 3.0 % 0,2 %
OAHOPOAHOCTL A03UPOBaHUSA napameTp npuemnemoctu ans 10 eauHny COOTBETCTBYET

Ao3vpoBaHus < 15.0; napameTp
npuemnemoctu ans 30 eguHny
A03upoBaHus < 15.0 n HM ogHa U3 OTAENbHbIX
eAnHULY A03upoBaHna He meHee 0.75M
n He 6onee 1.25M
MapameTp npuemnemocTy, 3.1
J1eBOTUPOKCUH-HATPUI

Homep npo6sbl B LIMS: 172274 Crtpanuua: 3 ns 5
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CepTtudukart aHanusa / Ceptudukar cCooTBeTCTBUA

Moka3sartenb

KonuyectBeHHOe
onpeaenexue (BAXX)
JleBOTUPOKCUH-HATPUI

KonuyectBeHHOE
onpeaeneHue (B3XX)

LincrenHa rugpoxnopuaa

MoHorugpar
Mukpo6uonoruyeckas
yucrtora

O6Lee yncno aspobHbIx

MUKPOOPraHn3mMoB
Mukpo6uonoruyeckas
yucroTa

O6LLee Yncno ApoXOKeBbIX U

nnecHeBbIX rpnubos
Mukpo6uonoruyeckas
yucrorta

Escherichia coli
MoanuHHOCTL (Y®-cnekTpo
cdoTomeTpus)

JleBOTUPOKCUH HaTpusa

Homep npobel B LIMS: 172274

Cneuundpukauus

95 % - 105 % neBOTUPOKCUHA HaTpus B
TabneTke OT 3aABNEHHOrO
copepxaHus

He meHee 1 % OT 3asiBNEeHHOro
Konuyecrea

He 6onee 10"3 KOEB 1T

He 6onee 102 KOEB 11

otcytctBneB 11

CNEeKTpPbl NOrnoLweHns UcnbiTyemoro

pacTBOpa u cTaHAapTHOro pacTeopa B
o6nactu 4nuH BosH oT 250 Hm 40 450
HM J,0/KHbl COOTBETCTBOBATL APYr
LPYry U UMETb MakCMMYM MOTSIOLEHUA
npu ANUHE BOMHbI 326 + 2 HM

CtpaHuua: 4 n3 5

Pe3ynbTaTthbl

104 %

31 %

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

NnoNOXUTENbHO

YacTtoTa

UCNbITAaHUNA
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Ceptudomkar aHanu3sa / Ceptucpukar coorBeTCTBUA

MosicHeHne reHeanoruu:
API:  AkTuBHasa apmaueBTuyeckas cybcTaHums
SF: bBank-npoaykr

YnakoBka: B cOOTBETCTBUM C yTBEPXKAEHHBIMW MaKeTaMun yNaKoBKMU.
Mapkuposka: B cootseTcTBuUmM ¢ genctaytowmm HA, cm. pasgen 1.3.2 Mogyns 1 peructpauvoHHOro 4oChe.

CepTudukart: A, HaCToSALLMM 3aBepsiio, YTO UHGOPMALMS, U3MOXKEHHAs BbILLE, SBMSETCS TOYHOW U AoCTOBEpHON. Mpouecc
NpPou3BOACTBA AAHHOW Cepumn NpoaykKTa, BKIoYasi ynakoBKy/MapKUPOBKY 1 KOHTPOSb Ka4yecTBa, Obifl OCYLLECTBIEH B
MOMHOM COOTBETCTBUM C TpeboraHusMu GMP, yTBepXAEeHHbIMU MECTHBLIMY KOHTPOMMPYIOLLMMIN OpraHamu, u
cneumduKaunsMy perMcTpaLmMoHHOro YA0CTOBEPEHMUSI UMMOPTUPYIOLLEN CTpaHbl, Unu TpeboBaHuaMmu cneumdukaumm ans
NPOAYKTOB, NpeAHa3Ha4YeHHbIX Ans uccrefoBaHunii. OTYeTbl O NPON3BOACTBE, YNaKOBKE U aHaNMTUYECKUX UCTIbITAHUSX
cepum BbINM NpoaHanNM3MpoBaHbl U NpU3HaHb! yAOBRETBOpsAOWMMY cTaHaapTam GMP.

BbllweykasaHHas cepusi oTBe4aeT TpeGoBaHUAM HOPMAaTUBHOM AOKYMEHTaLMK.

®uHanbHbIA cTaTyc: OO00peH Ans BbiNycka Ha PbIHOK

YnonHomo4yeHHoe nuuo
30/04/2026

Homep npo6ei B LIMS: 172274 CtpaHuua: 5 us 5



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54568A

ToproBoe HaMMEHOBaHUE L-Tupokcun 100 bepaun-Xemu
MC)KIIYHapO[[HOe HEIMMAaTCHTOBAHHOC HAMMCHOBAHUEC .HGBOTI/IPOKCI/IH HaTpusia
(TpynmupOBOYHOE WIIH XMMHUYECKOE)

JlekapcTBenHas dhopma Ta0JICTKH

Jo3upoBka 100 mkr

®dopma BhITTyCKa 25 ., 6aucTtepsl (4 mT.), KOHTypHas

SIYEUKOBAas yIIaKOBKa,
IayKa KapTOHHAas

Howmep cepuu (naprun): 54568A

O0bem cepun(mapTun) 38 880

JaTa npousBoxacTsa 12.2025

I'onen no 12.2028

HaumenoBanue wu  azgpec mnpousBoautens  (C poussoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Ynakomuk/pacoBuuk

(B IEPBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Brinyckawimmnii KOHTPOJIb KayecTBa —

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

Germany)
Howmep u nata peructpaniioHHOTO yI0CTOBEPECHHS JITT-Ne(006025)-(PI'-RU) ot 26.06.2024
Howmep u nata HOpMaTUBHON JOKYMEHTAIIMHU JITT-Ne(006025)-(PT-RU)-030725
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KAAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpemnapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKAPCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJapCTBEHHOMN pEerucTpanun

= Coxonos BJl.  26.05.2026
(monmucek) (mara)

HOpunguyeckmin agpec: Poccus, 12331? r. Mockea, lNpecHeHckana HabepexHas, a. 10
lMo4ToBbin agpec: Poccua, 123317, . Mockea, MNpecHeHckaa HabepexHas, a. 10
TenedgoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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