BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptucukar cooTBeTCTBUA

MpoaykT:

[o3upoBka:

KonuyecTtBO B ynakoBke:
lMepBuyYHaa ynakoBKa:
BHyTpeHHUI KO4 nNpoaykTa:
Ne cepum:

O6bem cepum (KonmMuyecTBO
ynakoBOK):

[aTta u3rotoBneHus:

[JaTta aHanu3sa:
CtpaHa-umnoprep:
HaumeHoBaHue
Npou3BOAUTENA:

Homep perucTpaumoHHoro
yAOCTOBEpEeHUS:

HopmaTtuBHas AOKYyMeHTauun:

Howmep npo6bl B LIMS: 154509

L-TupokecuH 100 BepnuvH-Xemu

100 mkr INekapcTBeHHan hopma:
100 (4x25) EpuHuua konuuyecTBa:
onucrep

F158842

53557A Homep aHanu3sa:

39240 yn. YcnoBus XxpaHeHusA:
08/2025 FopeH po:

07/01/2026 [ata Bbinycka cepum:
Poccusa CTtpaHa Bbinycka cepum:

BepnuH-Xemun Al
JIM-Ne(006025)-(Pr-RU)

JIMN-Ne(006025)-(PIr-RU)-260624

CtpaHuua: 1 u3 4

TabneTku
LT,

154509

npu TemnepaType He
Bbiwe 30 °C

08/2028
07/01/2026

"epmaHus



BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa/ Ceptudmkar cooTBeTCTBUA

MpoussoaguTtenu:

MpousBoguTEeNnb FOTOBOM JlekapCTBEHHON (hOPMblI

HaumeHoBaHue npouszBoguTens: Berlin-Chemie AG - bepnuH-Xemu Al
Anpec: Temnenbxogep Ber 83, 12347 bepnuH, MNepmanus

Homep nuueH3uu Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorBetcTBusst GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/acoBLmk

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

Appec: MmuHukep Ber 125, 12489 BepnuH, Mepmanua
Homep nuueH3un Ha npousBogcTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsetcTBuss GMP: DE_BE_01_GMP_2025_0015

Bbigaya paspelieHuUs Ha BbINycK

HaumeHoBaHue npoussoguTens: Berlin-Chemie AG - BepnuH-Xemun Al
Anpec: nuHukep Ber 125, 12489 BepnuH, l'epmaHus

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorBetcTBuss GMP: DE_BE_01_GMP_2025_0015

Homep npo6i B LIMS: 154509 Ctpanuua: 2 u3 4



BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptucpmkar cooTBeTCTBUA
MNoka3artenb Cneuudukaums PesynbTaTthl YacToTa

UcnbiTaHun
OnucaHue 6enble unu nouTn 6enslie ¢ XenTosaTbim COOTBETCTBYET
OTTEHKOM, Kpyrnble, crnerka
BbINyknble TAGNETKN, C PUCKO ANS AENEHUS
Ha Of4HOIN CTOPOHE

MNoanuHHocTb (BAXX)
JIEBOTUPOKCUH HaTpus BPEMS YAEPXKMBAHUSA OCHOBHOTO Minka Ha NONOXUTENBHO
XpomaTorpamme UCMbITYEMOro
pacTBopa AOJKHO COOTBETCTBOBATb
BpEMEHU
YAEPXXMBAHNSA OCHOBHOrO Nuka Ha
XpomaTorpaMmmMe CTaHAapTHOro pacTeopa
NeBOTUPOKCMHA
Lincreuna rugpoxnopuaa Ha XpomaTorpamme WUCnbITyeMoro NONOXUTENBHO
MoHoruapat pacTBopa AOSKEH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLLMIA N0 BPEMEHM
YAEPXKMBAHNA OCHOBHOMY MUKy Ha
Xpomartorpamme
CTaHAapTHOro pacreopa L-uucrenHa
ruapoxmnopuga MoHorugpara
PacTtBOopeHue
JleBOTUPOKCUH-HaTPUi He mexee 75 % (Q) neBoTUpoKCUHa COOTBETCTBYET
HaTpusA OT 3aABNEHHOTO COAEPXKaHUS
yepes 30 MuH
CpepHee 3HauyeHne 93 %
MuanBnayanbHble 3Ha4YeHns 959195939391 %
OcTtaToyHasi BNaxHOCTb He Bonee 10 % 8 %
PopctBeHHble npumeck (B3 XKX)
TINOTUPOHUH He Gonee 1.0 % <0,1 %
(npumeck A)
3,3',5,5'- TeTpainoaTMpOyKCyCcHasi He 6onee 0.5 % <0,1 %
kucnota (npumeck D)
3,3',5,5-TeTpaiogTupomypaBbuHass  He Gonee 0.5 % <0,1 %
kucnota (npumeck H)
niobas egnHNYHaNA He Gonee 0.5 % 0,2%
HeuaeHTNMULMPOBaHHas NpUMeCh
CymMma Bcex npumecei He Gonee 2.0 % 0,2%
OAHOPOAHOCTL [03UMPOBaHUA napameTp npuemnemoctun Ans 10 eaunHuy COOTBETCTBYET
fo3npoBaHusa < 15.0; napameTp
npuemnemocTu ans 30 eanHuL,
fo3npoBaHna < 15.0 n HM ofHA U3 OTAENbHBIX
eAnHUL, f03npoBaHnsa He meHee 0.75M
n He Gonee 1.25M
MapameTp npuemnemocTy, 3.8
JleBOTUPOKCUH-HATPUIA
KonuyectBeHHOe
onpegenexHue (BAXX)
JleBOTUPOKCUH-HATPU 95 % - 105 % neBOTMPOKCUHA HATPUS B 97 %
TabneTke OT 3asBNEHHOr0 COAEpXKaHUA
KonuyectBeHHOe
onpeaeneHue (BAXX)
LincrenHa rugpoxnopuaa He meHee 1 % OT 3asABnNEHHOro 26 %
MOHOrMAPaTKONMYeCTBa

Homep npo6si B LIMS: 154509 Ctpannua: 3 n3 4



BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptudpukat cooTBeTCTBUA

Mukpo6uonoruyeckas

yucroTa
O6Lyee yncno aspobHbIX He Gonee 10"3 KOEB 1T <10 KOE/r
MUWKPOOPraHu3MoB

Mukpo6uonoruyeckas

yucrorta
ObLyee Yncno LpoXOKEBbIX U He Gonee 10"2 KOEB 1T <10 KOE/r
nyiecHeBbIX rpuboB

Mukpo6uonoruyeckas

yucrorta
Escherichia coli oTtcytcTBue B 11 COOTBETCTBYET

MoanuHHocTb (Y®P-cnekTpod
OTOMETpPMUS)
JleBOTUPOKCUH HaTpus CNeKTPbI NOrMNOLLIEHUS UCTbITYEMOro NONOXUTENBHO

pacTBopa u CTaHAapTHOro pacresopa B
obnactu gnuH BosH ot 250 HM a0 450
HM J,0MDKHbI COOTBETCTBOBATL ApPYr
LPYrY ¥ UMETb MaKCUMyM MOTNOLLEHNS
npu AnuHe BonHbl 326 + 2 HM

MosicHeHWe reHeanornu:
APl:  AktuBHas chapmaueBTuyeckas cybcTtaHums
SF: bBank-npogykT

YnakoBka: B cOOTBETCTBUM C YyTBEPKAEHHBIMIN MakeTamun yrnaKkoBKU.
Mapkupoeka: B cooTBeTcTBUU C AeiicTBytowmm HJ, cm. pasgen 1.3.2 Moayns 1 pernctpaumnoHHoro 4ocke.

CepTudukart: H, HacToALWMM 3aBEPSIO, YTO UH(OPMALMS, U3MNOXKEHHas! Bbille, ABNAETCA TOYHON U AoCTOBEPHON. [TpoLecc
NpOu3BOACTBA AaHHOI Cepun NPOAYKTa, BKIKOYas ynakoBKy/MapKUPOBKY U KOHTPOMb Ka4yecTBa, Obin OCyLIEeCTBIEH B
MOfIHOM COOTBETCTBUM C TpeboeaHuamyu GMP, yTBep>XAEHHBIMU MECTHBIMWU KOHTPONMPYIOLLMMI OpraHamu, 1
cneunguKaLmsMmn PErMcTpaLMoOHHOTO YA0CTOBEPEHUS UMMOPTUPYIOLLIEH CTpaHbl, Unu TpeboBaHnsMK cneumduKkaumm ans
NPOAYKTOB, NpeaHasHaYeHHbIX Ans uccrnegoeaHuin. OTYeTbl O NPOU3BOACTBE, YNAKOBKE U aHaNMTUHECKNX UCTIbITaHUAX
cepuu BbInK NpoaHanuMaMpoBaHbl U NPU3HaHbl ya0BNeTropsAoLLmMMY cTaHgapTam GMP.

BbiweykasaHHas cepusi oTBeYaeT TpeboBaHNSAM HOPMATUBHOM AOKYMEHTaLMN.

®uHan 1 ctatyc: OgobpeH Ans Bbinycka Ha pbIHOK

Dr. NOtbgih Stan
YnonHomoueHHde nuuo
07/01/2026

Homep npo6bi B LIMS: 154509 CtpaHuua: 4 u3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53557A

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): 53557A

O0bem cepun(mapTun) 39 240

JlaTta mpou3BocTBa 08.2025

I'onen no 08.2028

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)
Brinyckawimmii KOHTPOJIb Ka4ecTBa —

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 nara HOpMaTUBHOM TOKYMEHTALMKU JITI-Ne(006025)-(PI'-RU)-260624
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
CPEJICTB...»;
SKQPCTBEHHOI'O Ipernapara COOTBETCTBYET TpeOOBaHUSM, YCTAaHOBICHHBIM IPU €ro

N P

i it -
O Bepampy /2 PysamosaT.B.  11.03.2026

(moamucs) (nata)

000 “BepnuH-Xemu/A. MeHapuHu”

HOpuaounyeckunia agpec: Poceus, 123317, . Mockea, NpecHeHckana HabepexHas, . 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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