M BERLIN-CHEMIE
MENARINI

CeptudukaTt aHanusa / CepTucpumkaTt cooTBeTCTBUSA

Mpoaykr: L-TupokcuH 75 BepnuH-Xemu

[do3upoBka: 75 mkr INekapcTBeHHas ¢opma: TabneTku

KonuuyecTBO B ynakoBke: 100 (4x25) EauHuua konuyecTtsa: LT,

MNMepBUYHan ynakoBkKa: BnucTtep

BHyTpeHHMI KOA npoAykTa: F158840

Ne cepum: 54534A Homep aHanu3a: 151979

O6bem cepum (KONUYECTBO 51720 yn. YcnoBusa xpaHeHus: XPaHUTb npu

yNaKkoBOK): TemnepaType He Bbille
30°C

[laTta u3rotoBneHus: 11/2025 lopeH po: 11/2028

[aTta aHanu3a: 18/12/2025 [aTa Bbinycka cepuu: 18/12/2025

CrtpaHa-umnoprep: Poccus CTtpaHa BbinyckKa cepuu: FepmaHus

HaumeHoBaHue Bepnun-Xemu Al

npousBoauTens:

Homep peructpauuoHHoro JIM-Ne(005977)-(Pr-RU)

YAOCTOBEPEHUA:

HopmaTtuBHasa noKymeHTaums: JIMN-Ne(005977)-(Pr-RU)-250624

APl HaumeHoBaHue: JIeBOTMPOKCUH HATpUS

APl Undopmauus o npoussogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npoussogutensa: 21797PHM

Mpoussoautenu:

MNpousBoauTenb roToBOMN NieKapCTBEHHON hopMbI

HaumeHoBaHue npousBoauTena: Berlin-Chemie AG - Bepnux-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 BepnuH, Mepmanus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_ 0008
Homep ceptudukara coorserctBus GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/cacoBIlyuk

HaumeHoBanue npousBoautens: Berlin-Chemie AG - Bepnun-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, Mlepmanus

Homep nuuensum Ha npoussoacTeo: DE_BE_01_MIA_2025 0008
Homep ceptudgukara coorsetctBus GMP: DE_BE_01_GMP_2025_0015

Bbipaua pa3pewieHnAa Ha BbiNyCK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Anpec: muHukep Ber 125, 12489 BepnuH, Nepmanus

Homep nuueHsun Ha npoussogcTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorserctBus GMP: DE_BE_01_GMP_2025_0015

Homep npo6bl B LIMS: 151979 Ctpanuua: 1 u3 3



M BERLIN-CHEMIE

MENARINI

Ceptudumkar aHanusa / Ceptucukar cooTBeTCTBUA

MokaszaTtenb

OnucaHue

MoanuHHocTb (BAXX)
JleBOTUPOKCUH HaTpUs

Lincrenna rugpoxnopuaa
MOHoruapar

PacTBopeHue
JleBOTUPOKCUH-HATPWUIA

CpeaHee 3HayeHue
WHanBuayanbHble 3HaYeHus
OcTaTto4Has BNaxHoOCTb

PoactBeHHble npuMecu (BIXKX)

NNOTUPOHUH

(npumech A)

3,3',5,5'- TeTpanoaTUpPOyKCyCHas
kucnota (npumecs D)
3,3',5,5'-TeTpanogTupomypaBbnHas
kucnota (npumeck H)

nobas eAnHNYHANA

HeuaeHTNULMpoBaHHasa npuMech
cymMma BCex npumeceii

OpHOPOAHOCTL A03UPOBaHUs

MapameTp npuemnemocTy,

JleBOTUPOKCUH-HATPUi
KonuyectBeHHOE
onpeaeneHune (B3XX)

J1eBOTUPOKCUH-HATPWIA

KonuyectBeHHoe

onpeaeneHue (B3XX)
Lincrenna rugpoxnopuaa
MoHoruapar

Homep npo6ekl B LIMS: 151979

Cneuundumkauus

6enble unu noytu benble € XXenToBaTbiM
OTTEHKOM, Kpyrnble, cnerka

BbiNykrible Tabnetku, C pUCKoii ANna Aenexus
Ha OAHOW CTOPOHE

BpeMSs yAEepXKuBaHns OCHOBHOMO nuka Ha

XpomaTorpamMmme UCrbITyeMoro
pacTBopa A0SXHO COOTBETCTBOBATb
BPEMEHU

YAEPXKNBaHNS OCHOBHOrO Nuka Ha
XpomaTorpamme CTaH4apTHOro pacTeopa
NeBOTUPOKCUHA

Ha XpomaTorpamme UCnbITYeMOro
pacTeopa A40KEH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLMIA MO BPEMEHN
YAEPXKNBaHUS OCHOBHOMY MUKy Ha
Xpomarorpamme

cTaHAapTHOro pacreopa L-uucrenHa
rmapoxsiopuaa MoHoruapara

He meHee 75 % (Q) neBoTUpoKCHHa

HaTpUsA OT 3asIBNEHHOrO COAepPXaHus
yepes 30 MuH

He 6onee 10 %

He Gonee 1.0 %
He 6onee 0.5 %
He Bonee 0.5 %

He Gonee 0.5 %

He Gonee 2.0 %

napameTp npuemnemoctyu Ans 10 eauHuy,
Ao3upoBaHus < 15.0; napameTp
npuemnemoctu ana 30 eauHUL

no3upoBaHus < 15.0 n HU o HA U3 OTAENbHbIX
enHUL 403UpoBaHus He meHee 0.75M

1 He Gonee 1.25M

95 % - 105 % neBOTUPOKCUHA HaTpUA B
TabneTke OT 3aABNEHHOro CoAepXaHus

He meHee 1 % OT 3asBNEeHHOro
KonuyecTea

Ctpanuua: 2 n3 3

Pe3synbTaTbl

COOTBETCTBYET

NONOXUTESIbHO

MNONOXUTENBbHO

COOTBETCTBYET

95 %
95 95 94 95 96 94 %
8%

<0,1 %
<0,1 %
<0,1 %
<0,1%

<0,1%
COOTBETCTBYET

3.0

102 %

27 %

YacToTa

UCNbITaHUN
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Ceptudmkar aHanusa / Ceptudmkar cooTBeTCTBUA

Mukpobuonoruyeckas

yucrora
O6Lwwee uncno aspobHbIX He Bonee 10"3 KOE B 11 <10 KOE/r
MUKPOOPraHn3MoB

Mukpo6uonoruyeckas

yucrorta
O6Lee YnCno APOXOKEBLIX U He Gonee 10"2 KOEB 11 <10 KOE/r
nrnecHesbIx rpnbos

Mukpo6uonoruyeckas

yucrora
Escherichia coli oTcytctBue B 1 1 COOTBETCTBYET

MoanuHHocTk (Y®-cnekTpod
oToMeTpusi)
JleBOTMPOKCUH HaTpus CNEeKTPbl NOrNOLUEHNS UCTbITYEMOrO NONOXUTENBHO

pacTeopa u CTaHAapTHOro pacTeopa B
obnactu anuH BonH ot 250 HM 1,0 450
HM JOfKHbI COOTBETCTBOBATb APYr
APYry U UMETb MaKkCUMyM MOrIOLLEeHUs
npu AnnHe BOSHbI 326 £ 2 HM

[NosicHeHue reHeanoruu:
API:  AxktuBHasi hapmaueBTuyeckas cybeTaHums
SF: Bbank-npoaykt

YnakoBka: B coOTBETCTBUM C yTBEPXAEHHLIMU MAKeTamMu yNakoBKU.
Mapkuposka: B cootseTcTBMM C AencTByowmmM HA, cM. pa3aen 1.3.2 Moayns 1 perycTpaLmoHHOro A0Che.

CepTudwmkat: A, HacTosALMM 3aBEPSII0, YTO MHCOPMALINS, U3NOXKEHHAS BbILLE, SBISIETCH TOYHOI 1 AOCTOBEPHOIA. MpoLecc
NPOM3BOACTBA AAHHOW CEPUM NPOAYKTA, BKMIOYAs yNakoBKY/MapKUPOBKY U KOHTPOIb Ka4yecTsa, Obin OCYLECTBREH B
MOSTHOM COOTBETCTBUM C TpebosaHuaMu GMP, yTBepXAeHHbIMU MECTHBIMI KOHTPOMUPYIOLLMMI OpraHamu, 1
cneundmkaLmnaMn perucTpaLmMoHHOro YA0CTOBEPEHUS UMMOPTUPYIOLLEN CTpaHbl, Uy TpeboBaHusMU cneumdukaummn Ans
NPOAYKTOB, NpeAHa3Ha4YeHHbIX Ansa uccnegosaHnin. OT4eTbl 0 NPOM3BOACTBE, YNAKOBKE U aHANUTUYECKUX UCTIBITAHUSX
cepum BNy NpoaHanM3npoBaHbl U NPU3HaHLI YAOBMNETBOPSIOLWMUMY cTaHaapTam GMP.

BbILueyKa3aHHaF| cepusi oTBeyaeT TpeboBaHUAM HOPMaTWBHOW JOKYMEHTaLuN.

®uHa biit cTaryc: OnobpeH Ans Bbinycka Ha PbIHOK

Dr. bérf Stang
YnonHOMoO4YeHH e nuuyo
18/12/2025

Homep npo6ei B LIMS: 151979 Crtpanuua: 3 u3 3



M OO0 bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54534A

ToproBoe HaMMEHOBaHUE L-Tupokcun 75 bepinn-Xemu

MexnyHapoHOE HEMATEHTOBAaHHOE HAUMEHOBAHUE JleBOTHPOKCUH HATPUS

(TpynmupOBOYHOE MIJIH XMMHUYECKOE)

JlexapcTBenHas hopma TaOJICTKH

Jo3upoBka 75 MKT

®dopma Mpon3BoOJICTBA 25 mT., 6aucTepsl (4 mMT.) , KOHTypHAs

siYeHKOBasl YIIaKOBKa, MaYKa KapTOHHAs

Howmep cepuu (maptum): 54534A

O0beM cepun(mapTun) 51720

Jlata npousBoacTBa 11.2025

l'onen no 11.2028

HaunvenoBanme wu aapec mpomsBomguTens  (c IpousBoaurenn I'JID

yYKa3aHHUEM CTaJui MPOU3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

YnakoBmmk/¢pacoBmmk
(B mepBUYHYIO /BTOPUYHYIO YIIAKOBKY )
bepmun-Xemu Al','epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u gara perucTpalluoOHHOTO yI0CTOBEPEHUS JITT-Ne(005977)-(PT-RU) ot 25.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(005977)-(PI'-RU) ot 250624
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossumii JOKyMeHT NOATBEPKAAET:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TpPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpaluu
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e

~——<=—  (CokomoBB.J|.  18.03.2026
(Tmoamuch) (mata )
KOpuguyeckmnia agpec: Poccnn,1 3 7, I. Mockea, lNpecHeHckana HabepexHas, a. 10

[Mo4ToBbin agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HabepexHana, a. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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