M BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptucdmukar cooTBeTCTBUSA

Mpopaykr: L-TupokcuH 50 bepnuH-Xemu
[o3uposka: 50 mkr lNekapcTBeHHasa dopma:
KonuuectBo B ynakoBke: 50 (2x25) EnnHuua konuyecTtBa:
MepBUYHan ynakoBKa: Gnuctep
BHyTpeHHUMI KOA npoaykKTa: F158839
Ne cepum: 52512A Homep aHanu3a:

. O6BbeM cepum (KONM4YECTBO 154512 yn. YcnoBus xpaHeHus:
ynaKkoBOK):
[aTta n3srotoBneHums: 05/2025 lopen po:
[aTa aHanu3a: 16/10/2025 [arta Bbinycka cepum:
CrtpaHa-umnoprep: Poccus CTtpaHa BblnycKa cepum:
HaumeHoBaHue BepnuH-Xemu Al
npousBoauTens:
Homep peructpaumoHHoro JIM-Ne(006003)-(Pr-RU)
YAOCTOBEpeHUs:

HopmaTtuBHas AokymeHTaums: JIM-Ne(006003)-(Pr-RU)-260624

APl HaumeHoBaHue: J1eBOTUPOKCUH HATPUS

TabneTku
LT,

140967

npu Temnepartype He
Bbiwe 30 °C

05/2028
16/10/2025
"epmaHus

APl UHdpopmauus o npoussogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany

API Homep cepuu npousBogutens: 21744 PHM

Mpoussoautenu:

MpoussoauTens roTOBOM JieKapCTBEHHOWU hopMbi

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Anpec: Temnenbxodpep Ber 83, 12347 BepnuH, Nepmanus

Homep nuueH3un Ha npoussoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorsercteua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/cgacoBumMk

HaumeHoBaHue npoussogurens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: muHukep Ber 125, 12489 bepnuH, MNepmanus

Homep nuuen3uu Ha npoussoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukata coorsetcteua GMP: DE_BE_01_GMP_2025 0015

Bblaaya paspelleHust Ha Bbinyck

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - Bepnun-Xemu Al
Appec: [nMuHukep Ber 125, 12489 bepnuH, N'epmaxus

Homep nuueHsumn Ha npoussoacTBo: DE_BE_01_MIA_2025 0008
Homep ceptudukara coorsetcteua GMP: DE_BE_01_GMP_2025_0015

Homep npobbl B LIMS: 140967 Ctpanuua 1 u3 3



CepTtudukar ananusa / Ceptudmkat cooTBeTCTBUSA

MokasaTenb

OnucaHue

MoanuHHocTb (BIXX)
JleBOTMPOKCUH HaTpusA

Lincrenna ruapoxnopuaa
MoHoruapar

PactBopeHue
JleBOTUPOKCUH-HATPWiA

CpeaHee 3HayeHue
MHavBuayanbHble 3HaYeHns
OcTaTto4yHas BNaXHOCTb

PopacTteeHHble npumeck (B3

KX)
JINOTUPOHNH
(npumecb A)
3,3',5,5"- TeTpanoaTUpPOyKCyCcHas
kucnota (npumeck D)
3,3',5,5'-TeTpanoaTpoMypaBbuHas
kucnota (npumeck H)
nobas eanHUYHas

HeuaeHTudULUMpoBaHHas NpUMech
cymma Bcex npumecen

OQHOPOAHOCTL [O3MPOBaHUSA

[MapameTp npuemnemMocTy,
JleBOTUPOKCUH-HATPWiA
KonuyectBeHHoe
onpeaeneHue (BIXX)
JleBOTMPOKCUH-HaTPpUi

KonuuyectBeHHOe
onpeaenexue (BIXX)
LincrenHa rugpoxnopuga
MOHorugpar

Homep npo6el B LIMS: 140967

NAFIN

¥ BERLIN-CHEMIE
MENARINI

ME

Cneuudmkaums PesynbTaTthbl

6enble unn noutu Genbie € xenToBaTbiM COOTBETCTBYET

OTTEHKOM, Kpyrrnble, crnerka
BbiNyKsible TabneTku, C pUCKOl ANS AeneHns
Ha OAHOW CTOPOHE

Bpems yaepXuBaHua OCHOBHOMO nuka Ha NONIOXUTENbHO

XpOMaTorpamme UCrbITYEMOro
pacTBopa A0SHXHO COOTBETCTBOBATH

BPEMEHU

YAEPXUBAHNA OCHOBHOrO MuKa Ha

XpomartorpamMme CTaHfapTHOro pacTeopa

NEBOTUPOKCUHA

Ha XpomMaTrorpaMmme UCrbITYyeMOro NOMOXMNTENBHO
pacTBopa AOSHKEeH NPUCYTCTBOBATb MUK

COOTBETCTBYIOLLWIA N0 BPEMEHM

YAEPXKUBAHNA OCHOBHOMY MUKY Ha

Xpomarorpamme

cTaHAapTHoro pacteopa L-uucrenHa

ruapoxmnopuaa MmoHoruapara

He meHee 75 % (Q) neBoTUpOKCUHA CooTBETCTBYET

HaTpWsl OT 3aABMEHHOIO COAEPXaHUA
yepes 30 MuH

93 %
92 94 93 92 94 93 %
He Gonee 10 % 8 %
He Gonee 1.0 % <0,1 %
He 6onee 0.5 % <0,1 %
He Gonee 0.5 % <0,1 %
He Gonee 0.5 % <0,1 %
He 6onee 2.0 % <0,1 %
napameTp npuemnemoctu gns 10 eguHuy COOTBETCTBYET
posuposanus < 15.0; napameTp
npuemnemoctu Ans 30 eauHNL
Jo3upoBanus < 15.0 n HU ogHa U3 OTAEIbHbIX
eAVHUL f03upoBaHus He meHee 0.75M
1 He 6onee 1.25M
3.9
95 % - 105 % neBOTMPOKCUHA HATPUA B 101 %
TabneTke OT 3asiBMNEHHOrO
copepxaHus
He meHee 1 % OT 3asBNeHHOoro 22 %
Konuyecrtea

Ctpanvua 2 n3 3

YacTtoTa

UCMNbITAaHUN



M BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptucgpukar coorBeTCTBUSA

MukpoGuonoruyeckas
yucrorta
O6Lwee yncno aspobHbIx He Gonee 103 KOEB 1T 10 KOE/r
MUKPOOPraHu3mMoB
Mukpo6Guonoruyeckas
yucrora
O6Lee Yncno ApPOoXCKEBbLIX U He Gonee 10"2 KOEB 11 <10 KOE/r
nnecHeBsbix rpu6os
Mukpobuonoruyeckas
yucrorta
Escherichia coli oTcyTtctBue B 11 COOTBETCTBYET
MoanuHHocTk (Y®P-cnekTpod
oToMeTpus)
JleBOoTUPOKCUH HaTpuUs CneKTpbl NOrNOLLEeHNs UCNbITYEMOro NONOXWUTENBHO
pacTBopa u CTaHAapTHOro pacTeopa B
obnactu gnux BonH ot 250 HM 30 450
HM J0JKHbl COOTBETCTBOBATh A pyr
LPYry U UMETb MaKCUMYM MOTMOLEHUS
npu AnNuHe BOnHbl 326 + 2 HMm

MosicHeHwe reHeanoruu:
API:  AkTuBHasi hapmaueBTuyeckas cybcTaHums
SF: bBank-npogykr

CepTtucbukat: A, HacTosLMM 3aBepsito, YTO MHOPMALMS, U3NOXKEHHASA BbILLE, SBIISIETCA TOYHOI U A0CTOBEpHOIA. Mpouecc
NpoW3BOACTBA AAHHOW CEpUM NpoayKTa, BKMOYasi yNakoBKY/MapKUPOBKY U KOHTPOIb Ka4yecTBa, Obin OCyLLECTBIIEH B
MOSTHOM COOTBETCTBUK C TpebosaHuaMu GMP, yTBepXAeHHBIMU MECTHBIMW KOHTPOMMUPYIOLLIMMMN OpraHamu, u
cneuuduKaLmamMm perucTpaLmoHHOro yA0CTOBEPEHUS UMMNOPTUPYIOLLEH CTpaHbl, unn TpeGosaHusMU cneumrdukaumm ons
MPOAYKTOB, NpeJHasHa4YeHHbIX Ans uccreaosaHnin. OT4YeTbl 0 NPOU3BOACTBE, YNAKOBKE U aHANUTUYECKUX UCTIbITAHUAX
cepuu Bbiny NpoaHanu3npoBaHbl U NpU3HaHL! yA0BNETBOPSAOLWMMI cTaHaapTam GMP.

BbiwleykasaHHas cepus oTBeyaeT TpeboBaHNSIM HOPMATUBHOW JOKYMEHTaLuu.

®uHanbHbIN cTaTyc: OfobpeH Ans Bbinycka Ha PbIHOK

Sr—

Dr. Samy Schwandt

YnonHoMoy4eHHoe nuuo

Homep npo6kl B LIMS: 140967 Crtpannua 3 n3 3



M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-52512A

ToproBoe HaMMEHOBaHUE L-Tupokcun 50 bepnun-Xemu

MexayHapoHOEe HEaTeHTOBAaHHOE HAUMEHOBaHHE JleBOTHpOKCHH HATPUS

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas hopma Ta0JICTKH

Jo3upoBka 50 MKr

®dopma BBITTyCKa 25 mT. - GucTepsl (2 MIT.) - MaYKu

KapTOHHBIE

Howmep cepuu (maptum): 52512A

O0beM cepun(mapTun) 154 512

Jlata npousBoacTBa 05.2025

l'onen o 05.2028

HanvenoBanwe wu azapec mnpousBomutens (c IpousBoaurenn I'JID

YKa3aHHUEM CTaJui MPOU3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

YnakoBumuk/acoBmmk
(B MepBUYHYIO /BTOPUYHYIO YIAKOBKY)
bepnun-Xemu Al',I'epmanust
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u para perucTpallioOHHOTO y10CTOBEPEHUS JIIT-Ne(006003)-(PT-RU)-o1 26.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(006003)-(PI'-RU)-260624
HanmenoBanue u azpec nepxarens | bepnun-Xemu Al I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosumii JOKyMeHT NOATBEPKIAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalneHuu JIeKapCTBEHHBIX

O/ Bfygsanosa TB.  27.01.2026
(moanugk) (naTa)

000 “BepnuH-Xemu/A. MeHapuHK®”

HOpuagunyecknin agpec: Poceus, 123317, r. Mocksa, MNpecHeHckas HabepexHas, . 10
[Mo4ToBbin agpec: Poccus, 123317, r. Mockea, NpecHeHckan 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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