Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

[laTa uaroroBneHun:
[aTta aHanusa:
CtpaHa-uMnopTtep:

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep perucrpaumMoHHOro
YAOCTOBepeHHs:

HopMaTuBHas JOKyMeHTaLUMA:

MENARINI

M

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

BERLIN-CHEMIE

MENARINI

L-TupokcuH 125 BepnuH-Xemu

125 mkr
100 (4x25)

6nucrep
F164310

61501A
28560 yn.

02/2026
10/06/2026

Poccus

BepnuH-Xemn Al

N/A

NexapcTeBennan ¢popma:

EpuHMua konunuyecTea:

Homep aHanusa:

YcnoBusi XpaHeHUsA:

lNopen po:

Hata BbilyCKka cepuu:

CTpaHa BbiNycKa Cepum:

NM-Ne(005984)-(Pr-RU)-040725

Tabnetku
LT

179355

npu TeMneparype He
Bbiwe 30 °C

02/2029
10/06/2026

MepmaHua

Homep npo6ui B LIMS: 179355

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 1 us 5

Homep otyera: 106757

[ara neyatn pokymeHta: 11/06/2026 14:47

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpUSA
APl Undpopmauus o npousBogurene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepumu npoussogutensa: 21831PHM

SF HaumenoBanue: N/A
SF UHdopmauuna o npoussoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepumn npoussogutens: 61501

Mpounssoaurenu:

MpounssoauTenb roroBoi nNekapcTBeHHOU hopMbI

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: Temnensxodep Ber 83, 12347 bepnuH, Nepmanns

Homep nuueH3uu Ha npoussogcTeo: DE_BE_01_MIA_2025 0008
Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/dpacoBuuk

HammeHnoBaHue npoussogurtens: Berlin-Chemie AG - bepnuH-Xemu Al

Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHuna
Homep nuueHsum Ha npousBoacTeo: DE_BE_01_MIA_2025_0008

Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2025_0015

Bbipgaya paspelleHus Ha BblMyCK

HammeHnoBaHue npoussogurens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHunsa

Homep nuueHsuu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Homep npoGui B LIMS: 179355 CtpaHuua: 2us 5 [ara neyatn pokymeHta: 11/06/2026 14:47

Ceprudmkar aHanmsa / Ceprucpmkar Homep otyera: 108757 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthbl Yacrora
UCnbITaHUA
Onucaxue Genble unu no4tn Genble ¢ xenToBaTbiM COOoTBETCTBYET
OTTEHKOM, Kpyrnble, crerka
BbINyKrible TabneTku, ¢ puckoit Ans feneHus
Ha oAHO# CTOpOHe
PacTBOpeHue
IleBoTMpOKCUH-HATPHI He meHee 75 % (Q) neBoTMpokcuHa cooTBeTcTBYeT
HaTpWA OT 3aABMNEHHOro CoaepXXaHUs
yepes 30 MuH
CpenHee sHauyeHHne 92 %

WHauBuayanbHble 3HaYeHust
MoanuHHocTb (BIXKX)
JleBOTMPOKCUH HaTpuA

LiuctenHa rugpoxnopuaa
MoHoruapar

OcTarouHas BNaXHOCTL

PopcrBeHHble npumeck (B3

XX)
JINOTUPOHUH
(npumecs A)
3,3',5,5'- TeTpaiioaTMpoykcycHas
kucnora (npumecsh D)
3,3',5,5'-TeTpalioagTpoMypaBbuHas
kucnora (npumech H)
nioGas egMHUYHanA
HeupeHTUULMpPOBaHHas NpUMech
CcymMMa BCex npumeceii

BpeMs yAepXMBaHNA OCHOBHOIO NUKa Ha
XpomarorpamMmme UCMbITYEMOro

pacTBopa A0/MKHO COOTBETCTBOBATbL
BpeMeHu

YAESPXXMBaHUA OCHOBHOIO NKA Ha
XpomarorpaMMme CTaHAapTHOIO pacTeopa
NEeBOTMPOKCUHA

Ha XpoMmarorpammMe UCMbITyeMoro
pacTBopa A0/DKEH NPUCYTCTBOBATb MUK
COOTBETCTBYIOLUMIA N0 BPEMEHU
YAEpX1BaHNsi OCHOBHOMY NMUKY Ha
XpomarorpamMmme

cTaHaapTHoro pacTeopa L-uucrenHa
ruapoxnopuaa MoHormapara

He Gonee 10 %

He Gonee 1.0 %

He Gonee 0.5 %

He Gonee 0.5 %

He Gonee 0.5 %

He Gonee 3.0 %

92 92 9194 92 91 %

MOJIOXKUTESbHO

MOJIOXKUTESbHO

8%

<0.1 %

<0.1 %

<0.1 %

0.2 %

02%

Homep npo6ui B LIMS: 179355

Ceprudmkar aHanmsa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 3us 5

Homep otyera: 106757

[ara neyatn pokymeHta: 11/06/2026 14:47

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MokasaTtenb

Cneuudumkauusa Pe3ynbraTthbl

YacToTa
MCNbITaHUH

OAQHOPOAHOCTL A03UPOBaAHUSA

Mapametp npnemnemMocTy,

JleBOTUPOKCUH-HATPUIA
KonnyecreenHoe
onpepeneHue (BAXKX)

JleBOTUPOKCUH-HATPUiA

KonnyecreenHoe
onpepgenexue (BAXX)

LiuctenHa rugpoxnopuaa

MoHoruapar
Mukpobuonoruyeckas
yucToTa

O6bLyee Yucrno a3pobHbIX

MUKpOOpraHU3MoB
MukpoGuonoruyeckas
yucTota

O6Liee YMCIOo APOXOKEBbIX 1

nnecHeBbiX rpubos
Mukpobuonoruyeckan
yucToTa

Escherichia coli

MoanuHHocTb (Y®-cnekTpod
oToMeTpus)
JleBOTMpPOKCUH HaTpusi

napameTp npuemnemoctu ansa 10 eauHuL, COOTBETCTBYET
posupoBaHua < 15.0; napametp

npuemnemMoctu Ansa 30 eaAnHUL,

Ao3upoBaHKA < 15.0 1 HY ogHa U3 OTAENbHbIX

eA1HNL, Ao3upoBaHuA He MeHee 0.75M

1 He Gonee 1.25M

3.2
95 % - 105 % NeBOTMPOKCMHA HATPUS B 100 %
Tabnerke oOT sasiBNEHHOro
copepXaHus
He meHee 1 % OT 3asBMNEeHHOro 18 %
KonuyecTsa
He Gonee 103 KOEB1r1 <10 KOE/r
He Gonee 10"2 KOEB 11 <10 KOE/r
oTcyTcTBMe B 1T COOTBETCTBYET
CMeKTPbI MOFOLEHNA UCTILITYEMOro NonoXMUTENbHO

pacTBopa 1 CTaHQapTHOro pacTsopa B
obnactu AnvH BonH ot 250 HM go 450
HM [OMKHbLI COOTBETCTBOBAaTL ApPYr
APYrY ¥ UMETb MakKCUMYM MOITIOLLIEHUR
npy AnuHe BonHbl 326 + 2 HM

Homep npo6ui B LIMS: 179355

Ceprudmkar aHanmsa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 4 us 5

Homep otyera: 106757

[ara neyatn pokymeHta: 11/06/2026 14:47

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MosicHeHWe reHeanoruu:
API: AktneHas chapMaLeBTMyeckas cybcTaHUmA
SF: bank-npopykr

YnakoBka: B cooTBeTCTBUM C YTBEPKAEHHLIMN MaKeTaMy YMaKOBKHM.
MapkupoBka: B cootBeTcTBUM ¢ AeicTtBytowum HL, cm. pasgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocobe.

CepTucukart: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHASA Bbille, SIBMSIETCA TOYHO U focToBEepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKoYas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbii OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamU GMP, yTBep>XAEHHBIMU MECTHLIMU KOHTPOSMUPYIOLLMMKU OpraHamu, U
cneuncpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEpEHNS UMNOPTUpPYIOLLEei CTpaHbl, Unn TpeboBaHUAMM cneundukaummn ons
NpoAYKTOB, NpeAHa3HaYeHHbIX A1 uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX UCTIbITaHUAX
cepun 6binKu NpoaHanuaMpoBaHbl U NpU3HaHbl YAOBNETBOpSOLWMMU cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

nabopaTopHol UHpopMaLmeli U UMeeT 3NIeKTPOHHYIO NOANUCH.
BbIIJJGYKaaaHHaFl cepusa oTBe4yaeTr TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLun.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 10/06/2026 10:37:56 (no
KOHTpOIIO KayecTBa: puHBUYY +2)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang [ara: - 10/06/2026 15:04:52 (no
nuua: puHBUYY +2)
Moanuck co3pnartens Wms, dbamunus - Dr. Valentina Margania [ara: - 11/06/2026 14:47:09 (no
AOKYMeHTa: puHBUYY +2)

®dopmar aaTtbi:  Aa/MM/rrrT Y4:Mm[:cc]

Homep npoGui B LIMS: 179355 CtpaHuua: 5us 5 [ara neyatn pokymeHta: 11/06/2026 14:47

Ceprudmkar aHanmsa / Ceprucpmkar Homep otyera: 108757 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



00O beprnnH-Xemn/A. MeHapmHmn
MOATBEPKJIEHUE COOTBETCTBUS

Ne TIC-61501A

Toprosoe HaMMEHOBaHUE L-Tupoxkcun 125 bepnun-Xemu
MesxayHapoiHO€ HEAaTEHTOBAaHHOE HAMMEHOBAHUE JleBOTUPOKCUH HaTpuUs
(TpynnMpOBOYHOE UM XMMHYECKOER)

JlexapcTBenHas hopma Ta0JICTKU

03MPOBKA 125 MKr

®dopMa BBIITyCKa 25 wt., GnucTepsl (4 WT.), KOHTypHAs

siYeKoBasi yIaKoBKa,
Mayka KapTOHHas

Howmep cepuu (maptum): 61501A

O0beM cepun(mapTun) 28 560

Jlata npousBoacTBa 02.2026

l'ogen o 02.2029

HaunvenoBanwe w azmpec mpousBoauTens  (c IpousBoaurenn I'JID

yKa3aHHMEM CTaJui MPOU3BOJICTBA) bepnmun-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)
Boinyckaouuii KOHTPOJIb Ka4ecTBa —
bepmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u 1ara perucTpaliliOHHOTO YIOCTOBEPEHUS JITI-Ne(005984)-(PT'-RU) ot 26.06.2024
Howmep u nata HOpMAaTUBHOW TOKYMEHTAIIUH JITT-Ne(005984)-(PI'-RU)-040725
HaumenoBanue u anpec nepxarens | bepnun-Xemu Al,I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosmmii JOKyMeHT NOATBEPKAAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKApCTBEHHOT'O IIperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAaHOBJICHHBIM IPU €ro

[TpencraBuTent [
000 «bepmun{Xes 7S PyzamoBa T.B.  07.07.2026

(meamnuco) (mata)

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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