M BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptudukar cooTBeTCcTBUS

Mpoaykr: L-TupokcuH 75 BepnuH-Xemu

[o3upoBka: 75 mkr INlekapcTBeHHas ¢opma: TabneTku

KonuyecTtBO B ynakoBke: 100 (4x25) EavHuua konuyecTBa: LT,

MepBUYHasA ynakoBKa: Gnucrep

BHyTpeHHUI KOA npoaykTa: F158840

Ne cepuu: 54535A Homep aHanu3a: 151771

O6bem cepum (KOnNM4yecTBO 52199 yn. YcnoBusa xpaHeHus: XPaHUTb Mpu

ynakoBOK): Temneparype He Bbille
30°C

[aTta u3rotoBneHus: 11/2025 Fopex po: 11/2028

[ata aHanu3sa: 16/12/2025 [aTa BbinyckKa cepuu: 16/12/2025

CtpaHa-umnoprep: Poccus CTtpaHa BblinyCcka cepum: "epmaHus

HaumeHoBaHue Bepnun-Xemn Al

npou3BOAMUTENS:

Homep perucrtpaumoHHoro JIM-Ne(005977)-(PIr-RU)

YAOCTOBEPEHUA:

HopmaTuBHas AoKyMeHTauus: JIM-Ne(005977)-(Pr-RU)-250624

APl HaumeHoBaHue: JIeBOTUPOKCUH HaTpuUs

APl Unchopmaumsa o npousBoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepum npoussogutensa: 21797PHM

MpousBoguTenu:

MpousBoauTeNnb roToBOM NeKapcTBEHHON (POpMbI

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - Bepnun-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 BepnuH, Nepmanus

Homep nuueHsuun Ha npoussoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudmukara coorsercteua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/acoBiumnk

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

Homep nuueH3umn Ha npoussoactBo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercteus GMP: DE_BE_01_GMP_2025_ 0015

Bblaaya paspelleHus Ha Bbinyck

HanmeHoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: muHukep Ber 125, 12489 BepnuH, Nepmanus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercteus GMP: DE_BE_01_GMP_2025 0015

Homep npobkl B LIMS: 151771 Crtpannua: 1 n3 3



Ceptudmukar aHanusa / Ceptucukar cooTBeTCTBUSA

MokasaTtenb

OnucaHue

MoanuHHoCTk (B3XX)
JleBOTUPOKCUH HaTpUsA

Lincrenna ruapoxnopusa
MoHoruapar

PacTtBopeHue
JleBOTUPOKCUH-HATPUI

CpepgHee 3HaueHune
WHAnBUAYanbHbIe 3HAYEHNS
OcTaToy4yHasi BMaXHOCTb

PoacTteeHHble npumecu (BIXKX)

JINOTUPOHUH
(npumecs A)

3,3',5,5'- TeTpaiiogTMpoyKCycHas
kucnota (npumeck D)
3,3',5,5'-TeTpanogTupomypaBsbuHas
kucnora (npumeckb H)

nobas egnHnYHas

HeuaeHTUULMpoBaHHas NpUMech
cymma BCex npumecei

OOHOPOAHOCTL A03MPOBaHUS

MapameTp npuemnemocTy,

JleBOTUPOKCUH-HATPWIA
KonuyectBeHHOE
onpeaeneHue (BOXX)

JleBOTUPOKCUH-HATPUIA

KonuyecTBeHHOE

Homep npobbl B LIMS: 151771

M BERLIN-CHEMIE
MENARINI

Cneuudukaums PesynbTaTthbl

Genble unu noyTtn 6enbie ¢ xenToBaThiM COOTBETCTBYET

OTTEHKOM, Kpyrnble, cnerka
BbiNykrble TabneTku, C pUCKoii Ans AeneHns
Ha OfHOIA CTOpPOHE

BpeMs yaepXusaHuss OCHOBHOrO nuka Ha NOJIOXKUTENBbHO

XpomMarorpamme UCnbITyemoro
pacTBopa AO0MKHO COOTBETCTBOBATL

BpPeMeHu

YAEPXKWBaAHUA OCHOBHOIO NUKa Ha

XpomaTorpamme CTaHAapTHOro pactsopa

NeBOTUPOKCUHA

Ha XxpomaTorpamme MCnbITyemoro NOSIOXNTENbHO
pacTBopa A0/MKEH NPUCYTCTBOBATh MUK

COOTBETCTBYIOLLMI MO BPEMEHU

YAEPXUBaAHUA OCHOBHOMY MUKy Ha

Xpomarorpamme

CTaHAapTHoro pacteopa L-uucrenHa

ruapoxropuia MoHoruapara

He meHee 75 % (Q) neBOTMPOKCUHA COOTBETCTBYET

HaTpUsA OT 3asiBMEHHOrO COAepPXaHus
yepes 30 MuH

97 %

96 96 98 98 97 97 %
He Gonee 10 % 8 %
He Bonee 1.0 % <0,1 %
He 6onee 0.5 % <0,1 %
He 6onee 0.5 % <0,1 %
He Gonee 0.5 % <0,1%
He Gonee 2.0 % <0,1 %
napameTp npuemnemoctu Ansa 10 eanHuL COOTBETCTBYET
po3supoBaHus < 15.0; napameTp
npuemnemoctu Ans 30 eanHUL
po3upoBaHus < 15.0 1 HY OAHa U3 OTAENbHbIX
euHUL, f,031poBaHusa He MeHee 0.75M
1 He Gonee 1.25M

5.1

95 % - 105 % neBOTMPOKCUHA HATPUS B 103 %

TabneTke OT 3asABNEHHOIO COAEpPXKaHUA

Ctpanuua: 2 n3 3

YacTtoTa

UcnbiTaHun



BERLIN-CHEMIE
MENARINI

Ceptudukar ananusa / Ceptudukat cooTBeTCTBUA

onpeaeneHue (B3XX)
Lincrenna rugpoxnopuga He meHee 1 % OT 3asABNEeHHOro 28 %
MOHorugpar KonuyecTaa
Mukpo6uornoruyeckas
yucrorta
O6Lwee yncno aspobHbIX He Gonee 10"3 KOEB 11 <10 KOE/r
MWUKPOOPraHu3moB
MukpoGuonoruyeckas
yucrorta
O6LLee Yncrno ApoxoKeBbIX U He 6onee 102 KOEB 11 <10 KOE/r
nnecHesbIX rpnbos
MukpoGuonoruyeckas
yucrorta
Escherichia coli orcytctBue s 1r COOTBETCTBYET
MoanuHHocTb (Y®-cnekTpod
oToMeTpuUA)
JleBOTUPOKCUH HaTpus CNeKTpbl NOrMOLEHNUSA UCTILITYEMOro NONOXUTENBHO
pacTBopa 1 CTaHAapTHOro pacTeopa B
obnactu anuH BonH ot 250 HMm a0 450
HM [OSKHbl COOTBETCTBOBATL ApYyr
APYry ¥ UMETb MaKCUMYM MOrnoLLeHust
npu AnNuHe BOMnHbl 326 + 2 HM

MosicHeHWe reHeanorum:
APl AkTuBHasi hbapmavnieBTU4eckas cybcraHums
SF: Bank-npoaykr

YnakoBka: B cooTBETCTBUM C YTBEPXKAEHHBIMW MaKeTaMu YNaKkoBKM.
Mapkuposka: B cootBeTcTBUM C AercTBytowmm H, cMm. pasgen 1.3.2 Moaynsa 1 perncTpaumoHHOro Jockbe.

CepTudukar: £, HacTOALMM 3aBEPSIIO, YTO MHOPMALIUS, U3NOXKEHHAs BbILLE, SBMSETCA TOYHOMN 1 JocToBepHON. Npouecc
NPOU3BOACTBA AAHHOI CepuM NPOAYKTa, BKIOYash ynakoBKy/MapKUPOBKY U KOHTPOIb KayecTsa, Obin OCyLLECTBIEH B
NosTHOM cooTBeTCTBUM ¢ TpeboBaHuamn GMP, yTBepXXAEHHBIMU MECTHBIMW KOHTPONUPYIOLLMMIU OpraHaMmu, 1
cneunduKaLmamMmM perucTpaLyoHHOrO YA0CTOBEPEHNS UMMOPTUPYIOLLEN CTPaHbl, unu TpeboBaHusMu cneuudukaumm Ans
NPOAYKTOB, NpeAHa3HaYeHHbIX Ansa uccrnefosaHuin. OT4eTbl 0 NPOU3BOACTBE, YNAKOBKE U aHANUTUYECKMX UCTIbITaHNSAX
cepuy ObiNK NpoaHanuU3vpoBaHbl U NPU3HaHbLI YAOBNETBopsoLWmMMY cTaHgaptam GMP.

BbIUJSYKa3aHHaF| cepua oTeevaeT TpeboBaHNAM HOPMATUBHOW JOKYMEHTaL K.

YnonHOMoO4YeHHOoe fnuLo
16/12/2025

Homep npo6el B LIMS: 151771 Crtpannua: 3 n3 3



M OO0 bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54535A

ToproBoe HaMMEHOBaHUE L-Tupokcun 75 bepinn-Xemu

MexayHapoaHOe HEMaTeHTOBAaHHOE HAUMEHOBaHHE 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): 54535A

O6wem cepun(apTum) 52199

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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F——<=—  CokxomnoBB.JI. 18.03.2026
(Tmoamuch) (mata )
KOpuguyeckmnia agpec: Poccn 1 17, . 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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