CepTtudukar aHanusa / Ceptucdukar cooTBeTCTBUSA

Mpoaykr:

[o3upoBka:

KonuyectBO B ynakoBke:
MNMepBUYHan ynakoBka:

BHyTpeHHMI KOA npoAaykTa:

Ne cepuu:

O61bem cepum (KONU4YECTBO
YyNaKoBOK):

DaTa uarotoBneHus:
[arta aHanu3a:
CrtpaHa-umnoprep:
HaumeHoBaHue
npou3BoAUTENA:

Homep peructpauuMoHHoro
yAOCTOBEepeHUs:

HopmatuBHas AOKYyMeHTauusn:

Homep npo6eil B LIMS: 167100

BERLIN-CHEMIE
MENARINI

L-TupokcuH 50 BepnuH-Xemu

50 mkr NekapcTBeHHas ¢opma:
50 (2x25) EauHuua konuyecTBa:
Bnuctep

F164306

61501A Homep aHanu3a:

151920 yn. YcnoBusa xpaHeHus:
01/2026 FNopex po:

24/03/2026 [ata Bbinycka cepuu:
Poccus CTtpaHa Bbinycka cepuu:

BepnunH-Xemun Al
JIM-Ne(006003)-(Pr-RU)

JIM-Ne(006003)-(PIr-RU)-070725

Ctpanuua: 1 us 4

TabneTku
LT,

167100

npu Temneparype He
Bbilwe 30 °C. XpaHuTb B
OpPUrMHanNbHOM ynakoBke
(6nucTep) ons 3awuThl
OT cBeTa.

01/2029

24/03/2026

lepmaHus



BERLIN-CHEMIE
MENARINI

Ceptudukart aHanusa / Ceptucpukat cooTBeTCTBUSA

eHeanorus

SF HaumeHoBaHue: N/A
SF Undopmauus o npousBogutene: bepnuH-Xemun Al - Temnenbxodep Ber 83, 12347 bepnuH, MNepmaHus
SF Homep cepuu npoussoautens: 61501

MpousBoguTenu:
MpousBoguTenb roTOBOW NeKapcTBeHHOW (hOopMbI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - Bepnun-Xemu Al

Appec: Temnenbxodep Ber 83, 12347 bepnuH, NepmaHus
Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukarta coorsercTBusa GMP: DE_BE_01_GMP_2025_0016

YnakoBwuk/cpacoBLymk

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - Bepnux-Xemu Al
Appec: Mmuxukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuueH3um Ha npousBoactTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukarta coorsercTBusa GMP: DE_BE_01_GMP_2025_0015

Bbiaaya paspelieHus Ha BbiNycK

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: nuHukep Ber 125, 12489 bepnuH, 'epmaHus

Homep nuueH3um Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Howmep ceptudukarta coorsercTBua GMP: DE_BE_01_GMP_2025_0015

Homep npo6el B LIMS: 167100 CtpaHuua: 2 u3 4



CepTtudukar aHanusa / Ceptucpukar cooTBeTCTBUS

MokasaTenb

OnucaHue

MoanuHHocTb (BAXKX)
J1eBOTUPOKCUH HaTpus

Lincrenna rugpoxnopuga
MOHoruapat

PactBopeHue
JleBOTMPOKCUH-HaTpUi

CpeaHee 3HayeHue
MHamBuayanbHble 3Ha4eHus
OcTaTo4Hasi BNMaXHOCTb

PoacTtBeHHble npuMecu (BAXKX)
TINOTUPOHUH
(npumeck A)
3,3',5,5'- TeTpainoaTUpOyKCyCHas
kucnota (npumeck D)
3,3',5,5"-TeTpanioagTupoMypaBbuHas
kucnota (npumeck H)
nwbas eguHUYHaNA

HenaeHTndMLMpoBaHHaA Nnpumech
Cymma Bcex npumecen

OAHOPOAHOCTL AO3UPOBaHUA

MapameTp npuemnemocTy,
J1eBOTUPOKCUH-HATPUIA
KonuyectBeHHOE
onpeaenenue (B3XX)
J1eBOTUPOKCUH-HATpUi

Homep npo6kl B LIMS: 167100

BERLIN-CHEMIE
MENARINI

Cneuudmkauums PesynbTtaTthbl

6enble unu nouTn Genble ¢ XenToBaTbiM COOTBETCTBYET
OTTEHKOM, Kpyrnble, crnerka

BbINykble TABNETKN, C PUCKO ANS AENeHus
Ha OfHOWN CTOpPOHE

BpeMA yaep>XXnBaHuAa OCHOBHOMO nuka Ha NONOXUTENbHO

XpoMaTorpaMMe UCMbITYeMOro

pacTBopa A0SKHO COOTBETCTBOBATb
BPEMEHU

YAEPXKUBAHWUSA OCHOBHOrO Nka Ha
XpomaTorpaMMme CTaHA4apTHOro pacTeopa
NEeBOTUPOKCUHA

Ha XpoMaTorpaMme UCMbITYyEMOro NONOXUTENBHO
pacTBopa AOSHKEH NPUCYTCTBOBATbL MUK
COOTBETCTBYIOLLMA MO BPEMEHN
YAEPXKUBAHNSA OCHOBHOMY MUKY Ha
Xpomartorpamme

CTaHAapTHOro pacteopa L-uucreunHa
rMapoXsIopuaa MoHorugpara

He meHee 75 % (Q) neBoTupokcuHa COOTBETCTBYET

HaTpus OT 3asBNEHHOIO COAEPXKaHUA
yepe3 30 MUH

96 %
97 9597 91 9599 %
He Gonee 10 % 7%
He Gonee 1.0 % <0,1 %
He Gonee 0.5 % <0,1 %
He Gonee 0.5 % <0,1 %
He Bonee 0.5 % 0,2 %
He 6onee 2.0 % 0,2%
napameTp npuemnemoctu Ans 10 eguHuny COOTBETCTBYET
Ao3uposanusa < 15.0; napameTp
npuemnemocTu aAna 30 eanHuy
Ao3npoBaHns < 15.0 1 HM 0A4HA U3 OTAENbHBIX
eANHUL A03UpoBaHus He meHee 0.75M
n He 6onee 1.25M
2.3
95 % - 105 % neBOTUPOKCUHA HATPUs B 101 %
TabneTke OT 3asBNEHHOrO
copepxaHus

Ctpanuua: 3 us 4

YacTtoTa

WcnbiTaHui



BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptucdukat cooTBeTCTBUA

KonuyectBeHHoe
onpegenexnue (B3XX)
LincrenHa rugpoxnopuaa He meHee 1 % OT 3asBneHHOro 21 %
MOHOruapaT KonmyecTsa
Mukpo6uonoruyeckas
yucrorta
O6Lee 4ncno aspobHbIX He 6onee 10"3 KOEB1T <10 KOE/r
MUKPOOPraHu3mMoB
Mukpo6uonoruyeckas
yucrorta
ObLyee YNCo APOXOKEBBIX U He Gonee 10"2 KOEB 1T <10 KOE/r
nnecHeBbIX rpnbos
MukpoGuonoruyeckas
yucroTa
Escherichia coli oTcytctBue B 1r1 COOTBETCTBYET
MoanuHHocTb (Y®-cnekTpodp
oToMeTpuUsA)
J1eBOTMPOKCUH HaTpus CMeKTpbl MOrNOLLEeHNs NCMbITYEMOro NONOXUTENBHO
pacTBopa 1 CTaHLapTHOro pacTeopa B
obnactu AnuH BosiH oT 250 Hm a0 450
HM A,0J1)KHbl COOTBETCTBOBATb APYyr
LPYry U UMETb MakCMMYM MOTSIOLLEHUA
npu AnNUHE BOMHbI 326 + 2 HM

[MosicHeHue reHeanorum:
API:  AxkTuBHas papmauesBTuyeckas cybcraHuums
SF: Bank-npoaykr

CepTudmkart: 5, HacToALLMM 3aBEPSI0, YTO MHOPMaLMS, U3NOXKEHHAS BbILLE, SBMSETCA TOYHON 1 AoCTOBEpHOW. Mpouecc
NPOU3BOACTBA AAHHOW Cepun NPOoAYKTa, BKIoYash ynakoBKy/MapKUPOBKY U KOHTPOMb KavyecTsa, Bbin OCyLIEeCTBIEH B
MOfTHOM COOTBETCTBUM C TpebosaHuamu GMP, yTBepXAEHHbIMYA MECTHBIMY KOHTPOMMUPYIOLLMMU OpraHamu, u
cneumdmuKaLmaMy PerucTpaLMoHHOTO YA0CTOBEPEHUS UMMOPTUPYIOLLEN CTPaHbl, Nu TpeboBaHusaMK cneumdukaumm ans
NPOAYKTOB, NPeAHa3sHayYeHHbIX Ans uccrnefosaHuii. OT4eTbl 0 NPOM3BOACTBE, YNAKOBKE M aHaNUMTUYECKMX UCTbITAHUAX
cepuy Bbiny NpoaHanu3MpoBaHbl M NPU3HaHbI YA0BNETBOPSIIOWMMY cTaHaapTam GMP.

BoileykadaHHas cepusi oTBeYaeT TpeGoBaHUSIM HOPMATUMBHOW AOKyMEHTaLMN.

®uHanbHbIA cTatyc: OfobpeH Ans Bbinycka Ha PbIHOK

YnonHoMo4eHHoe Nuuo

24/03/2026

Homep npo6bi B LIMS: 167100 Ctpanvua: 4 us 4



M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-61501A

ToproBoe HaMMEHOBaHUE L-Tupokcun 50 bepnun-Xemu

MexnyHapoHOE HEMTATEHTOBAHHOE HAUMEHOBAHUE JleBOTHpOKCHH HATPUS

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas hopma Ta0JICTKH

Jo3upoBka 50 MKr

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

KapTOHHBIE

Howmep cepuu (maptum): 61501A

O0beM cepun(mapTun) 151 920

Jlata npousBoacTBa 01.2026

l'onen o 01.2029

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)-070725
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 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOMN pEerucTpanun

.v/>

.~ == Coxonos BJI.  15.05.2026
(monmuck) (mata)



SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


