M BERLIN-CHEMIE

MENARINI

Ceptudukar ananusa / Ceptucukar cooTBeTcTBUA

MpoaykT:

[o3upoBka:

KonuuectBo B ynakoBke:
lMepBUYHaA ynakoBKa:
BHyTpeHHUM KOA npoAaykTa:
Ne cepuu:

O6beM cepum (konmyecTBo
yNaKoBOK):

[ata usrotoBneHus:

HaTta aHanu3sa:
CtpaHa-umnopTep:
HaumeHoBaHue
npousBoaUuTens:

Homep perucTpaumoHHoro
YAOCTOBEpPEHMUS:

HopmaTtuBHasi fOKyMeHTauus:

Homep npobel B LIMS: 145679

L-TupokcuH 100 Bepnux-Xemu

100 mkr JlekapcTBeHHasa dopma:
100 (4x25) EnuHuua konuuyecrtBa:
Gnucrep

F158842

53550A Homep aHanu3a:

38640 yn. Ycnosus xpaHeHuUs:
07/2025 FoneH po:

12/11/2025 [aTa Bbinycka cepum:
Poccusa CTpaHa Bbinycka cepuu:

BepnuH-Xemun Al
JIM-Ne(006025)-(Pr-RU)

JIM-Ne(006025)-(Pr-RU)-260624

Ctpanuua: 1 us 4

TabneTku
LT,

145679

npu Temneparype He
Bbilwe 30 °C

07/2028
12/11/2025

repmanus



M BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucukar cooTBeTCTBUA

MpousBogutenu:

MpousBogutens A®C

HaumeHoBaHue npoussogutens: Peptido GmbH - Peptido GmbH

Appec: Am Kraftwerk 6, 66450 Bexbach, Germany
HaumeHoBanue: LEVOTHYROXINE SODIUM, HYDRATE
Howmep cepuu npousBogutens: 21759PHM

Homep nuueH3um Ha npoussoacTBo: N/A
Homep ceptudukarta coorsercteua GMP: DE_SL_01_GMP_2022_0012

MpousBoauTens roToBoM JiekapcTBeHHOW thopMbl

HaumeHoBaHue npousBoguTens: Berlin-Chemie AG - Bepnux-Xemu Al
Anpec: Temnenbxodep Ber 83, 12347 bepnuH, Nepmanus

Homep nuueH3un Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukaTta coorBetctBua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/dacoBLimK

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - bepnuH-Xemu Al

Appec: muHukep Ber 125, 12489 bepnuH, N'epmaHus
Homep nuueHsumn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008

Homep ceptudmkaTta coorBercTtBua GMP: DE_BE_01_GMP_2025_0015
Bblaaya pa3pelueHus Ha BbIMyCK

HaumeHoBaHue npousBogurens: Berlin-Chemie AG - Bepnun-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuueH3uu Ha npoussoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukarta coorBetcteua GMP: DE_BE_01_GMP_2025_0015

Homep npo6ei B LIMS: 145679 Crtpanuua: 2 us 4



BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudmkar COoTBETCTBUA

Moka3aTtenb Cneuudukauus PesynbTaTbl YactoTa
UcnbiTaHum

Onucaxue 6enble unu noytn Genbie ¢ XenTosaTbim COOTBETCTBYET
OTTEHKOM, Kpyrrnble, crerka
BbINyKnble TabneTku, C pUCKoii AN AeneHus
Ha O HON CTOPOHE
MoanuHHocTb (BAXKX)
JIeBOTUPOKCUH HaTpUs Bpems yAep>XUBaHUS OCHOBHOTO MuKa Ha NOMOXUTENbHO

XpomarorpaMmme UCHbITYeMoro

pacTBopa AOSHKHO COOTBETCTBOBATh
BpEMeHH

YAEPXNBAHNS OCHOBHOrO NKa Ha
XpomartorpamMmmMe CTaHaapTHOro pacTeopa

NneBoTUPOKCUHA
uMCTeMHa rmapoxnopuga Ha XpomaTtorpamme UCnbITyemoro NONOXUTEesNbHO
MoHOruapar pacTeopa A0JIKeH NpUCYyTCTBOBATbL MUK

COOTBETCTBYIOLLMIA MO BPEMEHM
YAEPXKUBAHUA OCHOBHOMY MUKY Ha
Xpomarorpamme

CTaHfapTHOro pacreopa L-uncrenHa
rMAPOXSIOPUAA MOHOMMApaTa

PacTtBopeHue
JleBOTUMPOKCUH-HaTpUiA He meHee 75 % (Q) neBoTMpoKcUHa COOTBETCTBYET
HaTpUs OT 3asiBNIEHHOIO COAepPXKaHus
yepes 30 MuH
CpegHee 3HayeHue 96 %
MHanBugyanbHble 3Ha4YeHus 95 96 96 95 96 96 %
OcTaTo4Hasi BNaXHOCTb He 6onee 10 % 9%

PoacrteeHHble npuMecu (B3 XKX)

TIMOTUPOHMUH He Gonee 1.0 % <0,1 %

(npumeckb A)

3,3',5,5"- TeTpanoaTMPOYKCYCHas He 6onee 0.5 % <0,1 %

kucnota (npumeck D)

3,3',5,5'-TeTpaitoaTpoMypaBbHas  He Gonee 0.5 % <0,1 %

kucnota (npumech H)

nobas eguHNYHas He 6onee 0.5 % <0,1 %

HeuaeHTnUUMpPoOBaHHas NPUMeCch

cymma Bcex npumecei He Gonee 2.0 % <0,1 %
OQHOPOAHOCTL A03UMPOBaHUs napameTp npunemnemoctu ans 10 eguHuy, COOTBETCTBYET

Ao3upoBaHua < 15.0; napameTp
npuemnemocTtu aAnsa 30 eanHuy

Ao3upoBaHusa < 15.0 1 HM 04HA U3 OTAENbHBIX
eAuHUL 03UpOoBaHusa He meHee 0.75M

n He 6onee 1.25M

MapameTp npuemnemocty, 4.4
JleBOTMPOKCUH-HaTpUiA
KonuyectBeHHOE
onpeaeneHue (BAXX)
JleBoTMpPOKCUH-HATPWUIA 95 % - 105 % neBOTUPOKCUHA HATPUA B 99 %
TabneTke OT 3aABNEHHOMO
copepxaHus

Homep npoGel B LIMS: 145679 Crtpanuua: 3 3 4



BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudmkar cooTBeTCTBUSA

Mokasartenb Cneuundukauus Pe3ynbTathbl YacTtoTa
UcnbiTaHui
KonuyectBeHHOE
onpepenexue (BAXX)
Lincrenna rugpoxnopuga He meHee 1 % OT 3asBnEHHOro 25%
MoHoruapar KonuyecTsa

Mukpobuonoruyeckas
yucrorta
O6Lwee uncno aspobHbIX He Gonee 10"3 KOEB1r1 . <10 KOE/r
MUKPOOPraHU3MoB
Mukpo6uonoruyeckas
yucrorta
ObLee Yncno ApoXOKEBbLIX U He Gonee 102 KOEB 1T <10 KOE/r
nnecHeBsbIX rpubos
Mukpobuonoruyeckas
yucrora
Escherichia coli oTtcytctBue B 11 COOTBETCTBYET
MoanuHHoCTb (Y®-cnekTpod
oToMeTpuUs)
JleBOTUPOKCUH HaTpUs CneKTpbl NOrMOLLEHUS UCTBITYEMOro NoNOXUTENBHO
pacTBopa 1 CTaHaapTHOro pacreopa B
obnactu AnuH BonH oT 250 Hm Ao 450
HM J,0IKHbI COOTBETCTBOBATb APYr
APYrY U UMETb MaKCUMYM MOTSIOLLEHUS
npu AnNuHe BonHbl 326 + 2 HM

[MosicHeHue reHeanornu:
APl AkTuBHas papmavreBTuyeckasi cybcraHums
SF: bBank-npoaykt

YnakoBka: B cOOTBETCTBUM C yTBEPXKAEHHBIMU MAKETAMM YMaKOBKU.
Mapkuposka: B cootBeTcTBuM ¢ AencTeylowmm HJ, cm. pasgen 1.3.2 Moayns 1 perucTpaumoHHOro JOChe.

CepTudukaTt: A, HACTOSILLMM 3aBEPSII0, YTO MHGOPMALINS, U3NOXEHHAs BbilLE, SBNAETCS TOYHOW M AoCTOBEpHON. Mpouecc
NPOM3BO/ACTBA AAHHON CEPUM MPOAYKTA, BKIOYas yNakoBKy/MapKUPOBKY U KOHTPOIb ka4ecTsa, Obln OCyLIECTBIIEH B
MOMHOM COOTBETCTBUM C TpeboBaHuamu GMP, yTBep>KAEHHLIMY MECTHLIMW KOHTPOMMUPYIOLLIMMI OpraHamu, u
cneumduKaLmaMi PErucTPaLmMOHHOTO YA0CTOBEPEHUs! UMMOPTUPYIOLLIe CTpaHbl, unn TpebosaHusMm cneumdukaumm Ans
NPOAYKTOB, NpeAHa3Ha4YeHHbIX Ans uccnefosaHuii. OT4eTbl O NPOU3BOACTBE, YNAKOBKE U aHANUTUYECKMX UCTIbITAHUSAX
cepum BbINK NPoaHanManpoBaHbl U NPU3HaHbI yaoBneTBopsioWwWmMMYU ctaHaaptam GMP.

BhilLleykasaHHas cepust oTBeyaeT TpeboBaHUsIM HOPMATUBHON JOKYMEHTaLMN.

A
®uHanbHbIA ctatyc: OgobpeH ANs BbiMycKa Ha PbIHOK / Q"ﬂ .
Aﬁ‘-’;;*

Dr. N&h=rAStang

YnonHoMo4YeHHOe nuuo

Homep npo6ei B LIMS: 145679 Ctpanuua: 4 n3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53550A

ToproBoe HaMMEHOBaHUE L-Tupokcun 100 bepaun-Xemu
MC)KIIYHapO[[HOe HEIMMAaTCHTOBAHHOC HAMMCHOBAHUEC .HGBOTI/IPOKCI/IH HaTpusia
(TpynmupOBOYHOE WIIH XMMHUYECKOE)

JlekapcTBenHas dhopma Ta0JICTKH

Jo3upoBka 100 mkr

®dopma BhITTyCKa 25 ., 6aucTtepsl (4 mT.), KOHTypHas

SIYEUKOBAas yIIaKOBKa,
IayKa KapTOHHAas

Howmep cepuu (naprun): 53550A

O0bem cepun(mapTun) 38 640

JlaTta mpou3BocTBa 07.2025

I'onen no 07.2028

HaumenoBanue wu  azgpec mnpousBoautens  (C poussoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Ynakomuk/pacoBuuk

(B IEPBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Brinyckawimmii KOHTPOJIb Ka4ecTBa —

bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u nata peructpaniioHHOTO yI0CTOBEPECHHS JITT-Ne(006025)-(PI'-RU) ot 26.06.2024
Howmep u nara HOpMaTUBHOM TOKYMEHTALMKU JITI-Ne(006025)-(PI'-RU)-260624
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KAAET:

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

(enapummy /7 L Pysanosa TB.  11.03.2026
(mogmuch) (mata)

ji/ A Menapuam»

000 “BepnuH-Xemu/A. MeHapuHu”

HOpuaounyeckunia agpec: Poceus, 123317, . Mockea, NpecHeHckana HabepexHas, . 10
lMo4ToBbin agpec: Poccua, 123317, . Mockea, MNpecHeHckaa HabepexHas, a. 10
TenedgoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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