M BERLIN-CHEMIE

MENARINI

Ceptudukar ananusa / Ceprudukat cooTBeTCTBUS

Mpoaykr:

[o3upoBka:

KonuyecTBO B ynakoBke:
MepBUuYHanA ynakoBkKa:
BHyTpeHHUI KOO npoAaykKTa:
Ne cepuu:

O6bem cepum (konuyecTBO
yNnaKoBOK):

[aTta usrotoBneHusn:
[ata aHanu3a:
CrtpaHa-umnoprep:
HaumeHoBaHue
npousBoaMTens:

Homep peructpauuoHHoro
yAOCTOBEpeHUs:

HopmaTtuBHas AOKYMeHTauua:

Homep npo6el B LIMS: 127563

L-TupokcuH 75 BepnuH-Xemu

75 mMkr NexkapcTBeHHasa dopma:
100 EnuHuua konuyectsa:
onuctep

F158840

52522A Homep aHanu3a:

50639 yn. YcnoBus XpaHeHus:
04/2025 FlopeH po:

14/07/2025 [ata Bbinycka cepuu:
Poccusa CrtpaHa Bbinycka cepum:

BepnvH-Xemu Al
JIM-Ne(005977)-(PI-RU)

JIN-Ne(005977)-(Pr-RU)-250624

Ctpanuua: 1 n3 5

TabneTkn
LUT.

127563

XpaHUTb Mpw
Temneparype He Bbille
30°C

04/2028

14/07/2025

FepmaHus



BERLIN-CHEMIE
MENARINI

Ceptudmkart aHanusa / Ceptudukat cCooTBeTCTBUSA

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpus
API UHdopmauus o npousBogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npousBogutens: 21744 PHM

SF HaumeHoBaHue: N/A
SF UHndpopmauumsa o npoussogutene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepuu npoussoputens: 52522

MpousBoauTtenu:

Mpoussoautens A®C

HaumeHoBaHue npousBoautens: Peptido GmbH - Peptido GmbH
Appec: Am Kraftwerk 6, 66450 Bexbach, Germany

HaumeHoBaHue: LEVOTHYROXINE SODIUM, HYDRATE

Homep cepum npousBogutens: 21744PHM

Homep nuueH3umn Ha npoussoacTso: N/A

Homep ceptudmkara coorsercteua GMP: DE_SL_01_GMP_2022_0012

MpousBoauTenb roToBO NieKapcTBeHHOI hopMbl

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - bepnun-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 BepnuH, Mepmanus

Homep nuueH3uun Ha npousBoacTBo: DE_BE_01_MIA_2023_0045
Homep ceptudukara coorserctBua GMP: DE_BE_01_GMP_2023_0080

YnakoBuuk/chacoBumk

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: NuHukep Ber 125, 12489 BepnuH, Nepmanus

Homep nuueH3um Ha npousBoactTBo: DE_BE_01_MIA_2023_0045
Howmep ceptudukara coorserctBua GMP: DE_BE_01_GMP_2025_0007

Bbipaya pa3peleHus Ha BbiMyCK
HanmeHoBaHue npousBoagutens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, l'epmanus

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2023_0045
Howmep ceptudukara coorsetctBua GMP: DE_BE_01_GMP_2025_0007

Homep npo6si B LIMS: 127563 CtpaHnua: 2 n3 5



BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudmkar cooTBeTCTBUA

MNMoka3atenb Cneuudukauus PesynbTaTbl YactoTa

UcnbiTanum
OnucaHue Genble unu noyTn Gerble C XXeNToBaTLIM COOTBETCTBYET
OTTEHKOM, Kpyrible, crnerka
BbINykIble TabneTku, C puckoit Ans fenexus
Ha OAHOW CTOpOHE
MoanuHHocTb (B3XKX)
J1eBOTUPOKCUH HaTpus BpPEMS YAEPXKUBaAHUS OCHOBHOIO Nuka Ha NONOXUTENBHO

XpomaTtorpaMmme UCMbITYyEMOro

pacTBopa 40fKHO COOTBETCTBOBATh
BPEMEH!

YAEPXNBAHWUS OCHOBHOTO MKa Ha
XpomaTorpamme CTaHaapTHOro pacteopa

NEeBOTUPOKCUHA
Lincreuna rugpoxnopuaa Ha XpomaTorpamme UCrbITYyeMOoro NONOXUTENbHO
MoHorugpart pacTBopa f,0KEH NPUCYTCTBOBATL MUK

COOTBETCTBYIOLLWIA NO BPEMEHN
YAEPXNBaHUS OCHOBHOMY NUKY Ha
Xpomarorpamme

CTaHAapTHOro pacreopa L-uucrenHa
rMAPOXIopUAa MoHornapara

PacTtBopeHue
JleBOTUpOKCUH-HaTpWii He meHee 75 % (Q) neBoTupoKkcuHa COOTBETCTBYET
HaTpuUA OT 3asiBIIEHHOrO COAEPXKaHUA
yepes 30 MuH
CpeaHee 3HauyeHune 100 %
NHauBuayanbHble 3Ha4YeHus 98 103 101 100 100 99 %
OcTarToyHas BMaxHocTb He Gonee 10 % 8 %
PoacTteeHHble npumecu (B3
XKX)
TINOTUPOHMH He Bonee 1.0 % <0,1%
(npumecs A)
3,3',5,5"- TeTpaiiofTUpoyKkcycHas He Gonee 0.5 % <0,1 %
kucnota (npumeck D)
3,3',5,5'-TeTpaiiogTupomypaBbunHas  He Gonee 0.5 % <0,1 %
kucnota (npumecsb H)
niobasn eguHUYHas He Gonee 0.5 % <0,1 %
HenaeHTUULNPOBAHHASA NPUMECH
CyMma BCex npumecen He 6onee 2.0 % <0,1 %
OAHOPOAHOCTL A03UMPOBaHUSA napameTp npuemnemocti Ans 10 eanHny COOTBETCTBYET

AosuposaHus < 15.0; napameTp

npuemnemoctu Ans 30 eanHuL,

fo3upoBaHus < 15.0 n HX oA HA N3 OTLENbHbIX

eAvHUY fo3upoBaHus He meHee 0.75M

1 He Bonee 1.25M
MapameTp npuemnemocTu, 5.5
JleBOTUPOKCUH-HATPU

Homep npo6el B8 LIMS: 127563 Crtpanuua: 3 u3 5



BERLIN-CHEMIE
MENARINI

MENARINI

Ceptudukar ananusa / Ceptucpukat cootBeTCTBUSA

KonuyectBeHHOE
onpegeneHue (BAXX)
J1leBOTMPOKCUH-HATPUIA 95 % - 105 % NeBOTUPOKCUHA HaTpUs B 103 %
TabneTke oT 3a8BNEHHOr0
coaepKaHus
KonuyecrtBeHHOe
onpeaeneHue (BAXX)
LincreunHa ruapoxnopuga He meHee 1 % oT 3asBMNEeHHOro 30 %
MoHorugpar KonuyecTsa

MukpoGuonoruyeckas
yucrtorta
O6Lee yncno aspobHbix He 6onee 10" 3 KOEB 11 <10 KOE/r
MUKPOOPraHu3MoB
MukpoGuonoruyeckas
yucroTta
O6LLee YnCno ApoXoKeBbIX U He 6onee 10"2KOEB 1T <10 KOE/r
NNecHeBbIX rpubos
Mukpo6uonoruyeckas
yucrorta
Escherichia coli oTtcytctBue B 11 COOTBETCTBYET
MoanuHHocTb (Y®-cnekTpodp
oTomMeTpus)
JleBOTUPOKCUH HaTpUA CMEKTPbI NOrMOLEHUS UCMBITYEMOro NONOXUTENbHO
pacTBopa 1 CTaHAapTHOro pacTeopa B
obnacTtu AnuH BonH oT 250 HM A0 450
HM AOMKHbI COOTBETCTBOBATbL APYr
APYry U UMETb MakCUMYyM MOrNOLEHNSI
npv gnuHe BonHbl 326 + 2 HM

Homep npo6el B LIMS: 127563 Crtpanuua: 4 us 5



ENARING

Y BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptudukat cooTBeTCTBUA

[MosicHeHne reHeanoruu:
APl AktuBHas papmauesTuyeckas cybcrtaHums
SF: Bank-npoaykT

YnakoBka: B coOoTBETCTBUM C yTBEPXKAEHHBIMU MaKETaMMU YMaKOBKM.
Mapkuposka: B cootBeTcTBuM ¢ gencteytowmm HI, cm. pasgen 1.3.2 Moayns 1 perucTpaumoHHOro 4oche.

Ceptudukar: A, HacToAWwMM 3aBepsio, YTO MHpopMaLMs, USNOXKEHHAS BbilLe, ABMSETCA TOYHOI U JOCTOBEPHOW. Mpouecc
NpPOn3BOACTBA A@HHOW CEpUM NpoAyKTa, BKIKOYAsi yNakoBKY/MapKUpOBKY U KOHTPOSb Ka4ecTBa, Obif OCYLLECTBIIEH B
MOSIHOM cooTBeTCTBUM C TpeboaHusmu GMP, yTBepXAEHHBIMU MECTHBIMU KOHTPONMPYIOLLMMUN OpraHamu, 1
cneuudrKaLmamMm perncTpaLMoHHOro yA0CTOBEPEHUSI UMMNOPTUPYIOLLEN CTPaHbI, Unu TpeGoBaHuaMM crieumdukaummn ans
NPOAYKTOB, NpeAHasHa4YeHHbIX Ans uccnegosaHnii. OTyeTbl 0 NPOU3BOACTBE, YNAKOBKE Y aHANMUTUYECKUX UCTIBITAHUAX
cepuvu Gbinn NpoaHanM3MpoBaHbl U NPU3HaHbI YA0BNeTBOpSOLWMMU cTaHgapTam GMP.

BbilueykasaHHas cepusi oTBeYaeT TpeboBaHWsSM HOPMaTUBHON LOKYMEHTaLuu.

®uHanbHbIi cTatyc: Ono6peH ANsi BbiNycka Ha pbIHOK

4
Dr. Nor@ert §tang
YnonHomMo4yeHHge nuuo

Homep npo6bi B LIMS: 127563 Ctpanuua: 5 us 5



M OO0 bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-52522A

ToproBoe HaMMEHOBaHUE L-Tupokcun 75 bepinn-Xemu

MexnyHapoHOE HEMATEHTOBAaHHOE HAUMEHOBAHUE 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): 52522A

O0beM cepun(mapTun) 50 639

Jlata npousBoacTBa 04.2025

l'onen o 04.2028

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

.v/>

ANfenapuamy, 2= Coxomo BJ.  10.02.2026

(moamuCH) (maTa)

ol apiues

HOpuagunyeckunii agpec: Poceus, 123317, r. Mocksa, MNpecHeHckas HabepexHas, g. 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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