MpoaykT:

[o3upoBka:

KonuuyecTBO B ynakoBke:
MNMepBUYHasa ynakoBKa:
BHyTpeHHUI Koa npoaykTa:
Ne cepuu:

Hdarta usroroBneHus:

CtpaHa-umnoprep:
HaunmeHoBaHue
npousBoAUuTEns:

Homep peructpaumoHHoro
yAOCTOBEpeHuUs:

HopmaTuBHasa nokymeHTaumsa:

Homep npotokona: 187713

M BERLIN-CHEMIE
MENARINI

CepTtudumkart aHanusa

L-TupokcuH 50 BepnuH-Xemu

50 mkr INlekapcTBeHHasn dopma:
50 (2x25) EauHuua konuuyecTBa:
6nuctep
1000164306_A
001689 Homep aHanu3a:
YcnoBusa xpaHeHus:
05/2026 FopeH po:
Oata aHanu3a:
Poccus CrtpaHa Bbinycka cepum:

BepnuH-Xemu Al
JIM-Ne(006003)-(Pr-RU)

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

Ctpanuua: 1 m3 3

TabneTku
LT

187713

npu Temnepartype He
Bbllwe 30 °C. XpaHuTb B
OPUrMHanNbLHOIN ynakoBke
(6nucTtep) ans 3awmTh
OT cBeTa.

05/2029
03/09/2026

Mepmanusa



MokasaTenb

OnucaHue

NoanuHHocTb (B3XX)
JleBOTUPOKCUH HaTpus

Lincrenna rugpoxnopuaa
MoHoruapar

PactBopeHue
JleBOTMpPOKCUH-HATPUIA

CpepHee 3HayeHne

OcTaToy4Has BraXXHoCTb

PoacreeHHble npumMecu (B3XKX)
JIMOTUPOHUH
(npumeck A)
3,3',5,5'- TeTpaioATUPOYKCyCHas
kucnota (npumeck D)
3,3',5,5'-TeTpaitogTupomypasbmnHas
kucnota (npumecs H)
nobas eguHnYHas

HeuaeHTUULMpoBaHHas NpuMech
cymma Bcex npumeceil

OQHOPOAHOCTL [03UPOBaHUA

[MapameTp npuemnemocTu,
JleBOTUPOKCUH-HATPUI

Homep npotokona: 187713

BERLIN-CHEMIE

MENARINI

Ceptudumkar aHanumsa

Cneuudukauus

Benble unu nouTu Genbie ¢ KenToBaTbiM

OTTEHKOM, KpYrmible, crierka
BbINyKIble TabneTku, C pUCkoi ANa AeneHuns

Ha OAHOW CTOPOHE

BpeEMSA yAepXuBaHnAa OCHOBHOIO Nuka Ha

Xpomartorpamme ucnbityemoro
pacTsopa AO0JIKHO COOTBETCTBOBATbH

BPEMEHN

YAEPXNBaAHUA OCHOBHOIO Nuka Ha
XpomaTorpamme CTaHgapTHOro pacrteopa

NeBOTUPOKCUHA

Ha XpomaTorpammMe UCMbITYEMOro
pacTBopa f,0KeH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLLWI N0 BPEMEHU
YAEPXKMBaHUS OCHOBHOMY MKy Ha

XpomaTtorpamme

cTaHAapTHoro pacreopa L-uucrenHa
rMApOXNopuaa MoHornapara

He meHee 75 % (Q) neBoTupoOKCUHA

HaTpus OT 3asBfIEHHOro cogepXaHna

yepes 30 MuH

He Gonee 10 %

He 6onee 1.0 %
He Gonee 0.5 %
He Gonee 0.5 %

He Gonee 0.5 %

He Gonee 3.0 %

napameTp npuemnemoctu ana 10 eguHu,
no3uposaHus < 15.0; napameTp
npuemnemoctyu Ana 30 eanHUL

fo3upoBaHus < 15.0 v HU OAHa U3 OTAENbHbIX
eAnHUL 403MpoBaHus He meHee 0.75M

n He Gonee 1.25M

Ctpanuua: 2 mn3 3

PesynbTaTthbl

COOTBETCTBYET

NOJSIOXKNTESIbHO

NoNOXUTENbHO

COOTBETCTBYET

91 %
8%
<0,1 %
<0,1 %
<0,1 %

<0,1 %

<0,1 %
COOTBETCTBYET

3.1

YacToTa

UcnbiTaHun



Mokasatenb

KonuyecTtBeHHOE
onpegenexnue (B3XX)
J1eBOTUPOKCUH-HATpUiA

KonuyectseHHoe
onpepaenexnue (B3XX)

Lincrenna rugpoxnopuga

MOHormgpar
Mukpo6uonoruyeckas
yucrorta

O6Lwee uncno aapobHbix

MUKPOOPraHU3mMoB
MukpoGuonornyeckas
yucroTta

ObLee Yncno fpodcKeBbIX 1

nyiecHeBbIX rpuboB
MukpoGuonorunyeckas
yucrtoTta

Escherichia coli
MoanuHHocTb (YP-cnekTpod
oToMeTpus)

J1eBOTUPOKCUH HaTpus

CepTtudmkat: BellueykasaHHas cepus oTBeyaeT TpeboBaHusM cneumdukaumm.

®uHanbHbIA cTaTyc: Of06peHo Ans BbiMycka YNOMHOMOYEHHbLIM fMLIOM.

M BERLIN-CHEMIE

MENARINI

CepTtudukar aHanunsa

Cneuudmkauma

95 % - 105 % NeBOTUPOKCUHA HATpUsi B
TabneTtke OT 3asBMNEHHOrO
coAepxaHus

He meHee 1 % OT 3asABfIeHHOro

He Gonee 10"3 KOEB1T

He Gonee 102 KOE B 1T

oTcytcTBue B 11

CNeKTpbl NOrMOLLEHUS UCMBbITYeMOro
pacTBopa ¥ CTaHAapTHOro pacteopa B
obnactu AnuH BonH ot 250 HM 30 450
HM [,0/KHbI COOTBETCTBOBATL APYr
APYry 1 UMETb MaKCUMYM MOrmnoLeHus
npu AnvHe BosHbl 326 + 2 HM

Moanucb MeHemkepa nNo KOHTPOJIIO KayecTBa:

Homep npotokona: 187713

o~

Dr. Samy Schwandt

Ctpanuuya: 3 un3 3

PesynbTatbl

100 %

21%

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

NONOXUTENbHO

[ata — 03/09/2026

YacToTa

UcnbiTanun




Product:

Mpopaykr:

Dosage:

[o3unpoBKa:

Pack Size:

KonuuecTBo B ynakoBkKe:
Packaging Type:
lNMepBuyHaa ynakoBKa:

Internal Product Code:

BHyTpeHHUI1 Kog npoAyKTa:

Batch no:

Ne cepun:

Number of Packages(Qty):

O6bem cepumn
( KonnMYecTBO YNaKOBOK ):

Date of Manufacture:
JaTta nsrotoBneHus:
Country of Destination:
CrpaHa-umnoprep:
Manufacturer:

HanmeHoBaHue
nponsBoanNTens:

Marketing Authorisation n.:

Homep perncrpaunoHHoro
YAOCTOBEPEHUA:

Normative Documentation:

HopmaTtuBHaa
AOKYMeHTauus:

£
4
<
z
w
H

BERLIN-CHEMIE
MENARINI

BATCH CERTIFICATE

Ceptudunkar coorBeTcTBMA

L-Thyroxin 50 pg 50

(2x25) TAB RU Pharmaceutical Form: TABLET

JlekapcTBeHHas ¢popma: TABNETKM
50 ug
50 (2x25) Pack Size Unit: N/A PIECES

EpnHnya Kkonnuyecrsa: N/A WLIT
BLISTER External Product Code: F164306
BJINCTEP Kop npogykra KnueHra:
1000164306 Date of Expiry: 31/05/2029

Fopen po.
001689 Date of Batch Release: 10/09/2026

[laTa Bbinycka cepum:
142433 PAC Batch Releaser Country: Germany

CTpaHa BbinycKa cepumn: FepmaHna
142433 NAY P . y P P

Analysis Number: 170000004120
20/05/2026 Homep aHanusa:

- . Store in the original package, Protect

RU Storage Conditions: from light, Do not store above 30°C
RU

BERLIN-CHEMIE AG

XPAHUTb B OPUTMHAJIbHOW YMAKOBKE,
BEPJINH-XEMW AT YcnoBuAa XxpaHeHMA: SAWULLATD OT CBETA, XPAHUTDb NPU
TEMMNEPATYPE HE BbILLUE 30°C

IN-Ne(006003)-(PF-RU)

NIN-Ne(006003)-(PF-RU)

JM-N2(006003)-(Pr-RU)

LIMS Report Num/
Homep otyeta B LIMS

BATCH CERTIFICATE

CepTudukaT cooTBETCTBUA

187713

Page of/Ctpanuua nusm 1/3 Print Date/[lata 10/09/2026
neyatu fJokymeHta 17:47:17 CET
Report Number/Homep otueta 100422 SAPHANADB H4P/00



BERLIN-CHEMIE
MENARINI

MENARINI

Manufacturers / Mpounssogutenn

Manufacturing site of bulk / MponsBoguTenb roToBOI1 NNIeKapcTBEHHOI pOpMbI

Manufacturer / HammeHoBaHue npousBoagutena: BERLIN-CHEMIE AG

Address / Agpec: Tempelhofer Weg 83 Berlin 12347 Germany / TepmaHus

Manufacturing Authorisation Number / Homep nuueH3un Ha NPoU3BOACTBO: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP Compliance / Homep ceptudukara coorsercteua GMP: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging / Ynakoswuk/dpacoBimk

Manufacturer / HamumeHoBaHue npoussogutens:. BERLIN-CHEMIE AG / BEPJIUH-XEMWU AT

Address / Appec: Glienicker Weg 125 Berlin 12489 Germany / FJINAEHUKEP BET 125 BEPJINH 12489 TEPMAHUA
Manufacturing Authorisation Number / Homep nuueH3un Ha NPOU3BOACTBO: DE_BE_01_MIA_2025 0008
Number of Certificate of GMP Compliance / Homep ceptudukara coorsercteua GMP: DE_BE_01 _GMP_2025 0015

Batch Release Site / Boigaua pa3speleHunsa Ha BbINycK

Manufacturer / HammeHnoBaHue npoussogutena: BERLIN-CHEMIE AG / BEPJINH-XEMW AT

Address / Agpec: Glienicker Weg 125 Berlin 12489 Germany / FMUEHUKEP BEI 125 BEPJIUH 12489 TEPMAHUA
Manufacturing Authorisation Number / Homep nuueH3un Ha NPoU3BOACTBO: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP Compliance / Homep ceptudukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Manufacturing site of APl / Mpounssogutrens AOC

Manufacturer / HammeHoBaHue npousBogutena: Peptido GmbH / Gesellschaft fliir Micronisierung mbH
Address / Appec: Am Kraftwerk 6 Bexbach 66450 Germany / TepmaHua

Name / HaumeHHoBaHye: LEVOTHYROXINE SODIUM

Manufacturer Batch Number / Homep cepum npounssogutena: 21863PHM

Manufacturing Authorisation Number / Homep nuueH3un Ha NPOU3BOACTBO: N/A

Number of Certificate of GMP Compliance / Homep ceptudukara coorsercrena GMP: N/A

LIMS Report Num/ 187713 Page of/Ctpannua nusmz2/3 Print Date/[lata ne4yaTn 10/09/2026
Homep otyeta B LIMS JOKYMeHTa 17:47:17 CET
BATCH CERTIFICATE Report Number/Homep otueta 100422 SAPHANADB H4P/00

CepTudukaT cooTBETCTBUA



BERLIN-CHEMIE
MENARINI

MENARINI

Explanation Genealogy / MosacHeHne reHeanoruu:
API: Active pharmaceutical ingredient / AKTuBHas ¢papmauLeBTUUYECKanA cy6cTaHUMA

Certification: | hereby certify that the above information is authenticate and accurate. This batch of product

has been manufactured, including packaging/labeling and quality control at the above mentioned sites(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

CepTudukar: f, HacToAWMM 3aBepAl0, YTO MHGOPMaLINA, U3NIOXKEHHanA Bblllle, ABNAETCA TOYHOI u gocToBepHoii. NMpouecc npousBogcTBa
AaHHOI cepun NPoAYKTa, BKIOUYaA YNaKOBKY/MapKUPOBKY 1 KOHTPOJIb KauecTBa, 6bin ocyuiecTB/ieH B NOIHOM COOTBETCTBUU C
Tpe6oBaHuaMu GMP, yTBepKAHHbIMU MECTHbIMU KOHTPONUPYIOWMMIN opraHamu, 1 cneunduKauusammn permncTpaunoHHoro
YAOCTOBEpPEHNA UMNOPTMpPYIOLLell CTPaHbl, Win Tpe6oBaHnAMY cneyndurKayum AN NPOAYKTOB, NpeAHa3HauYeHHbIX JNA NCCIef0BaHNA.
OTueTbl 0 NPON3BOACTBE, YNAKOBKE U aHAIMTUYECKUX UCMbITAHUAX cepum 6bIM NPoaHanu3npoBaHbl U NPV3HAHbI YAOBNETBOPAIOWMMY
craHgaptam GMP.

This certificate was issued by a validated computerized SAP and is valid without personal signature. / 3ToT cepTudpukar 6bI1n
CO3/aH C NOMOLLbIO BaIMANPOBAHHOI KOMMNbIOTEepU3NpOBaHHOI cuctembl SAP 1 geincreuteneH 6e3 nuyHou noagnucu.

Final Status / ®uHanbHbIfi ctatyc:  Approved for Market / Opno6peH anA BbinycKka Ha PbIHOK

Qualified Person Signature / Name / HaumeHHOBaHye: Date / faTa:
YnonHOMoO4YeHHOe nnyo:

Samy Schwandt - (Berlin Chemie QP CoC- QP Role 10/09/2026 17:47:15 CET /
UenTpanbHas EBpona

Date Format Explanation / ®opmar gatbl: dd/MM/yyyy hh:mm[:ss] aa/mm/rrrr yu:mm[:cc]

LIMS Report Num/ 187713 Page of/Ctpannua nusm3/3 Print Date/[lata ne4yaTn 10/09/2026
Homep otyeta B LIMS JOKYMeHTa 17:47:17 CET
BATCH CERTIFICATE Report Number/Homep otueta 100422 SAPHANADB H4P/00

CepTudukaT cooTBETCTBUA



M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne I1C-001689

ToproBoe HaMMEHOBaHUE L-Tupokcun 50 bepnun-Xemu

MexayHapoHOEe HEaTeHTOBAaHHOE HAUMEHOBaHHE JleBOTHpOKCHH HATPUS

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas hopma Ta0JICTKH

Jo3upoBka 50 MKr

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

KapTOHHBIE

Howmep cepuu (maptum): 001689

O0beM cepun(mapTun) 137 232

Jlata npousBoacTBa 05.2026

l'onen o 05.2029

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
CPEJICTB...»;

-cepusi JIEKAPCTBEHHOT'O IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAaHOBJICHHBIM IPU €ro
roCyJJapCTBEHHOMN pEerucTpanun

>

000 e \Myuapuniy__~——=— Coxonos BJ.  12.10.2026
(moamuce) (nara)

Hosep

Ne 6/H ¢

000 “BepnuH-XeMui

KOpunguyeckmnin agpec: Ps CovF 23307 7 Mockea, NpecHeHckas HabepexHas, 4. 10
[Mo4ToBbin agpec: Pocecua, ™32 1 #Vockea, NpecHeHcKkan 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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SOKOLOVA
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