_— 3axpeiToe aknuoHepHoe o6mecTBo «@apm®Pupma «CoTexe»

COTEKC

Jluyensus na ocyuecmenenue npouzsoocmea JIC Ne JI012-00102-77/00010628

Manufacturing authorization license

Ceprudukar cepun iekapcTBeHHOro npemnapara Ne 953
(8 coorBercTBuH ¢ Pemmenuem Coseta EDK ot 03.11.2016 Ne 77)

The Batch Certificate for Medical Product
(in accordance with the Decision of the EEC Council of 03.11.2016 No. 77)

Hazsanue nipoxyxmmm /
Name of the product

JTuxdepp 100®

JlekapcTBennas gopma /
Dosage form

pPacTBOP TSI BHYTPUBECHHOT'O BBEACHU I

Jo3upoBka (AKTHBHOCTE) /
Strength (potency)

20 mMr/mi, 5 Mt

Pasmep u THI ynmaxkoBku /

aMIyJsl (5), ynakoBKH siueKoBbIe KOHTYpHBIE (1),

Package size and type MAYKH KAPTOHHEIE

MHH / -
XKenesa [II1] rumpokcu caxapo3HbIi KOMIUIEKC

INN

Homep cepuu /

Batch number ELF8ARS5030

Jara npoussoacrsa /

Date of manufacture 10.09.2025

I'ogen no /

Expiry date 31.08.2028

Pasmep cepun /

Batch size 14 519 ynak.

Crpana Ha3HaueHus /
Destination country

Poccuiickast @eneparus

Perncrpanuonnoe ynocrosepenmue /
Registration certificate

Pe3ynbTaThl anaanzos/

Results of analysis

JITT-Ne(010526)-(PT-RU) ot 10.06.2025 .

[Tacmopt Ne 953 ot 22.12.2025
Certificate of analysis

CepTudurarsl COOTBETCTBYS
TpedoBanusam IlpaBun namnexameii
NPOHU3BOACTBEeHHOH npakTuku EAIC
JJISI BCeX MPOH3BOICTBEHHBIX
IomagoK/

Certificates of GMP EAEU Compliance
of all sites

NeGMP/EAEU/RU/01240-2024

NeGMP/EAEU/RU/01242-2024

IIpon3BoacTBO roTOBOI
JieKapcTBeHHOM (popMbI /
Finished dosage form manufacturing

Omkrop Papmacerotukans Jlumuren, Mamust

Anpec / Address:

Plot No. J-174, J-168, J-168/1, MIDC, Tarapur, Boisar, Thane 401506, Maharashtra State, India

IlepBuuHast ynakoBka /
Primary packaging

Omkrop @apmacerotakan3 Jlmmuren, Mumaws

Anpec / Address:

J Plot No. J-174, J-168, J-168/1, MIDC, Tarapur, Boisar, Thane 401506, Maharashtra State, India
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COTEKC

3akpbiToe akumonepHoe o6mecTBo «PapmPupma «CoTexe»

Jluyensus na ocywecmenenue np0u360()cméa JIC Ne JI012-00102-77/00010628

Manufacturing authorization license

Bropuunas ynakoBka /
Secondary packaging

3A0 «DapmPupma «Cortekey, Poccust

Anpec / Address:

MockoBckas 00:1., 1.0. CeprueBo-Ilocanckuit, noc. benukoso, a. 12

Boinyckaouuii KOHTPOJIb KayecTBa /
Quality Control

3A0 «PapmPupma «Cotexcy, Poccus

Anpec / Address:

MockoBckast 0611., 1.0.CeprueBo-Ilocanckuit, noc. benukoso, a. 11

Bzt aADG 7 Kommexc xene3o caxapara

API name BEpaL
Ipoussoaurtenn ADC / "

AP mansitmtarer [paiin iparc & ®apwma JIta., Uaaus
Homep cepuu ADC /

API batch number IRLCF250.2

HacrostimuMm MOATBEpXIal0, YTO JaHHAs cepus Oblla MPOM3BEJEHAa M IPOKOHTPOIMPOBAHA B
COOTBETCTBHH ¢ JeicTByromuMu [IpaBunamu Hajutexxameid npousBoacTBeHHON npaktuku EADC n
TpeboBaHUSIMH PerucTpallMOHHOTO JOChe CTpaHbl HA3HAUEHMs, a TaKKE B COOTBETCTBHH CO
crenu(pUKanUsIMHU 3aPErUCTPUPOBAHHOTO MPOIYKTA. '

HOK}’MCHTBI IO IIPOHU3BOACTBY (HpI/IMeHHMbIM CTH,Z[I/IHM) H KOHTPOJIIO Kade€CTBa IIPOBEPEHLI U

0/100pEHBL.

JIto6ble OTKJIOHEHHS pacciaenoBaHbl B COOTBETCTBUU C BHYTPEHHHUMH IIpoHeAypaMu H O}IO6p€HLI

VY IoIHOMOYEHHBIM JTAIIOM.

I hereby confirm that this batch was produced and controlled in accordance with the current Rules
of Good Manufacturing Practice EAEU and the requirements of the Registration dossier of the
destination country, as well as in accordance with the specifications of the registered product.

Documents for production (applicable stages) and quality control are verified and approved.

Any deviations are investigated in accordance with internal procedures and approved by a

Qualified Person.

YnotHOMOYeHHOE JTHLO
3A0 «®apm®Pupma «Cortexe»
Qualified person

CJSC «Sotex « PharmFirmy
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[okyMeHT nognucaH n nepefax vyepes onepatopa 310 AO «[N® «CKB KoHTyp»

OpraHusaums, COTPYAHNK

[loBepeHHOCTb: per. HoMep, Nepuoy eicTBUA 1 CTaTyc CepTudukaT: CepuitHblil HoMep, Nepuoj AeNcTBUS

nO,E[,I'II/ICVI oTnpasuTens: Q 3aKprToe aKuMoHepHoe 06LLI,eCTBO a
"®apmpupma "CoTekc"
PomaHuunkoBa MpuHa BuktoposHa
JloBepuTenb: 3aKpbIToe akLMOHepHOe
o6LecTBo «dapmdupma «CoTeke»

2494ae62-7c04-4e86-ad1c-85e7c466ea2e
¢ 08.12.2025 00:00 no 31.12.2026 23:59 GMT+03:00
[loBepeHHOCTb npoLua npoBepKy

7FEE816AT19CE1B9B41BDCCBF019E7367
€ 29.05.2026 13:54 no 29.05.2027 14:04 GMT+03:00

NpenTudukaTop fokymeHTa 0dacf7a2-cde8-40c4-ba83-chea243a40f1

,D,aTa W BpeMsa noanucaHusa

29.06.2026 11:43 GMT+03:00
Mopanuck cooTBeTCcTBYET (any
[OKyMeHTa
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