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— 3akpeiToe akuuoHepHoe 00mecTBo «PapmPupma «CoTexe»

Prgesm——

S
e

COTEKC

—+ Jluyensus na ocywecmenenue npoussoocmea JIC Ne JI012-00102-77/00010628

Manufacturing authorization license

Cepruduxart cepum JekapcTBeHHOro npenapara Ne 156
(B coorBetcTBHM ¢ Pemmennem Cosera 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)

HasBanue npoayxuuu /

®
Name of the product Llepeton
JlekapcrBennas ¢popma /
D X KarCyJibl
osage form

Jo3upoBKa (AKTHBHOCTS) /
Strength (potency)

400 mr

Pasmep u THI ynakoBku /

14 karcy, ynakoBKY STYeWKOBBIE KOHTYPHEIE (8), mauku

Package size and type KapTOHHBIE
MHH / e i
INN oJIMHa anbdoclepar

Homep cepun /

Batch number 251225

Date of marfoeture 06.12.2025
phiaas ol 30.11.2028
gz:;egzceeplm / 2 754 ynax.

Crpana naznavenus /
Destination country

Poccuiickas ®@eneparst

Perucrpamuonnoe ynocrosepenmue /
Registration certificate

PesyabTaTh! anaau3os/

Results of analysis

JITT-Ne(002526)-(PT-RU) or 13.06.2023 .

[Tactiopt Ne 156 ot 24.02.2026 .
Certificate of analysis

CepTudurKaThl COOTBETCTBHSA
TpedoBanusim IlpaBuia HaaeKamei
NnpousBoAcTBeHHoH npakTuku EADC
JJISI BCEX MPOM3BOACTBEHHBIX
101 AN 0K/

Certificates of GMP EAEU Compliance
of all sites

NeGMP/EAEU/RU/01240-2024
NeGMP/EAEU/RU/01242-2024

IIpou3BoacTBO roToBOIl
JIEKAPCTBEHHOM (popmbI /
Finished dosage form manufacturing

000 «Aprmnaiid», Poccus

Anpec / Address:

Tomckas o6i., Tomckuit pation, ceno Kanrait, yir. Yenemnas, . 1

IlepBuuHast ynakoBka /
Primary packaging

3AO «Dapm®upma «Cotekcy, Poccust

Anpec / Address:

MocxoBckasi 0611., r.0.CeprueBo-ITocanckuii, . benukoso, 1. 12
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3akpbiToe akuuonepuoe odmecrTBo «@apmPupma «Corexe»

— + Jluyensus na ocywjecmenenue npoussoocmesa JIC Ne JI012-00102-77/00010628
COTEKC Manufacturing authorization license

Bropuunas ynakoka /

Samndlary pachening 3A0 «DapmPupma «Cotexe», Poccust

Anpec / Address:
Mockosckas 0611., r.0.Ceprueso-Ilocaackuii, n. benuxoso, a. 12

Bbinyckalomuii KOHTPOJIb KavecTsa /

Osality Control 3A0 «Dapm®@upma «Cotexcy, Poccus

Anpec / Address:
MockoBckast 061., r.0.CeprueBo-ITocanckuii, . bemkoso, a. 11

Haznarie ADC XonuHa anbdocuepar ruapar
API name HEp &l
Ipoussoaureas ADPC /

API manufacturer 000 «Dapmamen», Poccus
Homep cepuu ADC /

API batch number 277as

HacTosIIuM TIOATBEPIKAAIO, YTO JaHHAs cepHs Obpula NpoM3BeJeHa M MPOKOHTPOJMPOBAaHA B
COOTBETCTBHH C JeicTByIomMMH IlpaBunamu Hasurexxanteil mpousBoicTBennoi npaxkrtuku EADC u
TpeGoBaHUsIME PeriucTPalliOHHOTO JIOChE€ CTpaHbl Ha3HAYCHMS, a Talkoke B COOTBETCTBHU €O
crienu(UKaIUsIMKA 3apPEeruCTPIPOBAHHOTO IPOTYKTa.

JIOKYMEHTBI IO MPOM3BOJACTBY (MIPUMEHHMMBIM CTaJUsAM) M KOHTPOJIO Ka4yecTBa IPOBEPEHDBI M
0J100pEHBI.

JT106bIe OTKJIOHEHHS PACCIe0BAHBI B COOTBETCTBHY C BHYTPEHHHMH IIPOLEYPaMH U O0OPEHBI
YII0JIHOMOYEHHBIM JIULIOM.

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.

YnoaHoMo4yeHHOE JTHLLO

3A0 «®apm®Pupma «Corexe»
Qualified person T
CJSC «Sotex «PharmFirm» /A% NN « w»w 20 T
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ffa5d76a-9cbd-43e2-ad79-9afada65d580
CTpaHuuya 2 ms 3



NpenTudukaTop fokymeHTa ffa5d76a-9cbd-43e2-ad79-9afada65d580

[okyMeHT nognucaH un nepeaaH yepes onepatopa 310 AO «[d «CKB KoHTyp»

Moanucun
oTnpaBuTens:

OpraHusaumsi, COTPYAHUK

3akpbiToe aKLMoHepHoe 06LLecTBO
"®apmdrpma "CoTekc”

Becnanos [lMutpuii Bnagumuposuy
[JosepuTenb: 3akpbiToe akLiMoHepHoe
o6uiecTBo «dapmbupma «CoTeke»

[loBepeHHOCTb: per. HOMep,
nepuoj AencTensa u cTaTtyc

536aala4-a34a-4cde-9ald-7ae8bab4a3b
9

¢ 15.12.2025 00:00 no 31.12.2026 23:59
GMT+03:00
J10BEPEHHOCTb MPOLUsa NPOBEPKY

CepTtudukart: cepuiiHbiin
HOMep, nepuoj AeicTBuA

065A556E00C6B2FDA44677B89
1B27438FB

€ 21.04.2025 09:36 no
21.04.2026 09:41 GMT+03:00

[aTta v Bpemsi nognucaHmns

23.03.2026 15:31 GMT+03:00

Mopnuck cooTBeTCTBYET daiiny

AOKYMeHTa

|
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