COTEKC

3akpeIToe akunoHepHoe o6urecTBo «@apmPupma «CoTexe»

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

Manufacturing authorization license

Ceprudukar cepun nexkapcTBeHHOro npenapara Ne 686
(B cootBeTcTBUHM ¢ Pemennem Cosera EQK 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 npoxyxumu /
Name of the product

IlepeTor®

JlexapcTBennast popma /
Dosage form

KaIlCyJIbl

Jo3upoBKa (AaKTUBHOCTD) /
Strength (potency)

400 mr

Pazmep n THn ynakoBku /

14 xancys, ynakoBKH sUeHKOBEIe KOHTYpPHBIE (8), mauK

Package size and type KapTOHHBIE
NLEH ¢ Xonuna ansdocuepar
INN el

Homep cepuu /

Batch number 1580726

Dt of mamfocture. 03.07.2026
Tinphy o 30.06.2029
B 2711 yna

Crtpana HazHayeHus /
Destination country

Poccuiickas @enepanus

Perucrpanuonsoe ynocroseperue /
Registration certificate

Pe3yasTaTnl ananuzos/

Results of analysis

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

ITacmopt Ne 686 ot 08.09.2026 T.
Certificate of analysis

CepTHduKaTHI COOTBETCTBUSA
TpedoBanusM IIpaBua Hagnexameit
npounsBoAcTBeHHOoH npaktukn EAJC
AJIsl BCeX MPOU3BOACTBEHHbBIX

101 AA0K/

Certificates of GMP EAEU Compliance
of all sites

NeGMP/EAEU/RU/02630-2026
NeGMP/EAEU/RU/02632-2026

IIpousBoacTBO roTOBOI
JIEKAPCTBEHHOM (popmbI /
Finished dosage form manufacturing

000 «Aprnaii», Poccus

Anpec / Address:

Tomckas 0611., ToMckuit paiion, ceno Kanrait, yin. Venemmnas, . 1

IlepBuynas ynmaxoBka /
Primary packaging

3AO «Papmbupma «Cotexcy, Poccus

Anpec / Address:

MockoBckast 0011., .0.Ceprueso-ITocanckumit, 1. Benukoso, 1. 12

MepepaH yepes [lnafok 15.10.2026 14:27 GMT+03:00;
c4982cef-083¢c-4894-b6f3-ff5e4a14bcfc
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—— 3akpeIToe aknuoHepHoe o6mecTBo «®apm®Pupma «Cotexe»

Juyensus na ocywecmenenue npouzsoocmea JIC Ne JI012-00102-77/00010628

COTEKC Manufacturing authorization license

Bropnynas ynaxoBka /
Secondary packaging

3A0 «®apm®upma «Coteker, Poccus

Anpec / Address:

MocxoBckas 0011., 1.0. Ceprueso-Ilocanckuii, n. bemukoso, 1. 12

Brinyckanmuii KOHTPOJIb KadyecTBa /
Quality Control

3A0 «®apm®upma «Cortexcy, Poccust

Anpec / Address:

MocxkoBckas 0611, r.0. Ceprueso-llocanckuii, n. benukono, 1. 11

Haszsanue ADC /
API name

XomuHa ansdocuepaT ruapar

Ipoussogurens AOC /
API manufacturer

00O «buony, Poccus

Homep cepuu ADC /
API batch number

HacrostiiuM moaTBepIkaar0, YTO JaHHasi cepust ObLia NMpPOU3BENEHAa M IPOKOHTPOJIMPOBAHA B
COOTBETCTBUM ¢ JeicTByrommMu [lpaBmmamu Hampnexxameit npousBogctBeHHOM mpaxtuku EADC n
TpeboBanusiMu PerucTpaimoOHHOIO [JOChE CTPaHbl HA3HAYEHHUs, a Takke B COOTBETCTBHH CO

CHGHH(I)I’IKELHH}IMH 3apETUCTPUPOBAHHOTO IIPOAYKTA.

JIOKyMEHTHI 110 MPOM3BOACTBY (IIPUMEHHMMBIM CTaAMsIM) M KOHTPOJIIO KadecTBa IPOBEPEHBI U

0J100pEeHEI.

JItoOble OTKJIOHEHUS PacCiieOBaHbl B COOTBETCTBUHU C BHYTPEHHUMH NPOLEAypaMH U 0J00pEeHBI

VI0IHOMOYEHHEIM JIMIIOM.

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.

YoaHoMo4eHHO€E JIMI0
3A0 «®apmPupma «CoTexe»
Qualified person

CJSC «Sotex « PharmFirm»y

/nommncs/

Manuerko O.B.
Hoi%ie’

« b » i 20 A¢ T.
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NpenTudukaTop fokymeHTa c4982cef-083c-4894-b6f3-ff5e4al4bcfc - |

[okyMeHT nognucaH n nepegaH yepes onepatopa 310 AO «[d «CKB KoHTyp»

OpraHu3auus, COTpyAHMK [loBepeHHOCTb: per. HoMep, CepTudukar: cepuiHbIin [ata n BpemMs noagnvcaHus
nepvog AelcTBua n ctatyc HOMep, Nepuoa AencTBus
Moanucu @ 3akpbIToe aKLMOHepHOe 06LLECTBO B 2494ae62-7c04-4e86-ad1c-85e7c466ea2  7FEE816AT9CE1B9B41BDCCBFO 15.10.2026 14:27 GMT+03:00
oTnpasuTens: "®apmpupma "CoTekc" e 19E7367 Mopanuck cooTBeTCTBYET (aiiny
PomaHuunkoBa MpuHa BuktoposHa ¢ 08.12.2025 00:00 no 31.12.2026 23:59 € 29.05.2026 13:54 no AOKYyMeHTa
JoBepuTenb: 3aKpbIToe aKLMOHepHOe GMT+03:00 29.05.2027 14:04 GMT+03:00
o6uiectBo «dapmPupma «CoTeke» JloBepeHHOCTb npoLuna NpoBepKy

CtpaHuua 3m3 3



