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3akpreiToe aknuoHepHoe 00mecTBo «@apm®upma «CoTekcey
Jluyensus na ocywecmenenue npoussoocmea JIC Ne JI012-00102-77/00010628

Manufacturing authorization license

Ceprudukar cepuu JiekapcTBeHHOTro npenaparta Ne 455
(B cooTBetcTBUM ¢ Pemwennem Cosera EDK ot 03.11.2016 Ne 77)

The Batch Certificate for Medical Product
(in accordance with the Decision of the EEC Council 0f 03.11.2016 No. 77)

Haszpanue npoxyxmmu /
Name of the product

KommmuramB®

JlexapcrBennas ¢gpopma /
Dosage form

PacTBOp OJId BHYTPUMBIIICYHOTO BBEICHU

Jo3upoBka (AKTHBHOCTH) /
Strength (potency)

2 MIT

Pa3zmep u THI ynakoBKu /
Package size and type

aMITyJIBl CBETO3ALIUTHOTO CTeKa (5), YIIaKOBKH
A4YENKOBBIE KOHTYpHBIE (1) mayku KapTOHHBIE

]hj/lng / [TosmMBUTaMUHEI [TapEHTEPATBHOE BBEJEHHE |
Batchmber 220526

Date of mamsocture. 16.05.2026

g)(c)][;;]; ?12;/6 31.05.2029

gz;xzezzceepnu / 52 401 ymaxk.

Crtpana HazHa4YeHns /
Destination country

Poccuiickas @eneparmst

Perucrpannonnoe ynocrosepenue /
Registration certificate

PesyabTaThl anann3os/

Results of analysis

JITI-Ne(009810)-(PT-RU) ot 17.04.2025 .

[acmopt Ne 455 ot 05.06.2026
Certificate of analysis

CepTHdHuKaThI COOTBETCTBHSA
TpeboBannam Ipasna Hapuexamei
NMpou3BoACTBeHHON npakTukn EA9C
JJISE BCEX MIPOU3BOACTBEHHBIX
MJI0IMAX0K/

Certificates of GMP EAEU Compliance
of all sites

NeGMP/EAEU/RU/02629-2026

NQGMP/EAEU/RU/0263 0-2026

IIpousBoacTBO roToBoit
JIEKAPCTBEHHOI Gopmbl /
Finished dosage form manufacturing

3A0 «®apmPupma «CoTexcy, Pocens

Anpec / Address:

Mockogckast 0011., 7.0. CeprueBo-Ilocanckuit, 1. Benuxoso, 1. 10

MepepaH yepes [inafok 15.10.2026 14:22 GMT+03:00;
835728f-2126-426d-8fa6-479640344a1f
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3akppiToe akumonepHoe oomecTBo «Papm®Pupma «CoTexc»
Jluyensus na ocywecmenenue npouzsoocmea JIC Ne JI012-00102-77/00010628

COTEKSC Manufacturing authorization license
He.p BIMHAM YHAKOBKA / 3A0 «@apmDupma «Cotekey, Pocens
Primary packaging
Anpec / Address: )
MockoBckas 0611, r.0. CeprueBo-Ilocanckuii, . benukoso, a. 10
Bropranas yraionia / 3A0 «DapmOupma «Cotekey, Poccns
Secondary packaging
Anpec / Address:
Mockosckas 061., r.0. CeprueBo-Ilocanckuii, 1. benukoso, 1. 10
Bbm.ycxa}onmu KOHTPOIl KAECTE / 3A0 «Dapm®upma «Cortekey, Poceus
Quality Control
Anpec / Address:
Mockosckas 061, r.0.CeprueBo-Ilocanckui, 1. beaukoso, a. 11
Haraume AR | TuaMuHa TEAPOXIOPULT
API name .
Ipomssogurens ADPC /
APT momufactirer JICM Hytpuman [ponakre ['M6X, I'epmanus
Homep cepuu ADC /
API batch number UQ50515230
Hassanue A®C / g
API name [TupumoKcHuHa THAPOXIOPUT
Ipoussoautenp ADC /
API manufucturer JICM Hyrpuman [Iponakre I'm6X, I'epmanus
Homep cepuu ADC /
API batch number UQAabete3
Hagnamme AL/ Butamun B12 xpuctammmdeckuit
API name
Ipoussogurens ADC /
APT manufacturer EBpoanu ®panc, @panuus
Homep cepuu AD®C /
API batch number HAL2IB0T0%
Haszsanne A®C /
API name JImmoxanHa TUIPOXJIOPUT
Ipoussoaurens ADC / ..
T — ['youk baitocaitencus Jita., Unnus
Homep cepuu AD®C /
API batch number ABZAN2I08

HacrosmuM I[OATBEP)KIAl0, YTO JaHHas cepus ObUla IPOU3BENEHAa M INIPOKOHTPOJMPOBAHA B
COOTBETCTBHHM ¢ jeictByrommmu [IpaBunamu Hamnexareil npousBoacTBeHHON npakTuku EADC u
TpeGOoBaHUAMH PerucTpallMOHHOIO [OChE CTPaHbl Ha3HAYEHHsd, a TakXKe€ B COOTBETCTBHH CO
crenu(UKAIISIMA 3apETHCTPUPOBAHHOIO IIPOAYKTA.

JIOKYMEHTBI 110 TPOM3BOACTBY (IPHUMEHMMBIM CTaAMsAM) M KOHTPONIO KaueCTBa MPOBEPEHBI U
0100pEeHBI.

JIt00ble OTKJIOHEHHSI PACcCIIeIOBAHBI B COOTBETCTBUM C BHYTPEHHUMH IIPOLENYPaMU M OJOODEHEI
VY IOTHOMOYEHHBIM JTHLOM.
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3akpbiToe aknuoHepHoe 00mecTBo «®apm®Pupma «CoTeke»

= Juyensus na ocyuecmenerue npoussoocmea JIC Ne JI012-00102-77/00010628
COTEKC Manufacturing authorization license

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 i
Qualified Person.

VnosHoMo4ueHHOE JUI0 W Manuyenko O.B.
3A0 «Papm®Pupma «CoTexc» ATTOATHEE! DU/
Qualified person

CJSC «Sotex «PharmFirmy

« 77w o6 20 26 T.
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MaeHTudukaTop gokymenTa 835f728f-2126-426d-8fa6-479640344a1f - |

[okyMeHT nognucaH un nepeaaH vyepes onepatopa 310 AO «[P «CKB KoHTyp»

OpraHu3auus, COTpyAHMK [loBepeHHOCTb: per. HOMep, CepTudukar: cepuiHbIin [ata v BpemMs noanvcaHus
nepvog AencTeusa n ctatyc HOMep, Nepuoa AencTBus
Moanucu @ 3akpbiToe aKLMOHepHOoe 06LLECTBO B 2494ae62-7c04-4e86-ad1c-85e7c466ea2  7FEE816AT9CE1B9B41BDCCBFO 15.10.2026 14:22 GMT+03:00
oTnpasuTens: "®apmpupma "CoTekc" e 19E7367 Mopanuck cooTBeTCTBYET (aiiny
PomaHuyunkoBa MpuHa BuktoposHa ¢ 08.12.2025 00:00 no 31.12.2026 23:59 € 29.05.2026 13:54 no AOKYMeHTa
JoBepuTenb: 3aKpbIToe akLMOHepHOe GMT+03:00 29.05.2027 14:04 GMT+03:00
o6uiecTBo «dapmbupma «CoTeke» JloBepeHHOCTb MpoLuna NpoBepKy

CtpaHuua 4 ns 4



