CEPTUO®UKAT AHAJIN3A

HaumMeHnoBaHme npemnapara:

Cepus:

Jara npousBonacTea:

Cpok roguocrTu:

Crpana:

KosmyecTso:
JlekapcTBeHHas popma:
HomMep perucTtpanuoHHoro
YAOCTOBEepeHUsI:
YnakoBka:

IIpousBoacTBeHHAs TULIEH3US:
Cyb6crannmus:

HpOl/BBOIlCTBeHHaﬁ mjiomrajaxKa:

I[MpousBoaurtens cyocTaHIIUMH,

ajapec l'lpOPBBOIlCTBeHHOﬁ IJIOIIAAKH

HoMmep HOpMATHBHOI JOKYMEHTAIIUM:

EAEU GMP ceprudukar:

Liwdbech

bpunTeHKC TAa0NETKH, TOKPHITHIC TIICHOYHON
o6omouxoit 10 mr Ne28 (6mcTep, mauyka KapTOHHAS)
2873216

01.2026

01.2030

Poccus

28 026 ym.

TaOJETKH, TIOKPHITHIC TIICHOYHOW 000I0UKOM
JITT-Ne(010396)-(PT'-RU)

14 tabnerok B OmucTepe, 2 OiucTepa B mavke
KapTOHHOM

105269

Boprrnokcerun 10 Mr B TabneTke

X. Jlyunoek A/O, Orrunuagaii 9, DK-2500, Bans6to,
Jlanus (Bce cTaamm)

GMP cepruduxar Ne BJI P 10001419

X. JIyunoek A/O, Onnenseit 182, Jlymcac, DK-4500,
HroxoOunr Cesutang, JaHus
JIII-Ne(010396)-(PT'-RU)-020625
GMP/EAEU/RU/00748-2023

MuxkpoOuosorudeckas 4ACTOTa IpoBepsieTcs
MPOU3BOAUTEINIEM TIEPUOJMUYECKH, HO HE PEKE YeM
OZIVH pa3 B IO/l Ha MAPTHIO

Cepusi papmcyOCTaHIIUM:

2854058

HacrosimuM noaTBep»naro, YTo BbIILIEyKa3aHHas MH(oOpMauus sBISETCA AOCTOBEPHON M IPaBUIIBHOM.
JanHas cepus npenapara (B T.4. aKTHBHBIA (papMalleBTUUECKUN HHIPEAUEHT) IPOU3BEICHA, BKIIOYAs
YTIaKOBKY/MapKHPOBKY M KOHTPOJIb KadeCTBa, B IIOJTHOM COOTBETCTBUH ¢ TpeboBaHussMu GMP nokanbHBIX
PETYISATOPHBIX OpPraHOB W COOTBETCTBYET TPEOOBaHUSIM, YCTAaHOBJICHHBIM TMPH TOCYIapCTBEHHON
peTucTpanuy JIeKapCcTBEHHOTo mpemnapara. OTY4eTsl 0 MPOM3BOACTBE, YIMAKOBKE M aHAIIM3E CEpPUU ObUIN
MIPOBEPEHBI U MPU3HAHBI cooTBETCTBYoIMMU GMP.

Iloka3zareinb Hopmsl PesyabTarhl
Onucanue Tabnetkn MuHnaIeBUAHON GOpMBL, | COOTBETCTBYET
MOKPBITHIE TNICHOYHOH 000I0UYKOM
CBETJIO-3KEJITOIO 1[BETa, C
THcHeHHeM «TLy» Ha omHoOM
cTopoHe u «10» Ha npyroi
ITomnuHHOCTB:
- BOXX HomycTrMoe OTKIIOHEHUE MEXTY CooTBeTCTBYET
UCTIBITYEMBIM U CTaHIAPTHBIM
- Y® cnexrpockonus (200-350 obpasmamu < 0,2 MUH CoOTBETCTBYET
HM) CoOTBETCTBYET CTaHAAPTY
ORHOPOIHOCTH TO3UPOBAHBIX CootserctByeT EBp. @apM. u CooTBeTCTBYET
€ IMHUL] ®apm. CIIA wmn 'O PO
- Kpurepuit npuemnemoctu, % <15.0 1.2

1mn32ctp.
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KonunuectBennoe onpenenexue, Ot 95,0 mo 105.0% 98.7
BOXX, %
TIpumecn:
- Lu AE58061 He 60m¢ee 0,5% <0.05
- Lu AF39904 He 60mee 0,5% <0.05
- JIro6ast eqHUYHAS He 6onee 0,2% CooTBeTcTBYET
HEUJICHTU(OUITUPOBAHHAS
MPUMEChH
- Cymma mpumeceit He 6onee 2,0% <0.05
PactBopenue, % pacTBOPEHHOTO
BeniecTBa yepe3 30 MuH:
- Mun He menee 75% (Q) Boptuokcetuna | 96
-  Makc OT 3asBJICHHOTO KOJTMIECTBA B 99
- Cpenuuit Ta0JIETKE 98
Coneprxanue BogsI o K. @umepy, 1
% He 60x¢ee 5,0%

08 urons 2026

IMoxamuce

Toonuce

SHfin[OK (1
IpenacraButens YHOMHOMOYCHHOTO JIHIA, Pa3periaroIinit
BBIMTYCK CEPHUU
X. JIyunoex A/O, Orrunuasaii 9, DK-2500, Bans0ro, Jlanus

HOHOJ’IHI/ITCJ'H:HBIG KOMMCHTAapuu OT LICHTpa 06CJ'Iy)KI/IBaHI/I$I KJINCHTOB!:

Mepesod coomeemcmeayem opuauHany
Kepu /1.B., Cneyuaaucm o Kayecmay,
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000 Céuxc Xanckea
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H. Lundbeck A/S

Manufacturing Date:
Expiry Date:
Country:

Quantity:

Dosage form:

Marketing Authorization No:
Package size and type:
Manufacturing Auth. No:

Strength/ Potency:

Name and address of manufacturing

and quality control sites:

Comment/ Remarks:

Test

Certificate of Analysis
Brintellix Tablets 10 mg

Batch: 2873216
01-2026
01-2030

Russia

28026 Packs

Film-Coated tablets
LP-N2(010396)-(RG-RU)

14 tablets in a blister; 2 blisters in a carton
105269

Vortioxetine 10 mg per tablet

H. Lundbeck A/S, Ottiliavej 9, DK-2500 Valby, Copenhagen, Denmark
(All stages)

H. Lundbeck A/S, Oddenvej 182, Lumsaas, DK-4500 Nykobing Sjaelland,
Denmark (API)

Normative documentation: LP-N0(010396)-(RG-RU)-020625

EAEU GMP certificate: GMP/EAEU/RU/00748-2023

Microbiological purity performed by the Manufacturer periodically, but
not less than one batch per year

API batch 2854058

Requirements Results

Description

Identification, HPLC

Almond shaped film-coated light yellow Conforms
tablets engraved with "TL" on one side

and "10" on the other side

The difference between sample and Conforms

standard is max. 0.2 min.

Identification, UV spectrum (200-350 nm) Conforms to standard Conforms
Uniformity of dosage units

Content Uniformity Complies with Ph.Eur and USP or Conforms

Ph.EAEU

Acceptance Value Max 15.0 1.2
Assay, HPLC % of Label Claim 95.0 - 105.0 98.7
Impurities, %w/w of active ingredient

Lu AE58061 Max 0.5 <0.05

Lu AF39904 Max 0.5 <0.05

Unknowns, Each Max 0.2 Conforms

Impurities in total Max 2.0 <0.05
Dissolution, % Dissolved after 30 minutes

Min Complies with Ph.Eur and USP or 96

Max Ph.EAEU. Not less than 75% (Q) of 929

LIMS Lot Num: 3630753 Page 1 of 2 Secure Report ID: 6215

Product Grade: (CMC_00080562_1)

Print Date: 19-Jun-2026 14:25



H. Lundbeck A/S

¢
Certificate of Analysis
Brintellix Tablets 10 mg
Batch: 2873216
Test Requirements Results
Average vortioxetine hydrobromide should be 98
dissolved after 30 minutes
Water Content, KF, % w/w Max 5 1
| hereby certify that the above information is authentic and accurate. This batch of product (including API) has been
manufactured, including packaging/labelling and quality control in full compliance with the GMP requirements of the
local Regulatory Authority and complies with the requirements laid down in the Marketing Authorisation of the
medicine. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.
Date: Jun 19, 2026
Signature: Marcus Perch
QP-delegate authorizing the batch release
H. Lundbeck A/S, Ottiliavej 9, 2500 Valby, Denmark
This COA has been signed electronically. It is valid without a handwritten signature.
LIMS Lot Num: 3630753 Secure Report ID: 6215
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