CEPTUO®UKAT AHAJIN3A

HaumMeHnoBaHme npemnapara:

Cepus:

Cepus papmcydeTannum:
Jara npousBoacraa:
Cpok roguocru:
KoumuectBo:

YnakoBka:

Crpana:

HoMmep HOpMATHBHOI JOKYMEHTAIIUM:

Homep perncrpanmnonnoro
YI0CTOBEPEHMSI:
IpousBoacTBEeHHAS TJIOIIAKA:

HpOl/BBOIlCTBeHHaﬁ JIMUCH3UA:

IIpousBoauTe b CyOCTAHIIUM,

ajapec l'lpOPBBOIlCTBeHHOﬁ IJIOIIAAKH

Ceprupuxkar GMP EADC:

Lidiech x

BbpunTemHKC TaONETKH, TOKPHITHIC TIICHOYHON
06oouxoit 5 Mr Ne28 (6mucTep, madyka KapTOHHAS)
2883452

2866799

06.2026

06.2030

11 664 ym.

14 TabeTok B 6mucTepe, 2 OnucTepa B Iadke
KapTOHHOM

Poccus

JIII-Ne(010396)-(PT'-RU)-020625
JITT-Ne(010396)-(PT-RU)

X. Jlyanoex A/O, Orrunuagaii 9, DK-2500, Bans6to,
Jlanus (Bce cTaamm)
105269

X. JIyunoek A/O, Onnenseit 182, Jlymcac, DK-4500,
HroxoOunr Cesutang, JaHus
GMP/EAEU/RU/02809-2026

HacrosimuM noaTBep»naro, YTo BbIILIEyKa3aHHas MH(oOpMauus sBISETCA AOCTOBEPHON M IPaBUIIBHOM.
JanHas cepust npenapara (B T.4. aKTMBHBIA (papMalleBTUUECKUN HHIPEAUEHT) IPOU3BEICHA, BKIIOYAs
YTIaKOBKY/MapKHPOBKY M KOHTPOJIb KadeCTBa, B IOJTHOM COOTBETCTBUH ¢ TpeboBaHussMu GMP nokanbHBIX
PETYISATOPHBIX OpPraHOB W COOTBETCTBYET TPEOOBaHUSIM, YCTAaHOBJICHHBIM TMIPH TOCYJapCTBEHHON
perucTpanyy JIeKapcTBEHHOTo mpemnapara. OTY4eTsl 0 MPOM3BOACTBE, YIMAKOBKE M aHAIIM3E CEpUM ObUIM
MIPOBEPEHBI U MPU3HAHBI cooTBETCTBYOIMMU GMP.

08 cents0pst 2026

IMoamwuce Tloonucye

Marcus Perch

IlpencraButens YNOJIHOMOYEHHOTO JIMIIA, pa3peliarouiui

BBIITYCK CEpPHH

X. Jlyaabex A/O, Otrunuasaii 9, DK-2500, Banw6ro, Jlanus

JomomauTensHbie KOMMeHTapu# oT LleHTpa o0caykuBaHUS KINEHTOB:
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CEPTUO®UKAT AHAJIN3A

HauMeHnoBaHme npemnapara:

Liwdbech

BpuHTEIMKC TaOJETKH, MOKPHITHIC TNICHOYHOH
o0osoukoii 5 mr Ne28 (6iuctep, mavyka KapTOHHAs)

Cepus: 2883452
IToka3zareinb Pesyasrarel | Hopmbl
Omncanue CootBetcTByeT | TabiaeTkn MUHAAICBUIHON (OPMBI, TIOKPHITHIE
IUIEHOYHOM 000JIOUKOM CBETI0-)KEITOTO 1[BETA, C
tucHeHueM «TL» Ha ogHOM cTopoHe H «10» Ha
JIpyToi
ITonmmHHOCTE:
- BOXX CootBetcTByeT | JlomMycTUMOE OTKIIOHCHHE MEKTY HCITBITYEMBIM
W CTaHAapPTHBIM oOpasuamu < 0,2 MUH
- Y® crekrpockonus(200-350 CootBetcTByeT | COOTBETCTBYET CTAaHAAPTY
HM)
ORHOPOIHOCTH TO3UPOBAHBIX CootserctByeT | CoorBercTByeT EBp. ®apm. nu ®apm. CILIA nnn
€ IUHUIL I'd PO
- Kpwurepwuit npuemnemoctn, % | 2.2 <15.0
KonmuectBeHHOE OTIpeieIIeHAE, 99.0 Ot 95,0 1o 105.0%
B2XX,%
[Ipumecu:
- Lu AE58061 <0.05 He 6omee 0,5%
- Lu AF39904 <0.05 He 6omee 0,5%
- JIro6asg enuHUYHAS Cootserctryet | He 6onee 0,2%
HEeUJICHTH(OUIPOBAHHAS
MpUMeCh
-  Cymma npumeceit 0.1 He 6onee 2,0%
PactBopenue, % pacTBOpeHHOTO
BemecTna depe3 30 MuH:
- Mun 96 He menee 75% (Q) BopTHOKCETHHA OT
- Makc 100 3asIBIICHHOTO KOJIMYECTBA B TabneTKe uepes 30
- Cpenuuit 98 MHHYT
Coneprxanue Boasl o K @umepy, | 1

%

He 6oinee 5,0%

MI/IKPO6I/IOHOFI/I‘JCCK3$I YUCTOTA MMPOBOAUTCA HpOI/IBBOZ[I/ITCJ'ICM MEPUOANYCCKHU, HC PCIKC OZ[HOI>’I CCpUuu B

rofd.

Mepesod coomeemcmayem opuauHany

Kepu [1.B., Cneyuaaucm o Kayecmay,
00O CsuKc Xanckea
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CERTIFICATE OF ANALYSIS

Product name: Brintellix Tablets 5 mg

Batch no.:

API batch no.:
Manufacturing Date:
Expiry date:

Package size and type:
Quantity:

Dosage form:
Strength:

Country:

Normative documentation:

Marketing authorization
number:

Manufacturing site:

MIA No.:

Manufacturer of APl and

Manufacturing site:

EAEU GMP certificate no.:

2883452

2866799

06-2026

06-2030

14 tablets in a blister; 2 blisters in a carton
11664 Packs

Film-coated tablets
Vortioxetine 5 mg per tablet
Russia
LP-N2(010396)-(RG-RU)-020625
LP-N2(010396)-(RG-RU)

H. Lundbeck A/S, Ottiliavej 9, DK-2500 Valby, Denmark (all stages)
105269

H. Lundbeck A/S, Oddenvej 182, Lumsas

DK- 4500 Nykobing Sjaelland, Denmark

GMP/EAEU/RU/02809-2026

i 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.

September 8, 2026

Signature: (/('(WCAM D{f(’/t_/

Marcus Perch

QP-delegate authorising the batch reilease
H. Lundbeck A/S, Ottiliavej 9, 2500 Valby, Denmark

Additional remarks from the Customer Centre Supply:

Form_0127821/ Version 2/ SOP_03827 CMC_00080561_1
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CERTIFICATE OF ANALYSIS

Product name: Brintellix Tablets 5 mg

Batch no.: 2883452
Test: Results: Requirements:
Description: Conforms Almond shaped film-coated pink tablets

engraved with “TL” on one side
and 5" on the other side.

Identification:

HPLC, retention time: Conforms The difference between sample and standard
is 0.2 min.
UV spectrum (200-350 nm) : Conforms Conforms to standard

Uniformity of dosage units:

Content Uniformity: Complies Complies with Ph. Eur. and USP or Ph.
EAEU
Acceptance value: 22 Max. 15.0
Assay, HPLC, % of Label claim: 990 95.0-1050

| Impurities, % wi/w of active ingredient:

[ LuAE58061: <0.05 Max. 0.5
| LuAF39904: <0.05 Max. 0.5
Unknowns, each: Conforms Max. 0.2
Impurities in total: 0.1 Max. 2.0
Dissolution, % dissolved after 30 min.: Complies with Ph. Eur. and USP
or Ph. EAEU

Not less than 75% (Q) of vortioxetine
hydrobromide should be dissolved

after 30 min.
Min.: 96 4
Max.: 100
Average: 98
Water Content, KF, % wiw: 1 Max. 5

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