X. Jlyanoex A/O

Lawdbech

X

CEPTUO®UKAT AHAJIU3A

TpyxkcaJ, Ta0jieTKH, NOKPBITHIE MJIEHOYHOH 000,104K0i 25 Mr Nel100 (koHTeliHep)

Jdara npousBoacrTsa:

Cpok roguocru:

Crpana:

KounuecrtBo:

Jdo3upoBka:

Homep perucrpaniuoHHOro
YAOCTOBEpPEeHUsI:

YnakoBka:

JIuneH3usi Ha MPOU3BOACTBO:
CyOcTranums:

HaumenoBaHnue u aapec
NMPOU3BOICTBEHHBIX IUIOIIA/IOK
U TUIOIIA/IOK OCYIIECTBJISIFOIIUX
KOHTPOJIb Ka4ecTBa:

Cepus: 2887004

03.2026

03.2031

Poccus

6 720 ym.

TaOJIETKH, MIOKPBITHIC TUICHOYHON 000JI04KOM
ITN012057/01

100 TabnmeTok B KOHTEHHEpE

105269

XnopnpoTukceHa 25 Mr B TaOIIeTKe

X. Jlyanbex A/O, Orrunuasait 9, DK-2500, Bans6ro, Jlanus (Bce
CTauu)

X. Jlyanoex A/O, Onnenseit 182, JIymcac, DK-4500, HroxoOuHr
Cosunang, Janust (Tponu3BOIUTENs CyOCTAHITUH )

KommenTapun: Homep nopmaruBHoii goxymentanum: [T N012057/01-010411,
n3MeHenue 1-4
Ceprupuxar GMP EADC: GMP/EAEU/RU/00748-2023
MukpoOuoioruueckass 4YUCTOTa NpoBoAMTCS [IpomsBoauTenem
MEPUOINYECKH, HE PEKe OHOM CepHUH B TOI.
Homep cepuu cyoctanumm: 2766053, 2821889
IToxka3zarenn Hopmbi Pe3yabTarsl
Ornucanue OBaJibHBIE, JIBOSIKOBBIITYKIIbIC TAOIICTKH, CooTBeTCTBYET
MOKPBITHIC TUNICHOYHOH 000JIOYKOM, TEMHO-
KOPUYHEBOTIO [IBETA
ITogmuHHOCTE:
- BOXX Bpewms ynepxuBanus nuka xjaoprnpoTukceHa | COOTBETCTBYET
Ha XpOMaTorpamMme HCIBITYEMOTIO PacTBoOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHU
- YO-cneKkTpocKonus yAepKUBAHUA MTUKA XJIOPIPOTUKCEHA HA CooTBeTCTBYET
XpoMaTorpaMMe CTaHJapTHOTO pacTBOpa
CrieKTp HCIIBITYEMOT0 pacTBOpa JIOJHKEH
COOTBETCTBOBATb CIEKTPY CTaHAAPTA
OAHOPOIHOCTH TO3UPOBAHHUS:
- PacueTHO-MaccoBbIi MeTOR CooterctByet TpedboBanusimu EBp. @apm. u | CooTBeTcTBYET
®apm. CHIA
- Kpwurepwuit npuemnemoctnn | < 15,0 0,8
KonnuectBeHnoe Ot 23,8 10 26,3 24,8
onpenenenne, BOXX, mr
LUTaJI0NpaM/TadaeTKa
IIocToponHue npumecu:
- Lul14-118 He 6omee 0,3 <0,05
- Luo0-122 He Gonee 2 0
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X. Jlyanoex A/O

- JIobasg enuHUYHAS He 6omnee 0,2 CooTBeTCTBYET
HeUACHTU(UIIUPOBAHHAS
MIPUMECH

- CymmMa npumeceit He 6omnee 0,5 0,0

PactBopenmue, %
PacTBOPEHHOTO BEIECTBA

gyepe3 30 MuH: He menee 75 (Q) ot 3asBieHHOTO 100
- Mun CoNepKaHMs XJIOPIPOTHUKCEHa Thapoxopuaa | 103
-  Makc gepe3 30 MuH 102
- Cpennee

HacrosmumM moaTBep ka0, 4TO BBIIIEyKa3aHHAsT WH(GOPMAIHS SBISETCS ITOCTOBEPHON W MPABHILHOM.
Hannast cepusi mpemnapara (B T.4. aKTUBHBIH (hapMameBTUYECKU HHTPEINEHT) MPON3BEACHA, BKITIOYAs
YIaKOBKY/MapKHPOBKY W KOHTPOJIb Ka4eCTBa, B TIOJTHOM COOTBETCTBHH ¢ TpeboBaHusMru GMP okanpHBIX
PETYIASTOPHBIX OpPraHOB W COOTBETCTBYEeT TpeOOBaHHAM, YCTAHOBICHHBIM IIPH TOCYAapCTBEHHON
pEeruCTpaluy JIEKAPCTBEHHOTO Tpernapara. OTY4eThl O MPOU3BOJCTBE, YIIAKOBKE U aHAJIM3¢ CEPUH ObLIU
MIPOBEPEHEI U MPU3HAHBI COOTBETCTBYOMMME GMP.

Hara: 23 urons 2026
IToamucse Tloonuce
Artem Kudrya

[IpencraButens YIIOIHOMOUEHHOTO JIMIA, PAa3PEIIAIOIIMIA BBITYCK CEPUU
X. Jlyanoex A/O, Ortunuagaii 9, DK-2500, Bans6to, [lanus

Mepesod coomeemcmeayem opuauHany
Cmapuwuli cneyuaaucm no ka4ecmay OO0 «CauKc Xasnckea»

AHOpeesa E.A.
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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:

Certificate of Analysis
Truxal Tablets 25 mg

Batch: 2887004
03-2026
03-2031

Russia

6720 Packs

Film-Coated tablets

P N0O12057/01

Container of 100 tablets

105269

Chlorprothixene 25 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 document: P N012057/01-010411, var. 1-4
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 2766053 and 2821889

Test Requirements Results
Description Round, biconvex, dark brown, filmcoated Conforms
tablets
Identification, HPLC The retention times of Lu 00-014 in the Conforms
sample and in the standard solutions are
in accordance
Identification, UV Spectrum conforms to standard Conforms
Uniformity of Dosage Units
Mass variation Complies with Ph.Eur. and USP Conforms
Acceptance Value Max 15.0 0.8
Assay, mg ChlorprothixeneHCl / tablet 23.8-26.3 24.8
Degradation Products, % of active
ingredient
Lu 14-118 Max 0.3 < 0.05
Lu 00-122 Max 2 0
Unknown, each Max 0.2 Conforms
Unknown, total Max 0.5 0.0
Dissolution, % Dissolved after 30 minutes
Min Not less than 75% (Q) of the 100
Max labelled amount of Chlorprothixene is 103

LIMS Lot Num: 3746100
Product Grade: (CMC_013087_4)
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H. Lundbeck A/S

¢
Certificate of Analysis
Truxal Tablets 25 mg
Batch: 2887004
Test Requirements Results
Average dissolved after 30 minutes 102
| 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 23, 2026
Signature: Artem Kudrya
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: 3746100 Secure Report ID: 6273
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