CEPTUO®UKAT AHAJIN3A

HaumMeHnoBaHme npemnapara:

Cepus:

Homep cepun cyocTannum:
Jara npousBoacraa:

Cpok roguocru:
YnakoBka:

Kosimuectro:
Jo3upoBka:
Cyb6crannmus:
Crpana:

HoMmep HOpMATHBHOI JOKYMEHTAIIUM:

Homep perncrpanuonHoro
YIOCTOBEpPEeHHA:
IIpousBoacTBeHHas! MIOIIAAKA:

JInueH3us1 HA MPOU3BOACTBO:
IIpousBoauTe b CyOCTAHIIUM,

aJpec NPONU3BOACTBEHHOM IIOMIATKH:

Ceprupuxar GMP EADC:

Lidiech x

[umnpanekc, TabIeTKH, MOKPHITHIE TUICHOTHON
ob6osoukoii 10 mr, Nel4

2886364

2855019

04.2026

04.2029

14 tabnerok B OmucTepe, 2 OiucTepa B mavke
KapTOHHOM

34 506 ym.

TaOJICTKH, IIOKPBITHIC TUICHOYHON 000JI0YKOH
Ocnuranonpam 10 mr B TabneTke

Poccus

JII-Ne(011897)-(PT-RU)-290925
JII-Ne(011897)-(PT'-RU)

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

105269

X. JIyunoek A/O, Onnenseii 182, Jlymcac, DK-4500,
Hroxoobunr Cesumnann, Jlanus
GMP/EAEU/RU/02809-2026

HacrosmumM moaTBepx/1atw, 4TO BBINICyKa3aHHAs WH(OPMAIUS SIBISCTCS JTOCTOBEPHON M IMPAaBHIILHOM.
Jannast cepust mpernapara (B T.4. aKTUBHBIN (hapMalleBTUYCCKUI HHTPEIAVCHT) MPOU3BEACHA, BKIIOYAsS
YIaKOBKY/MapKHPOBKY W KOHTPOJIb Ka4e€CTBa, B TIOJTHOM COOTBETCTBHUY ¢ TpeOoBaHusMu GMP JokanbHBIX
PETYIATOPHBIX OPraHOB M COOTBETCTBYET TPEOOBAaHUSAM, YCTAaHOBJICHHBIM TIPU TOCYIapPCTBEHHOM
perucTpanuy JIeKapcTBeHHOTO mpemnapara. OTY4eThl O MPOU3BOACTBE, YIAKOBKE M aHAJIHM3e CEpHH ObLIN
MIPOBEPEHEI M MPU3HAHBI COOTBETCTBYOIIME GMP.

8 centsa0ps 2026

IMoamwuce Tloonucyw

Marcus Perch

IlpencraButens YMNOJIHOMOYEHHOTO JIMIIA, pa3pelIarouiui

BBIITYCK CEpUH

X. JIyunoex A/O, Orrunuagaii 9, DK-2500, Bans0ro, Jlanus

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

CEPTUD®UKAT AHAJIU3A
HaumeHoBaHUe npenapara: [umnpanekc, TabIeTKH, MOKPHITHIE TUICHOTHON
o6omouxoii 10 mr, Nel4
Cepus: 2886364

Iloka3zareib Pesyasrarel | Hopmbl

Omncanue CootBercTByeT | OBalbHEIE, TBOSKOBBITYKIIBIC TAOICTKH,
MOKPBITHIE TNIEHOYHOH 000I0UKOM, O€I0r0
LBETA C PUCKON 1 MapKUpoBKoH «E» n «L»
CUMMETPUYHO BOKPYT PUCKHU

ITonmmHHOCTE:

- BOXX, Bpems ynepxuBanuss | CoorBerctByeT | AR1 < 0,2 MHH ITO CpaBHEHHIO CO CTaHIAPTHBIM
pacTBOpOM

OIHOPOTHOCTE AO3UPOBAHUS:

- OpnnoponHocts no3upoBanust | CootBerctByeT | CooTBeTcTBYET TpeboBanusmu EBp. dapm. u
®apm. CHIA

- Kpurepuit npuemiieMocTs 8,3 <150

KonmuectBeHHOE OTIpeeIICeHAE, 9.9 Ot 9,5 10 10,5 mr

BOXX, mr scuuranonpama Lu

26-054/Tabnetka

PoacTBeHHbIe IpUMeECH:

- Lu14-017 <0,02 He 6omnee 0,1

- Lu29-215 <0,02 He 6oiee 0,2

- Lu29-075 0,0 He 6onee 0,2

- Lul1-305 <0,02 He 6omnee 0,1

-  Epuanunas Cootserctryet | He Gonee 0,1

HEUJICHTH(OUIPOBAHHAS
MpUMeCh

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

PactBopenue, % pacTBOpeHHOTO

BemecTna depe3 30 MuH:

- Mun 97 He menee 80% (Q) scuuranomnpama yepes 30

- Makc 103

- Cpennee 100 MHH

MI/IKpO6I/IOJ'IOFI/I‘l€CKaH YUCTOTA MMPOBOAUTCA HpOI/IBBOZ[I/ITeJ'ICM NEPUOANYCCKHU, HC PCIKC OZ[HOﬁ Ccpuun B
ron.

Mepesod coomeemcmayem opuauHany

Kepu [1.B., Cneyuaaucm o Ka4ecmay,
000 CsuKc Xanckea
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CERTIFICATE OF ANALYSIS

Product name: Cipralex Tablets 10 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:

2886364

2855019

04-2026

04-2029

14 tablets in a blister; 2 blisters in a carton
34506 Packs

Film-coated tablets

Escitalopram 10 mg per tablet

Russia

LP-N2(011897)-(RG-RU)-290925
LP-Ne(011897)-(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

%'pfl_d/.ﬁ ‘7> 2~eh.

Marcus Perch

Signature:

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

Additional remarks from the Customer Centre Supply:
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CERTIFICATE OF ANALYSIS

Product name: Cipralex Tablets 10 mg

Batch no.: 2886364

Test: Results: Requirements:

Description: Conforms White, film-coated tablets, oval, biconvex,
scored, marked “E” and “L” symmetrically around
the score.

Identification Conforms ARt £ 0.2 min. compared to standard

HPLC, retention time:

Uniformity of Dosage Unit:

Content Uniformity: Conforms
Acceptance Value: 8.3
Assay, HPLC, 9.9

mg Lu 26-054 / tabl.

Degradation Products, HPLC,
% wiw of Active Ingredient:

Lu 14-017: <0.02
Lu 29-215 <0.02
Lu 29-075: 0.0
Lu 11-305: <0.02
Unknowns (each): Conforms
Degradation Products in Total: 0.0

| Dissolution,

% dissolved after 30 min.

Min.: 97
Max.: 103
Avg.: 100

Complies with Ph. Eur. and USP
requirements

<15.0

9.5t010.5

IAIA IA IA IA A
Co0oo0o
N2 2NN -

The acceptance criteria stated in the current
USP is followed. No further testing than
stage 2 is permitted.

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