AEKITAPALIUA O COOTBETCTBUM

AEKNAPAHT, MPUHUMAIOLLUA OEKITAPALIUIO O COOTBETCTBUM:

AQ "P-®apm”, MexpaitoHHas nHcnekuus deaepansHoi Hanorosoi cnyxGel Ne 46 no r. Mockee, OIPH:
1027739700020 or 17.08.2001, agpec: 123154, Poccun, r. Mocksa, yn Bepaapuna, 4 19, k 1, Ten: +7(495) 956-7937
B nuue: NeHepansHoro gupekropa UrHateesa B.T.

[loBepeHHoe nuuo: AlimansauHosa E. M.

[NlosepeHHocTb N2 1004/4 ot 18.09.2017

SAABINAET, YTO NEKAPCTBEHHOE CPEACTBO:

Tpykcan, TabneTku, NOKpbITLIE NNEHOUHOR 060M04KOIA, 25 Mr 100 LT., KOHTeHHepbI (1), NaYKK KAPTOHHBLIE, per. ya.
Ne 1 N012057/01 ot 01.04.2011 , cepus 2614123, rogeH po: 01.01.2024, naptus: 480 ynakosok. [Jorosop Kynnu-
npofaxu u noctasku Ne 04/2014-RU ot 13.03.2014, nHeoiic Ne 9103040593 ot 21.06.2019

BbiNNyCKaemMoe Uarotosutenem. Kog OKMNA2:

X. NynaGex A/O, flaHms/H. Lundbeck A/S, Ottiliavej 9, DK-2500 Valby, Copenhagen, Denmark, 21.20.10.235
crpana: danus

Kog THB3A:
COOTBETCTBYET TPEBOBAHUAM: 3004900002

M N0O12057/01-010411, nam. Ne1,2

AEKINAPALUWA NPUHATA HA OCHOBAHUU

Mpotokon ucnbitanuid Ne 4237 TN ot 09.07.2019, OO0 "LieHTp KoHTpons kadectsa Buonaid”, atrecrar
akkpegutaumm: RA.RU.21LIK01 or 22.07.2015. CepTudhukar cooteetctaus Ne POCC DK.®B14.C85577 ot 09.07.2019
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CBegeHun o perncrpauuu geKknapaumMm o COOTBEeTCTBUMU

3AO "Texxauectso", 109044, r.Mockea, yn. [lunamosckas, A. 1A, od. 400, Ten.: +7 (495) 676-5417, chaxc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285189, Attectat per. Ne POCC
RU.0001.11®B14 sbinan ®egepancHoil cnyx6oit no akkpeauTauum

[aTta peructpaumu: 10.07.2019

C ja_, NoBbpoTuH A.B.

(nolinnce) (@amunus, MHMUMANLI)
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CEPTH®UKAT AHAJIM3A
(CERTIFICATE OF ANALYSIS)
Mpoaykr: (Product) Tpywean, Tadnerkn nOKpbITLIE 1eHOYHOI obosoukoii 25 mr
(Truxal Film coated tablets 25 mg)
Cepusi Ne: (Batch no.) 2614123
Jarta npousBoacTsa: (Manufacturing date) 2019.01
Cpok roaHocTu: (Expiry date) 2024.01
KonnuectBo: (Quantity) 681,605 TaGieTkH Tablets
Test: Results: Requirements:
Onucanue: CootBeTcTBYET Kpyrnbie, 1BOAKOBLINYKIIbIE TabNETKH, OKPbITbIE
Description: Conforms MIEHOYHOH 000J0UKO#, TEMHO-KOPHYHEBOIO LBETA
Round, biconvex, dark brown, film coated tablets
[TopnuuuocTs, BOWX: CootBercTByeT Bpems ynepiuBaHus HKa XJ0PNpOTHKCEHA HA
Identification, HPLC: Conforms XpOMaTorpaMme UCIbITYEMOro pacTBopa A0JKHO
COOTBETCTBOBATEL BPEMEHH YICPIKUBAHMS MHKA
XJIOPMPOTHKCEHA HAa XpOMATOrpaMMe CTaHAapTHOTO
pacTBopa
The retention times of chlorprothixene in the sample and the
standard solutions are in accordance
ITonuuHoCTb, YD-crieKTpocKonus: CootseTcTBYET CnekTp MCTILITYEMOro pacTBOpa A0MKEH
Identification, UV: Conforms COOTBETCTBOBATH CMEKTPY CTaHAApTa

OﬂHOpOﬂHDCTB JAO03HPOBAHHKIX

CAHHHI

Uniformity of Dosage Units
PacucTHO-BECOROH METOJL CoorBercTByeT
Mass Variation Conforms
Kputepuit npuemnemoctu 1.4

Acceptance Value

Konunuectsennoe OnpeieNIeHHe, MI

XJIOPNPOTHKCEHA ruapoxnopuy/tabn.:  25.1
Assay, mg chlorprothixene HCl/tablet:

Spectrum conforms to standard

Cootsetctyet TpeboBanuam Esp. ®apm. u Gapm.

CUIA
Complies with Ph. Eur. and USP Requirements

<15.0 %

Ot 23,8 10 26,3

Report ID: Manual certificate CMC_013087 4 RU
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CEPTHOMKAT AHAJIM3A ‘11 x

(CERTIFICATE OF ANALYSIS)

[MpoaykT: (Product) Tpykcan, TabieTkn noKpbIThLIE MIeHOMHO 000404K0I 25 M
(Truxal Film coated tablets 25 mg)
Cepus Ne: (Batch no.) 2614123
Jara npoussojcersa: (Manufacturing date) 2019.01
Cpox roaHocT: (Expiry date) 202401
KonnuecrBo: (Quantity) 081,605 TaGneTku Tablets
Test: Results: Requirements:
[MTocTopouuue npumecu, % ot
colieprkanus ACHCTBYIOIETrO
BELLECTBA:
Degradation Products, % of active ingredient He Gonee (Max) 0,3%
Lu 14-118: Below quantification limit/
Hwxke npenena onpeaeicHus
Lu0-122: 0 He Gonee (Max) 2%
Kaxcnas Henaentnduumpyemas CootsercTByer He Gosee (Max) 0,2%
MpUMeECh: (Unknowns, each:) Conforms
CyMma HeueHTH(ULUPOBAHHBIX He Gonee (Max) 0,5%
npumMeceii: (Unknowns in Total:) 00
PactBopenue, % pacTBOpeHHOTO
BetecTsa yepes 30 Mun: He menee 75% (Q) ot 3asBieHHOro
Dissolution, % Dissolved after 30 Minutes: coliepyKaHuA XJIOPNPOTHKCEHA rMAPOXJIOpHIa
MuH Min. 98 yepes 30 Mun
Makc Max. 101 Not less than 75% (Q) of the labelled amount of chlorprothixene
Cpczmuﬁ‘ Average: 100 HCl is dissolved after 30 min

Hactosiums noATBEpIKAAI0, 4T0 BhILICYKA3AHHAN HHPOPMALLE ABIKETCH JOCTOBEPHON M NpasuibHON. Jlaunas cepus npoAyKkTa (B T.4. aKTHBHBIH
(hapMaLeBTHYECKHI HHFPEAHEHT) NPOH3BEACHA, BIUIOYANA YNAKOBKY/MAPKHPOBKY H KOHTPO/Ib KAYCCTBA, B MOJIHOM COOTBETCTBHE ¢ Tpebosanmamu GMP
NOKATLHBIX PETY/ISTOPHBIX OPFAHOB W 3APETHCTPHPOBAHHBIMH CTICLMPUKALIMIMH HMIIOPTHPYIOLIEH CTPAHB! WK CNICUA(HKALMCH IPOAYKTA JUIA HCCIE/YEMBIX
JEKapCTBeHHBIX cpeacTn. OTHeThl 0 NPOHIBOACTBE, YIIAKOBKE H QHANI3E CCPUH OBIIH MPOBEPCHBI 1 MPH3HAHB! COOTBETCTBYIOMMMI GMP./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 with the specifications in the Marketing Authorisation of the importing country or product specification file for
Investigational Medicinal Products. The batch processing. packaging and analysis records were reviewed and found to be in compliance with GMP.

Date: May 21,2019

Signature: dé 2_&4; é gz% /C
Ola Bengtsson

QP-delegate authorising the batch relcase/ITpencTasntens Y noaHOMOMEHHOTO JIHIIA,
i __H» Lundbeck A]S paspeiaouHii Beinyck cepin

H. Lundbeck A/S, Copenhagen, Denmark/X. Jlynadex A/O, Konenraren, [lauus

Additional remarks/JlONOJIHUTENbHBIE 3aMeUaHns:
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