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| IIpoussodumens / cmpana:

T Batch Certificate
CepTHbnuKaT Ha CepuIo JIBka pCTEEHHOID npenapara
Product: Gliatilin® capsules 400 mg (blister) 14 x 4 (carton pack) /
Hpodysam.: Tnuamunun® xancyne 400 m2 (Brucmep) 14 x 4 (vapmonsas navka)
Batch Number: / Homep cepuu: 6654200
Manufacturing Date:
Haniz npouseodcman: 03/MAR/2026
Expiry Date:
Hama oxonvanus CPORA 200ROCHU; 31/MAR/2029
Quazntity Released / Beezo suinyueno: 6.982
‘| Destination Country: Russia / Pocous
Crmpana — umnopmep:
?iitles;’gges;;:::-l;:iacfumg 4 Ttaly S.P.A Kamanenm Hmanus C.ITA.
Bee cmaa]guu npou:at; S Via Nettunense, km 20, 100, Bua Hemmynense, Ku 20, 100,
i odumens/adpes 04011 Aprilia (LT), Italy 04011 Anpunus, Jamuna, Bmanua
MA number A& ruyensuy: aM77/2024
APL/A®C Choline Alfoscerate / Xonuna ams@ocyepam
Manufactarer name/countrys:

CHEMI 8.p.A., Italy / Kemu C.n.A., Urayus

Pezucmparuonioe ydocmosepenue Poccus

APY Bagch Number / Houep cepuu APC | 25P0606

GMP certificate Number: .

A cepmudisscma GMP GMP/EAEU/RU/02098-2025
Marketing Anthorisation Russia

JII-Ne(006954)-(PT-RU) dated on 20.09.2024

Normative Document / Version
Hopuamueuvisi doiymenm / aepcus

JIT-Ne(006954)-(PT-RU) dated on 27.11.2025

Patient Information Leaflet / Version
Jremoxk-ginadeny / sepeus

JIIT-Ne(006954)-(PT-RU) dated on 27.11.2025

Mock-ups/ Version
Masxems ynaxoexu / sepeus

JII-Ne(006954)-(PT-RU) dated on 27.11.2025

npodyKeuy, exnmovas uszomoaresue, TIEPEUNHYI0 YRIaROGRY, MApKUPOSKY U GeNyexaiouui KOHmpoay Kauecmea 20mosol
npodyktuu, Guviau nposedens Ha SBILEYRAARHOM NPEORPUAMUL & NOHOM COOMSEMCmENL ¢ mpebosanuzmu GMP EC, g
HQKICE MPebosSaNUAMY pezuCmpalont 020 YOOCIMOSEPERUS U PeuCmPayOnNo20 docke CHIDAHY. HARAYEKYA,

The batch processing, packaging and analysis records were reviewed and Jound o be in compliance with GMP. / 3amcu o
npoyecce npouseodemea, ynakcexe u angauze napmuu Geau npoeepenst u mpusnaHsn coomsememeyiouumy

mpebosanusm GMP.

Any deviation from the approved process, if any,

have been fully evaluated and approved by authorized personnel. / Bee

ONUCROHEHUR Ol YmBEpACOCHHOZ0 NPOYECca, echu Makoase ey Asecmo, Bruru nornocmso oyencis: u ymeepsicenst

VIORROMOYCHHBIM NEPCOHANOM.

This batch has been released by a Qualified Person / Jannas napmun gutryyena ynmnwauembg’mng gy
b ) / pr—

J‘rm@u\m \}éz‘?d(u

Qualified Person/ Ynosnomouenoe auyo
(Date and Signature / Jama u nodmucs)

o ;!
Catalent Italy SpA (Societd soggetta a direzione e coordinamento da parte di ‘Caralent?}gi'y Holding Srl).‘/
Sede Legale e Stabilimento: Via Nettunense Km. 20+100 — 04011 Aprilia (LT¥italy. v

Eq/sj% '2;(_ {, QA Operations Manager & QP

Valentina Sabatino :;»_,7

Catalent Pharma Solutions ,,, K
Via Nettunense Km. 20,100 &
04011 Aprilia (LT) ltaly E W

0 e Y
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 CERTIFICATE OF ANALYSTS

BRI R P A O . Cepmucpuxam ananusa e . o S e R |

GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x 4 (CARTON PACK) RUSSIA i
| Tuamunun® xancyaer 400 m2 (Baucmep) 14 x 4 (nauxa xapmonnas) — Poccus

RP Code / PIT Kod; I SP737A | CapmlsCodennl | ouras
Kancyi;
o (-
RP Batch N l 6649773 } Capsule Batch N°/ | ..
/ PIT Hostep cepte: | | Kancynst Ne cepus
I r ARMA |
Customer / Juxazusk: | [FALE CoSpa./ | Bateh N°/ Cepuz MNo: | 6654200
| _Hmanghapmaro C.n.A | o
Work Order / I Manufacturing : Date of Expiry | '
Padowuit | 6649773 date / Jama 03/MAR/2026 guanhty.' s { Cpox i 032029 l
A . oauNECnIBO: EA . | i
3axa3: I npoussodcmea: 200HOCmy: i
ADDENDUM / fononHenue
Packaging / 14 capsules in blister of aluminum foil and white opague PVC | 14 capsules in blister of aluminurn foi! and white opaque PYVC
Vauxossa film. 1 or 4 blisters and patient information Jeaflct in a carton film blister. 4 blisters and patient information leafiet in a carton
pack/ [To 14 xancyr s Giueniep us astonmiuesoi panseu u Gevot | pack / Tlo 14 xancyn s Bniterepe 3 amomMnuesoit homru u
nenpozpawnod ITBX-rmenxu, Ho 1w 4 Buicricpa aveeme ¢ | Gemok pO3p: i TIBX: w Tlo 4 € pa BMECTE ©
AUEMEOM-R T BN PJ(I.M&NEIOM g xumm!vm M JIACTKOM-BKIANSHIICM B KADTOWHOH flayxe
Labelling / Erimarypackaging / Mepauinias ynowotng: Primary packaging / Neprumnan yroxosxes:
Mapruposxa S i g 9! - Corresponds with JITT-Ne{006954)-(PT-RUY) dated 27.11.2625
271112025 sequence 0006 7 € ‘oomaememayen JIT-Ne(006954)- q 0006 /e yem JTT-Ne{006954)-(PI-RU} om
(Pr-RUj om 27.41.2025 nocredosamensnocns G006 27.11.2025 nocnedosamensnocms 0006
" " it Secondary packaging / Bmap
with__JITI- IFy Corresponds with JITI-N(006954)-(PT-RU) dated 27.112025
4 Coomaememsyem Jiil-No(U06954)- : £ C HITNof 54)-(PT-RU) om
(PI-RU) om 27.11.2025 nociedosemenenocrs 0006 27.11.2025 nocxedwsamensuocms D006
Storage / At temperature not sbove 30°C / Tipu TEMTIEPATYPE i€ BRIE At temperature not above 30°C/ Mpy TEMAIEPATYRE HE BRILE
Xpaneuue 30°C e
Shelf tife/ Jyears 3 odu ; 3years /3 zoda
Cpox zodiocmy

Addendum Approved by: —QUALIFIED PERSON
Hononnerue ymsepacoeno: - VIIOJTHOMOVEHFOE JHIC
Elecironically signed by: Valentina

Date/Sign; Sabaspa

Reagon: i approve this document.

Jloma/nodnuey: 5 Dale: Sep 1, 2026 12 45:18 GMT+2
(Rbdvia b
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Catalent Italy SpA
Via Nettunense Km 20,100

04011 Aprilia (LT} - Italy
a a n T: +39 06927141
e F: +39 0692727890

www.catalent.com

CERTIFICATE OF ANALYSIS
___ Cepmucuam ananusa ;

GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x 4 (CARTON PACK) RUSSIA
Lruamunun® xancynst 400 yz (Bnuemep) 14 x 4 (navxa Kkapmounas) — Poccus

| I i
RP Code/ PITKod: | SPT37A | Capsule Code / ko) | caiss
‘ | Kancyn:
| RP Batch N° { Capsule Batch N°/
/P Homep cepuu | 6649773 | _Kaneyas Mo cepuus 6635876
Customer /3mxasu; | LIALFARMACOSp.A./ J Batch N°/Cepun No: | 6654200
__|_Hmangapmarxo Cn.A {
Work Order/ | Manufacturing | ' ; | Date of Explry |
Padouusi 6549773 | date/ fJama | 03/MAR2026 2:;‘1";’; | %282‘000 1 Cpox | 032029 |
saras; | np O i | iEecen 200H0cmu; { |

FG QC MICROBIOLOGY / Pesynttarst KoHTpoAs KavecTsa, Mukpobuonoruyeckas naBopaTopus

I i 1
Test Component / oxazamens t Specifications / Crreyugpunarpisr : Results / Pesynomamss |
Microbiological purity (Eur. Ph.) /b (7 eCkUR Catepory 3 A/ Kumezopus 34 |
Total aerobic microbial count / Ofigee uuera aspoliis Muxpoopeanuzyos | NMT 1000 cfwg/ He Garee 1000 KOz | < 10 cfu/g

Total combined yeast and moulds count / Ofuper wuers dpomcaeans u | NMT 100 cfivg / He Gonee 100 KOES: i <10cfulg
| nsecuersix spufiosAbsence of Escherickio coli in 1 ¢/ Omcmemaue Ab-senf_fg
| Escherichia colig | 2 Absentfp / Omcymemeue e 1 2
Abbreviations / agtpesuamyps::
NMT — not more than / ¢ Gosee
CFU ~ colony-forming unit/ KOE — KONOHKEoOpasyiomas eI

1 hereby confirm that the manufacturing stages performed by CATALENT 8.p.A (including the batch control testing of the
finished preduct) referred to in the Technical Quality Agreement have been carried out in full compliance with the GMP
requirements of the EU and the terms described in the agreement for ensuring compliance with the requirements of the
Marketing Authorisation and Registration dossier of the destination country. / Hactosiimy nograepwnato, 4to Jramst
TIPOM3BOJICTBA, BMMONHACMEIE KoMmmamucit Catalent Sp.A. (Bimovas sumyckatommi KOHTPONL KavecTBa TOTOBOH
TPOAYKIMK), yxazawusle B Cornamensy mo Ka4CCTBY, OCYUICCTBNNNMCE B TONHOM COOTBETCTBHU C TpeboBanMIMy
Hagnexameif npomussogcTeewyoii NpakTRKH Espomeiickoro cowsa u YCROBHAMH, OTMCZHHEIMA B COTNAMICHHH, LIS
OBECTIEHCHYS COOTRETCTBUA TpeGomauMM PETHCTPaUHOHHOrD YICCTOBEPERHS H 32PErHCTPHDOBAHHOIO JOCHE CTPaHE]
HaznaYCHUs.

QC Approved by:  —QC Manager
Ymsepoxdeno OKK: — Menedacep no KK
Eleelronlcally signed by; llada
Camevale

Reasen: | appreva this documenl,

Date/Sign: £y - Coarseanads Dale: Sep 1,202 12:71:56 GitToz

HHameTlodnuecs;
Approved by: —QUALIFIED PERSON
Yraepxaeso: - YTIOHHOMOYEHHOE NULI0

Electrenicaly signed by: Valantna
Sabalino
Reason: | approve this dacumend,

Date/Sign: : Date: Sep 1, 2026 12:45:18 GMT+2
HemaTlodnues: GZQH-LL’N h{gx_hu:)

NG,
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Catalent Italy Spa

Vig Nettunense Km 20,100
04011 Aprilia (LT) - Italy
T: +39 06927141

F: +39 0692727890
www.catalent.com

Catalent.

f _ i . CERTIFICATE OF ANALYSI§
e Cepmudnicam anapisa e LS
' GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x 4 (CARTON PACK) RUSSIA
: Dnuamunun® xancyrer 400 mz {brucmep) 14 x 4 (nauxa xapmonnas) — Poceus
| RPCode/PITKoo: | SPT37A Capsule Code/xod | ()0 ,i
| Raneys; |
RP Batch N° 1 Capsule Batch N°/ I
/ PI Hawvep cepuu: J SE0TD Kancyner Ne cepuu: 6635876
ITALFARMACO Sp.A. / . [ |
Customer / 3pkazaux: l Hinandapmaro C i Batch N°/ Cepus No: | 6654200 . |
Work Order / Manufacturing 2 | Date of Expiry | |
Prisoui 6649773 | date/Zama 03/MAR/2026 i o AR e o e | 0372029
. o onuneengo: | EA " |
| _3axas: | o i 200uocmus | i
| Wdentification / Hdenmug Retention time of Sodiom cthy] parahydroxybenzonte . "
Sodium ethyl parahydroxybenzoate peak in the cl:'omalogn‘: of test soluanin should ;ﬁﬁﬁ:ﬂiﬂ:‘aﬁdmm:mtmﬁ?g:“ﬁaz
E{PLC) 4 3 mmfpf nd 5 fe m!.mu'on' time of Sodium ethyl | & retention r;g:;n of  Sodium ethyl
(33)10(5— ) e ;!and;rd sa;ulicn/ RERE 8 i dhemmaagte: OF parzhydroxybenzoate peak in the chromatogram of

standard solution / Bpevw yoepucusaiun  muxe

Bpexa YOEDNCUCLIMUR nuka |

i ame na | P /e 30UmU i na

iy P = 5 | Xpomamozpanme 1y )

Y f o <& e y;)un nuxa
LOOMmEEMEmMEoGTm: Menu ep. NuS  nuxa 2 s

, s, S iyt | omunapasdpoxcubeuana ua e

| i nra;a ¥ | emandapriozo pacmaapa

Identification / Hoewmugsurarus:

Retention time of Sodium propylparal ydroxy time of Sedium propylparahydroxybenzoate

Sodium propyl parzhydroxybenzoate peak in the ch of test soluti s‘houidl peak in the chromatogram of test solution comresponds
(HPLC) comespond o retention time of Sodium popyl | to the relention tme of Sodium propyl
J parahydroxybenzoate peak in the chromatogram of parahydroxybenzoate peak in the chromatogram of
standard solution / Bpewn g nuxa | dard solution [ Bpeus ydepscusanuz  nune
' iy - P e I Geisoamy nampizy "
| 7 ME Uy HOZG [ P 0INHE | xp pavive UCHLIMYEMOR0) pacmsapa
i coomeememensamy  gpeweni  yer huxa | CpEMer  YOEDXCUSONNS  nuxg
J Ipacudy 0GHa ua xpr spaitue | nponuina ) G e X e
cmandapminzy putmaopa | _SmaIdupmino peuimo o]
Assay /
Keauvecmsennoe onpedesenue: 380.0-420.0 mgfeps / 389.7
Cholin aifoscerate (HPLC) / Yonuna 380,0—420.0 sefvanc g
arethoryepam (BIRX) i . J
Related substances (TLC) / |
Podcrmsenmme npurecu (TCX): |
Single known impurity** / mf,T 053"5’ 5 NMT05% j
Eounusias vdenmuginuposmmas ARt .
nprech** ] f
| Related substances (TLC) / NMT 109 | |
| Padcmaamise npuseecu (TCX): P l‘of'; o NMT 1.0%
|_Total kmpurities / Cyuna npuseecani: | "¢ 607ee 1. ,
*To be tested only if the value obtained on 10 capsules is out of specs / Onped. A, I ecn noxa 1 mu (AV)

onst 10 xancyn Gonszue 15,0 %
**: Single known impurity: Choline, L-a-glycerylphosphorylett
Phosphoryicholine; / £0; d b 18 npumMecs: xoauH, L

L-o-glycerylphosphorylinositol, Glycerylphosphoric acid,
& =y L_a_

i Hepunpocpop
2nuyepunpocghop » enyepoghocdopran kucnoma, docdopuonnt
Abbreviations:

NMT — not more than

ND —not detected

<LOD - less than limits of detection
<LOQ —less than limits of quantification
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Catalent Italy SpA

Via Nettunense Km 20,100
04011 Aprilia (LT) - Italy
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'CERTIFICATE OF ANALYSIS

- Cepmuguxam anamusa

GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x 4 (CARTON PACK) RUSSIA
_ Inuamumm® xancyne: 400 me (brucmep) 14 x 4 (nauxa kapmonnas) — Poceus

I -
RP Code/PITKod: | SPT37A j i meppeaidal - '
RP Batch N° l - | Capsule Bateh N°/ |

|_/ Pll Homep cepuy: [ 6649773 f Rancynet Ne cepua: Gio58Te 1}

f | I
Customer / 3axasus: ITALFARMACO S.p.A./ ] Batch N®/ Cepus Ne: | 6654200 ‘
X e Hmangapsaro C.n. A | !
Work Order/ R Manufacturing : | Dateof Expiry
Pabow 6649773 | datel fama 03MAR/0%6 [ sl o | el Bt r 0372029
axaz ——}. D ) | Pomsecnioa: caduocniu | |
FG QC CHEMISTRY / Pesyasrarsi koHTpons xauecTsa, XuMuyeckan nabopatopus
Test Component / Hoxasamens Specifications / Cneyugbunayuy { Results / Pesymsman _l

Appearance {Visual test) / Qval opaque-yellow soft gelatin capsules, containing a | Oval, opaque-yellow, soft gelatin capsules, containing

Onucanae (Buzywisise) viscous colourless solution / a viscous, colourless solution / i
Osamiinte,  siceamue, enpospaanne,  unexue | Opazvuste,  sceammie, NenpospaiIne,  MAzKue
HEIAMUNOGLIE  KanCYAW,  COOEPIUMNE  BRINUR, JHeeramuigsste  Kaneynsl,  codepacmyue gy, 1
Beetgensig pucmeop Bucysermiui pacmeop |

; ﬁ;ﬁ:’df:jj::”‘f‘f“qf R T —— |9

Uniformity of dosage units (EurPh,, | For 10 capsules: acceptance value (AV) should bcf AV=137

mass  varigtion  method) /| NMT 150 % / Az 10 xancyr  noxazamens |

Odnopodinc, Ouiuy % | Apuesiewocmu (AV] doanen S ne Goyee 15.0 %

edunuy (s, @,  pacvemp- | '

MECCOBMITE CnoCod) For 30 capsules*: acceptance value (AV) should be | AV =N/A i

NMT 15.0 %, provided that each individual value
| Tacets the requirement 0.75M < Xi < 1.25M / !
| Mun 30 xancyz* noxasamens npuewsevoemi 4y |

Kaxrdoe uz o

dancen Goime e Gonee 15,0 % npu yesosuy, wmo |

_Yooasmaopaum mpeBnacuio 0, 75A € X7 < 1 250

|

Identification / Haenmugb The ret time of Cheline Alfoscerzte peak in the |
Choline alfoscerate (HPLC) / | chromatogram of the test solution should correspond |
Xomuia anepucyepom (BIXX) | tothe reteation fime of Choline Alfoscerate peak inthe |

{

| chromatogram  of standard  solufion / Bpeva !

The retention time of Choline Alfoscerate peak in the }
chromatogram of the test solution corresponds to the |
retention time of Choline Alfoscerate peak in the

chromatogram  of standard  solution / Bpeus

{
YOspcuRIIUl  nuxa  xotuna  esghoc g

A nuka Xoxund  ansipocyepama g |

na |
| Yog
gz pamme pacmanpa | PAMME UCAKMYESIOZ0 pacmsopa
| 7 Wepsieusanud  nuxe 7 der niier
| xomuma mbtf;mn,'epama @ Xpovamozpavie  xonuna thgh Ha Xf P

| _cmandapniies 180

4ep
cmandupmiinee pacm

Identification / Hoenmugunayus: The position and size (RI) and colour intensity of the | The position and size (Rf) and colour intensity of the

I Choline alfoscerate (TLC)/ principal spot in the chy gram of the test solution | principa) spot in the chromatogram of the test salution

Xonuia aruporyepam ((X) for related impurities should correspond to the spot of , for related impurities comresponds {0 the spot of

{ choline alfo in the ch gram of 100% | choline alfoscerate in the chromatogram of 100%

| standard  solution ! Cuuosice  ammmo  nx standard  solution  / Qewoswoe  mmmuo. g

| | xpn, Apare L ? J: P xp 7 USHBMYR NI pucmsepa,
} : daz  onped podc | np 028 onped podci

| | npuMecen, no  noioceno (B, eeruvune w #pusecen, o noraxcenwo (Rf), wsenwwune u

| unmencusnocry [y 2 e donxcuo
wiocyepuma na | namuy xonusa ad na xp PN IE

l l COOMUEMCMEosUNL FRARUIY XOAUNG 24

Spnstamiecpare 100 % emandapmioro pacmaopy

100 % cmandopmvoza E&;mgm
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OO0 «HTdy»

115114, r. Mocxsa, yi. Jleramkonexas, 10, crp.d.
Cexrop B, arax 3

Teun. (495) 933-14-58, paxc {495) 626-56-58
E-mail: ith@ital larmaco.ru

httpd/ www.ital farmaco.ru

HOATBEPXKJIEHUE Ne 1041 ot 06 oxrsdpa 2026 rosa

O COOTBETCTEHH C&lell' OapTHH BBE3EHHOIO JIEKapCTRE

€TI0 TOCY/IaPCTBEHHOMN perkeTpalyH

HHOTO npenapata TpeGoBaHuaM, YCTAHOBACHHEIM MPH

Toprosoe naumenosasme

Tnuatmmy®

Mexnyrapozroe nenarenTopagHOe
HauMEHOBaHNUE (TPYIIUPOBOYHOE HITH

Xomuna anspocuepar

XHMHYECKOE)
Jlexapcreennas dopma KalCysI
Hosuposka 400 Mr

@opMma BhINTyCKa

Karcynel, 400 mr (Gructep) 14 x 4 (nauxa KapTOHHAsN)

Homep cepun (maprun)

6654200

O6bem cepru (naprum) 6982

Homep u jiara nuBoiica 2610353 or 19.05.2026
Hara npoussoscrea 03.03.2026

TFomen mo 31.03.2029

(¢ yxazaruem crammi TIPOU3BOJICTBE)

Hawnmenosanue u anpec IPOU3BORUTENS

IIpoussonmrens — sce cramuy, sxmovas
BBIIYCKAIOMEN KOHTPOIb KAYecTna:

Karaneur Mramg C.ILA,, Vitanus

Bua Herrynense, Ku 20, 100, 04011, Anpunus,
Jlatmna, Utanus / Via Nettunense km 20, 100, 04011,
Aprilia, Latina, Italy

Homep u mara PETHCTPANHOHEOrO
YHAOCTOBEpEHMS]

JITI-Ne(006954)-(PT-RU) ot 20.09.2024

Homep nopmarmsmo# nokymenramm

JII-Ne(006954)-(PT-RU) ot 27.11.2025

Hanverosauye u anpec Lepmarens
PETHCTPANKOHEOTO YI0CTOREPEHHUS

Hrandapmako C.n.A., Uramus
Viale Fulvio Testi, 330, 20126 Milano, Hramug

Hacrosmmm HOATBEPXKAI0, UTO JIKAPCTBEHHBIN npenapat «Lymatunan®y, Kancyns:, 400 mr
(bmuerep) 14 x 4 (mauxa KapToHHas), cepud 6654200 NPOH3BEICH B COOTBETCTRUH C

HODMATHBHOH  JOKYMEGHTamumeit

JII-Ne(006954)-(PT-RU)-27112025,

COOTBETCTBYET

TPEOOBAHIAM, YCTAHOBNEHHKIM NPH €10 TOCYNapCTBEHHOR PerucTpamyy.

Orsercreennoe mio 000 «HTDy,

YOOIHOMOUYEHHOE MHOCTPaHHBIM POU3BOIMTEIEM N0 AOBEPEHHOCTH Ne 6/H ot 04 mapra 2026 rona

®nasyo Gacapu L ’W Y 5
L ;\ (:,’. K\__ﬂ

{noamnuce)




