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T Batch Certificate

CepTHUKaT Ha CEpMIo ABKAPLTBEHHOID NPEnapara

Product: Gliatilin® capsules 400 mg (blister) 14 x 4 (carton pack) /
IIpodyxm: Tnuamunun® xancyner 400 mz (6rucmep) 14 x 4 (kapmonnan nayxa)
Batch Number: / Homep cepuu: 6654214
Manufacturing Date.: 11/MAR/2026
Hama npoussodocmsa:
Expiry Date:

Hama oxowsanus cpoxa 200H0cHu: 31/MAR/2029

Quantity Released / Beezo evnyuyeno: 7.016

Eeshnatmn Country: Russia / Poccus

MPANa — UMNOPIMED:

e < —— 4Taly SP.A Kamosenm Hans CALA.

Bee e aaﬁu npowst;acmsa Via Nettunense, km 20, 100,  Bua Hemmywense, Ku 20, 100,
Hassasue npoussodumesladpec 04011 Aprilia (LT), Italy 04011 Anpunus, Jlamuna, Hmanua
MA number /A2 nuyenzuu: aM77/2024

APYI/ADC

Choline Alfoscerate / Xoauna anvghocyepam
Manufacturer name/country: CHEMI S.p.A., Italy / Kevn C.iA., Vramus

Hpoussodumens / cmpana:

APY Batch Number / Homep cepuu AOC S5RG) 23R1e ok
GMP certificate Number: :

M coponsibiunisic: GMP GMP/EAEU/RU/02098-2025

Marketing Authorisation Russia

Pecucmpayuonnoe yocmosepene Poccus JITE-Ne(006954)-(PT-RU) dated on 20.09.2024

Normative Document / Version

Hopmamuesuiil donymenm / aepcus JI1-Ne(006954)-(PT-RU) dated on 27.11.2025

Patient Information Leaflet / Version

i S—————" JITT-Ne(006954)-(PI"-RU) dated on 27.11.2025

Mock-ups/ Version JITT-Ne(006954)-(PT-RU) dated on 27.11.2025
Maxemv: ynakoexu / sepeusn

I hereby certify that information is authentic and accurate. All the manufacturing stages of this baick of finished product,
including mawufacturing, primary packaging, labelling, and release quality control testing for finished product have been
carried out at the above mentioned site in fill compliance with the GMP requirements of the EU and with the reguirements of
the Marketing Authorisation and Registration dossier of the destination country. / Hacmosupun  nodmeepacdaio
QocmosepHOCTIb U MOYHOCHL Npedocmasnenoil unopmayuy, Bce amane npoussodcmea Oowwoll napmuy 20mosci
NPOOYIIUT, SKIONGA US20MOSNEHUE, NEPEUHYIO YRAKOSKY, MUPKUFOSKY U GLMYCKAIOUUT KOHMPORs KAYECMBA 20MO0GOT
npodyryu, Bbunn HpOSEdeHy! K GLIUEYRASANHOM NPEINDUAMUL 8 NONHOM COOMESICTIEU ¢ mpeboeanurmu GMP EC, a
GKNCE ipEBOSANUIMIL PeaUCIDAYIHONNOZD YOOTINOEEPeHUN U PEHCMPAHIOHNGZ0 OOCHE CIPAND HASHAYEHUS.

The baich processing, packaging and analysis records were reviewed and Jound to be in compiiance with GMP. / Sanucu o
npoyecce npousEoOCHEd, YnaKoGKe U aWaiu3e napmuu GuU nposepensi u npussanst coomeememayiouumu
mpebosanu GMP,

Any deviation from the approved process, if any, have been Jully evaiuated and approved by authorized personnel, / Bee
OIMIKBONEHUA 0N YINGEPAHCOCHHO20 NPOYECed, echy MAKOSsIe WMeN MECTIO, Gyt MOAHOCHIBIO oyeqdubt wymeepoic

YNORHOMOKEHNIM HEPCORAROM. :7:7 € & N %,
This batch has been released by e Qualified Person / [lannas napmus sunymena ynonmmo!lemﬁé AUYOM. 7, %

Valentina Sabatino H < \2 w

M{Lﬁﬂ &l‘;}gbﬁ ) M/ Cﬁ’?@;"é QA Operations Maneger & ap ' : _. \‘%“

7 / Lalent Pharma Solutions,
Qualified Person / Ynomnomouernoe muyo 5; B . 28100

(Date and Signature / fama u nednuce) 04011 Aprilia {LT} Maly

A

B o
Catalent Italy SpA (Socletd soggetta a direzione e coordinamento da parte di *Catalent Italy Hald‘f;‘apﬁm EELTR
s Toz LA
Sede Legale e Stabilimento: Via Nettunense Km. 204100 - 04011 Aprilia (LT) Italy m——
Cap. Soc.Euro 526.800,00 i.v. - Cod. Fisc, e Pert. IVA IT 00076750555 - C.C.LA.A. LT 00076750595 - Iscr. Trib. Latina
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i Cepmmﬂ@”a
GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x4 (CARTON PACK) RUSSIA
_ Thuamunun® xancyno: 400 mz (Gaucmep) 14 x 4 (nauxa kapmonnas) — Poccun

|
Code /xod |
RP Code [ PITKod: | SPT37A Capauly | c2185
) | Kancym: | |
RP Batch N° Capsule Bateh N°/ '
66537 6655891
/ PIT Homep cepuu: l 633716 - Kancynet Ne cepuu:
ITALFARMACO S.p.A./ I
Customer / Jaxasuux: t ' Bat °/Ce b: | 6654214
- " | Hmangpapmaxo CnA B oh 1 7 Cepre Mo .
Work Order / | | Manufacturing ’ | Date of Expiry |
Pabousi | 6653716 | date/ flama UMARz0z6 | Quenttyl | TOIG000 | e 0312029
= | 3 | Komaecmeo: EA e
|| ’ k |2 B
ADDENDUM / flononueHue
Packaging / 14 capsules in blister of aluminum foil end while apaque PVC | 14 capsules in blister of alumi foil and white opagque Ve
Vouxosza film. 1 or 4 Wisters and paticnt information leaflet in a carton | film blister. 4 blisters and patient information leaflet in 2 carton
pack { ITo 14 xancyn s Grucmep us anosnumuesol Porbeu u Geros pack / ITo 14 xancyn » Gaucrepe w3 amouuawennﬂ doner 1
nenpaspavioi TIBX-menxw o | ww 4 6 P ¢ | Genolt Henpoap [3125¢ w Tio 4 b pd BMECTE G
JUCMEOM-SXIGILRLUEN oMo 8 XOPRONNYI0 HaKy JTHCTROM-BRARNBILIEM B XADTORHON nagxe
Labeling / Mmmmﬁm&mmnm Primary packaging / Nlepausnaz yraxosxa:
Maprupoaxa ouid _comrespon Wi JITT-Ne{ QO J) Comesponds with JI1-Ne(006954)-(FT-RU) dated 27.11.2025
27.11.2025 sequence 0006 7 (" oaawmmaym mmmms;;. 0006 / C JTTT-Fef006954)-(PT-RU) o
(Pr-RU) om 27.11. 2025 nomedaaamnumua 0006 27 1. 2025 namedosamumtam& 0006
uld mrespond W ITTT-e{ 0K Correspcnds wuh mmoosm) {PT-RU)} dated 27.11.2025
7 fwm""’-'ﬂﬁ:wm JTIJ’ -’@W%‘}- sequence 0006 / Coomeenmcmayem JTT-Ne{006954)-(PT-RU) om
(PI-RU) om 27.11.2025 nocredosameswiocns 0006 27.41.2025 nocredosamensiocms 0006
Storage / At ternperature not sbove 30°C / Tipw TEMNCDATYE He BimE At temperature not above 30°C / [Tpu TeMnicpatype te asime
Xponenue 30°C 30°C
Shelflife/ 3 years, 3 2004 3 years /3 a0da
Cpox 20dnocmu )

Addendum Approved by: ~QUALIFIED PERSON
Hononnenue ymaepucdeno: ~ ~ YITONHOMOYEHHOE JIHLIO

DatdSlgn Elscironicslly signed byr Valenting
* Sabating
Hamalnodnucs: Reason: |

Date: May 14, 2025':;.51124 aMT
Vrbuhia Sababvols

b S TR 1
Do
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Catalent Italy SpA
Via Nettunense Km 20,100

04011 Aprilia (LT) - Italy
n I +39 069271414
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www.catalent.com

|  CERTIFICATE OF ANALYSIS o
| GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x 4 (CARTON PACK) RUSSIA '
_ Thuamunun® xancymer 400 mz (Brucmep) 14 x 4 (nayxa xapmormaz) — Poccus
. ; | Capsule Code / x00

RRCode/PITR): | SP137A I i ' c218s |

RP Batch N° Capsule Batch N°/ | !

/ PIT Homep cepuu: J 6653716 ! Kancyne Ne cepun N 6655891 B J

. ITALFARMACO Sp.A./ ) I |
_Cu—s-tcixfftffi?akwqux. | Hmanpapmaro Cnd w“_J Bateh N° /fepm Ne: | 6654214 -
Work Order / | Manufacturing . | Date of Expiry |
Quantity / 7.016,000 |

| i':ia;uﬁ 6653716 i dm: ! Hama ‘J 1I/MAR/2026 ! Rﬂ;u_mm: l oy ' 1 Cpox 03/2029

FG QC MICROBIOLOGY / Pesynbrars! KoHTpOAR KavecTsa, MukpoaSuanoruueckas naboparopus

Specifications / Creyughuxayan : Results / Pesynomans

Test Component / Hoxasamens
Microbiological putity (Bur. Ph.) /Minpod 2 | Category 3 A/ Ramezopus 34 | <10chy
Total aerobic microbial count / Qbigee wuero aopabisx mukpoopeaiayos | NMT 1000 cfilg / He Garee 1000 KOEz | <10 cﬁ:lg
Total combined yeast and moulds count / Ofujee wucao dpoxcicesss w NMT 100 chulg/ He Gonee 100KOEz | g

== HSEAEA

miecncseix epufosAbsence of Escherichia coli in 1 g/ Omeymemaue | Abseatls
_Escherichia coli e [ z | Absenlg/ Omcymemave s 12 & 1

Abbreviations / abfpesuantypes;
NMT - not more than / ve 6oaee
CFU~— colony-forming unit / KOE - xonomueo Spasyiolas exmunma

I hereby confirm (hat the manufacturing stages performed by CATALENT S.p.A (including the batch control testing of the
finished product) referred to in the Technical Quality Agreement have been carried out in full compliance with the GMP

TIpOM3BOLCTEA, BHIONHACMBC koMmmamuel Catalent Sp.A. (swmouas BaUIyCKaOmuUt KOHTPONL KESCCTEZ [OTOBOH
NpOAYKLHMR), YkatauHue 3 Corjamenny mo Ka"ecTsy, OCYMECTBAAMICE B MOMHOM CODTBCICIBHN ¢ TpeboBaaMY
Hamnexane!t nponssogcTeermoN npakrakn Enponeltckoro corosa u YCHOBHAMY, ONACEHHETMM B COTNAWENWH, K
oficcriesenna cooTRCTCTERA TpeBoBarILm PETHCTPAIMOHAOND YAOCTOREPEHIE H 32PETHCTPHPORARHOTO HOChE CTpanEl
Ha3HATCHUS.

QC Approved by:  —QC Manager
Yinsepacdeno OKK:  — Menedoiczp no KK

Elscironically signed by: llsria
Carmevale
D igm: Reason: | approve this document.
R:w: mSlgna I Hawin Carmppols-due sy 14 2008 tzss GMTe2

Approved hy: — QUALIFIED PERSON
Yreepxpeno: ~ YTIOTHOMOYEHHOE NHIIO
Elscironically signed by: Valenling " g 'v;'M
. Sabalino A >,
Date/Sign: Reson: | sparove this documen, iy %
Toma/TTodnucs: 0; - Sabaly o 2o May 14,2026 10 5024 G ‘\‘ o e
A :
3 - g
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GLIATILIN® CAPSULES 400 MG (BLISTER) 14 x 4 (CARTON PACK) RUSSIA !
Druamunun® xancyne: 400 me (Grucmep) 14 x 4 (nauxa xapmounnas) - Poccus

RP Code / PIT Kod: | SPT37A Capsule Code/kad | 0145

Kancyn ) ]
RP Butch N° ' Capsule Batch N°/ |
/ PIT Honmep cepuu: j 6633716 Kancyma Ae cepui i .

| ITALFARMACO S.p.A./ | y STy

Customer/.?nm-w;:-:" | HmordapmaxoCad | Batch N°/ Cepun J'f; } ”6654214 1
Work Order/ | | Manufscturing | Date of Expiry .
Pafiouui 6653716 | date/Mama | 1IMARDDG | Tyl | 7016000 ! 1 Cpox 032029 |
3axaz: — .. npowssodcmea; S i | 208 |

peak in the chromat of test

\ parhydroxy

| idc:i_hﬁc:;;n /Hbf»mmq}uu‘r_mm: ‘ Retention time of Sodium ethyl parahydroxybenzoate Retention me of Sodium cfiy] paratydroyt ‘
in the ch gram of test

shoul R W
§ s A | °°"“;P:'m§y;° s Y- oot @y eention  time of Sodium chyl
| mma' ! pm]; 3 sohfion 7 SR pmhydzoxybeu.mm pesk in the chromatogram of
' B ‘ e o "":z‘ smdmj sazfum“.‘.’ Bpeus yacm:u:mux nu:
i T poMamOIpaNHE ! opa |
b 2 54 = g | COOMOEMIMEYER  dpeseny  YOIPXCUSQHUA  NUKD
¥ Ca 2 3, Ha g
- “,m !" lﬂ;ﬂ W = ’ emandapminozo pacmaopa _
Identification / Hoenmudyuxay | Retention time of Sodium propylparahydroxyt Retention time of Sodium propylpamhydroxybenzoats |
Sodium propyl parahydroxybenzoate | peak in the chromatogram of test solution should peak in the chromatogram of 1est solution corresponds
(HPLC) | comespond 1o retention time of Sodium propyl  to the rotention time of  Sodium propyl
| parshydroxybenzoate peak in the kb grem of  parshydroxyl peak in the chromatogmm of
. sundard  solufion / Bpems pdepwcusawir sixa | simdand  solution / Bpexs  yoepurvema  ruxa |
l ¥ o+ J) ¢ > na L - |
| | zpovamocpaike pa | xp 2 b P }
{ ip yoe numi 1y 1 ydepoicus nuxa |
| L np PazUGpORLuE: na x = | P pazuc) Z Ha xpo. [
| cmowdapmicopacrwops | conowdapmuoro pucnisops ‘
Asszy / I |
Konuvecmecnsioe onpedeneiie: 380.0-420.0 mg/cps / 3874 ]
| Choline alfoscerate (HPLC) / Xoauna | 380.0 - 420.0 uz/kane ‘ |
| ampocyepanm (BORY) | — N e d
Relaied substances (TLC) /
Podcmeeinnie npusecu (TCX):
Single known impurity** / mj?; - NMT 05%
| EOunwinas udenmagiiyuposcunas Y \
dpumecs™ 0 S . - —
| Related substances (TLC)/
| Podcmeensie npusiecy (TCX): NMT 1.0% NMT 1.0%
| Toul lmpuries/ Cpuna mpuusceic_| "6 L0% !

*To be tested only if the value cbtained on 10 capsules is out of spacs;/ Onp?damm, IMONIbKY ECAL ROKAZAMEL Wmcﬁ AV}
028 10 kancyn Ganvwse 15,0 %

**: Single known impurity: Choline, La—giycmylphosphorylﬁhamhminc, L-o-glycerylphosphorylinositol, Glycerylphosphoric acid,

Phosphorylchotine; / Eo: urfup npuMecs: Xomi, L-o-znuyepungocgopromanonayney ket .
R A Ol
2y e pURGOCHOpURHOSUMOR, poghocghor dochopunxomun AFTan0CIBY GroNy
Abbreviations: 5"‘ B S, Y
NMT —not more than A
ND — not detested :
<LOD - legs than limits of detection Bxf
<LOQ —less than limits of quantification £ g
L -
e o
k% S
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T

GLIATILIN® CAPSULES 460 MG (BLISTER) 14 x4 (CARTON PACK) RUSSIA
Truamunun® xancyme 400 xz (Grucmep) 14 4 (nauxa kapmonwnas) — Poccus ]
.| Capsule Code /00 |
RP Code / PIT Koo: f_SP73 TA I ! C2185 J
RP Bateh N°© Capsule Batch N°/
/ PIT Hoxep cepuu: | 3716 - Kancynor Ne cepuut; SHon
1
| ITALFARMACO S.p.A. / y o . ‘
Customer /3axazvux: | Bomendapmmen Cant N Batch N°/ Cepwe Nez 665421:8% |
Work Order/ | | Manufaciuring | | | Date of Expiry |
r Quantity / 7.016,000 |
| :;f;uﬁ ’ 6653716 d:xe ! Hama ' UMARR026 | 22 'mz__.,! = | /Cpox " ]{ um§2i |
FG QC CHEMISTRY / Pesynsvaru KOHTpONs Kauecrsa, XuMmuueckas naGopatopus
| Test Component / Hoxasamens Specifications / Creyughuxayuu . Results / Pesynvmanie ;
I Tp;m;n_n;ﬁs:ﬂ est)/ l Oval Qm&-ycﬂow soft gelatin capsules, conmiai;:: ava_l. opague-yelow, son_gchﬁn capsules, containing
Omueasue (Buspansii) viscous colourless salution / 2 viscous, coloudess solution /
i

Osanshste,  ocenmwie,  HENpoIpaMmE,  vRzKuE Osatenvie,  oweamse,  wenpospasssie,  varxue
% Cepoicdupic  BAIKNT, | NEIAMIUHOSHE Kancyde,  codepaiomyue  BRIKUD,

. | Gecysemunipocmscp e _OeCHBEmEGT pocmisOpl —
| Disintegration test (Bur, Ph.) / | ’
Poclowem fepdy | "TUCos abmeison |2 0 |
Uniformity of dosage units (Eur.B, | For 10 capsules: meceptance value (AV) should be | AV =47 l
mass  vargtion  methed) /| NMT IS0 % / Jw 40 KEreyR  noxaiamean
! Odnapod Sozup 1P {4¥) 8arxecen Goums ne Gonee 15,0 %
| cdumay  (Esp B, pocsemuo-
é Maceoastil cnocod) For 30 cupules*: acoeptance value {AV) should be = AV = N/A

NMT 150 %, provided thet each individua! value |
§' meets the requirement 0.75M < Xi < 1.25M / |
] D 30 xancyr® roxgiamens npussaevocmu 4 ‘ ‘

daxwen Gums ne Goace 15,0 % npu yerosus, wmo | {
xaxcdoe us Sugudparsn |
. . Yoousemaopaem mpeGosanwo U,7SM X1 € L IM |

| Identification / Hoenmughuxarus: The reteation Gme of Choline Alfoscerate peak in the | The retention time of Choline Alfosommimk in the |
Choline alfoscerate (HPLC) / chromatogram of the test solution should correspond | chromatogram of the test solution corresponds to the |
Xonuna exvgocyepam (BIHCY) to the relention fime of Choline Alfoscerate pealcin the | retention time of Choline Alfoscerate peak in the |

chromzslogram  of stendard  salution / Bpews  chromatogram  of standard  solution / Bpeua |
| ydepycusanus nuxa  Xoyuna a docyey Ha | ydep. nuxG  xawWna  avegocyepama mz!

ve e & |

7 . 2 ¥ P s P P

| COOMEEMCME0SamL  UpeMeRt  YOEpokUSAIIA nura‘ COOMEEMCMEYEm  Spemely  YOSPUWCUSGIUR — nuxa

| xomuma Pocyey na  xpi patose | xomuna awgocyepama  na XPOMANOZPARME
| emendapmiseg pucmsopa

— = | tmedapmucrg pocmecpa - .
| Identification / Hdenmugburasus: The position and size (Rf) and colour intensity of the | ‘The position and size (Rf) and colour intensity of the |
Choline alfoscemts (TLC)/ principal spot in the chromatogram of the test solution pﬁncipalspmhzmcchmmamgmm of the test solution
Xamunia aaucpocyepam (TCX) { for related impuritics should correspond to the spotof | for related impurities corresponds to the spot of

| choline zlfoscemte in the chromstograra of 100% | choline alfoscerate in the chromatogram of 100%
derd lut ! O nzmmo  wa, sandard  solufion /  Oewoenoe  msmwe
. | Fpovamopanve wcnumyenceo  pacmacpa, | x; 7 - pacmeop
{ | np dae 5 pod X | RPUZOMOSACHHOZO 828 OnpedentuuR podemscnni |
| i hno (R, e u|ony ,, N6 no (43 u
] WHIERCUSHOCTIY oKpaEMYEaNLL danxcuo | e o

e
e
&

LODMBLMEMAosAmy NNy Xoauna amvpoctepama na ARy Xonuna u!llbsﬁjrpamﬁ a2
4 Spavemazpasie 100 % emandapmuneo pacmeopo | 100 % emandapmuozo pac

Proprietary Information-Catalent Italy 5.p.A. Not to be Disciosed or Reproduced without Prior Writtan Approvel ) j&
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115114, r. Mocksa. yn. Jernukoncrag, 10, c1p.d,
Cexrop B, atax 3

Ten. (495) 933-14-58, Qaxc (495) 626-56-58
E-mail: if@italfarmaco.ru

http/f www.italfarmaco.ru

HOATBEPXIEHUE Ne
O COOTBETCTBHM CePHU/MAPTYH BBE3EHHOTO IekapeTRe:
Cro rocyNapeTBEHHOM perucTparyy

1054 ot 08 oxrs6ps 2026 rona
HHOro npenapata TpefOBaHKksM, YCTAHOBICHHEIM npu

Toprosoe HaumernoBanue Cnaatuma®

Mexnynaponroe nenarenropannoe Xonuua ansdocmnepar

HaUMCHOBaHHE (TPYIIMPOBOYHOE HITH

XHMHIECKOE)

JlexapcrBennas hopma Karcymel

Jozuposxa 400 mr

Dopma BeITyCKa kancyist, 400 Mr (6nucrep) 14 x 4 (mauxa KAPTOHHAS)
Homep ceprnu (naprun) 6654214

Ofbem cepur (maprin) 7016

Homep u nara nusoitca

2611401 or 04.06.2026

(¢ yxasamueM cranuii IPOU3BOJCTRA)

Aprilia

Hata nmpoussoncrsa 11.03.2026
Tonen no 31.03.2029
Haunmenosanse u anpec NpoH3BonuTeNs |[Ipouzgodumens — gee CHIGOUY, EKRIOYAA GLINYCKAIOU) U

KOHMPOAL KAYecmeda:

Karament Wramug CILA., Hranus
Bra Herrynensze, K 20, 100, 04011, Anprias,
Jlatuna, Wramas / Via Nettunense km

20, 100, 04011,
, Latina, Italy

Howmep u nata perncrpanmonmoro
yIOCTOBEpEeHuS

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

Homep sopmaTaeHoin JNOKYMEHTAITHY

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

Hanvenosarme u anpec nepiKaress
PETHCTPANMOHHOTO YAOCTOBEPEHHIS

Wrandapmaxo C.11.A., Utamis
Viale Fulvio Testi, 330, 20126 Milano, Wranus

Hacrosmum noarsepxparo, aro TIEKAPCTBERHBIH
(Gmmcrep) 14 x 4 (mauka KapTOHHas)
HOpMaTHBHO¥  HoxkymeHTammedr  JIIT-No

TpeGOBAHUAM, YCTAHOBICHHBM TIDH €T0 roc

Orsercreennoe nuuo 000 «HUTDy,

YIOOAHOMOYEHHOE HHOCTPAHHBIM TIDOH3BOIUTEAEM ITO AQBEReHHOCTH No

{(
(g

“,

®rasuo Bacapu >
W20

, cepuu 6654214

npenapar «anaruaas®y, xamcysst, 400 mr
[POM3BEEH B COOTBETCTBHH ¢

(006954)-(PF-RU)-27]12025, H  COOTBETCTBYET
YRApCTBEHHOH perucrpanuy,
6/n ot 04 Mapra 2026 rona

(noxpnuce)




