Hazea npogykTy:

HomeHKnaTypHWiA Kog:
KpaiHa BUpobHUK:
KpaiHa-imnepTtep:

Homep peecTpalinHOro NoceigYeHHA:

Poamip i TMN ynakoBKu:
fMikapceka dopma:
Cuna ail/AKTUMBHICTD:

Posmip cepil (8 ynakosKax):
Homep cepii rOToBOrO NpoayKTy:
Homep cepii “in bulk”:

Lata snpobHuursea:

TepmiH NpMaaTHOCTI:

Homep naptii{ii) AdI:

BupobHuua ginsHuus:

KoHTponb AKocTi:

BupoGHukin) Ad|:

Ten.: +41 44 555 22 00
E-mail: info@acino.swiss

Helipopy6iH™-®OPTE JIAKTAB, TabneTKH, BKPUTI NNiBKOBOO
obonoHkoto, Ne20 (10 x 2} y Baicrepax

43646

Weeruapia

YKpaiHa

UA/1950/02/01

No 20 (10x2) y BaicTepi

TabneTkn, BKPUTI NAIBKOBOIO 060N0HKOIO
200,0 mr TiamiHy HiTpaTy

50,0 mr nipuaoKCUHY rigpoxnopuay

1,0 mr uuanokoBGanaminy

33 840 ynakoBoK

24056070

24033240

26.02.2024

26.02.2026

23044153

24010299

24010506

BupobHWui gisibHnui:

AumHo Papma Al

Bipceer 2,

4253 Nicbepr,

Weseluapin

BupobH. AiueHsz, Ne 512649-102715974
GMP Ne: GMP-CH-1003887, GMPEHV-CH-1003930

AumHo @apma Al

Bipceer 2,

4253 Nicbepr,

Weeruapia

BupobH. JliueHs. No 512649-102715974

GMP Ne: GMP-CH-1003887, GMPEHV-CH-1003930

Xebelt XyapoHr ®apmacsioTtikan Ko At
Ne50 Cxiana Jopora, MigHivHe 2-e KinbLe
050041 lWUunu3avkyaH

Pecriybnika Kuraid

ACM HyTpiwHen Mpogakte TwBX
Emin-bapenn-Ctpit 3

D-79639 MNpeHuax-BineHx
HimeuunHa

3piT 418468  [ata Apyky 29.052024 16:38:50

Crop.134

My Qs ol 0048 /.,&a 1909 oty (P—




YnakoBka:

Bunyck cepii:

3anAsa npo ceprudikauio:

AumHo ®apma AT

MNdeddidreppinr 205,

4147 Ew,

Weeluapis

BupobH. Niuens. Ne 512649-102715974, GMP Ne 21-0245

AumHo dPapma Al

bipceer 2,

4253 Nicbepr,

Ulseituapin

BupobH. Miuens. Ne 512649-102715974

GMP Ne: GMP-CH-1003887, GMPEHV-CH-1003930

AaHnm A nigTeepaxylo, Wo nogaHa suue iHbopmMaLin € AOCTOBIPHOIO Ta TouHOW. flaHa cepia npoayxkTy
Byna BUroTOBAEHA, BKAOYAIOUM NaKyBaHHA/MapKyBaHHA | KOHTPOAb AKOCTI Ha BMLLE BKa3aHii BUPOBHMYIN
AINbHULI Y NoBHiK BignosigHocTi 40 Bumor GMP, BCTaHOBAEHMX MICLEBUM PEryAATOPHUM OpraHom, a
TaKoK Y BiAnoBigHOCTI A0 cneuvdikawii 4o Toprosol nileHaii Kpailu-imropTtepa. [potokonn BupobHULTBA,
YNaKoBKM i aHanizy cepii 6yAu pesraaHyTi | BU3HaHI TaKMMM, WO BiANOBIAAKOTb ymoBam GMP.

BinxuneHHs Binbynuca: Hi
Biaxunenns/Mosa cneundikauiero/ Komenrapi: Hi
Bunywero: Rolando Ramanzina, MeHegep 3 AKoCTI, YMOBHOBaMeHa ocoba

Hata sunycry: 29.05.2024

Teri.: +41 44 555 22 00
E-mail: inffo@acino.swiss

38iT 418468 [fara apyky 29.052024 16:38:50
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CEPTUDIKAT AHANIZY

Hasea npoaykty: HeWpopy6in™-®OPTE /IAKTAB, TabaeTku, BKpMTI NAiBKOBOID obonoHKoto, N220 {10
X 2) y Bnictepax
[arta supobHuUTBa: 26.02.2024 Homep cepii rotosoro npoaykTy: 24056070
Tepmid NpuaaTHoCTi: 26.02,2026 Posmip cepii (8 ynaxkoekax): 33840
MatepianbHuit Homep: 43646 Homep cepii “in bulk”: 24033240
Homep aHanizy: 444880 Jata aHanizy: (8.05.2024
Tect Cneundikayin Aocunadus PezynabTar
30BHIWHIA BUrNALg Poxeni, Kpyrai, geoonyrai rabneTku, PV:41205-02.1 Bignogigae
BKPWTI NNiBKoBO1O 0O0NOHKOW, 3
TUCHEHHAM «TP» Ha 0aHIN CTOPOHI
Poamipu giametp PV:41205-02.1
Diamerp 169-11.3 mm (11.1 mm = 0.2 mm) 11.2 mm
CepegHa maca 440.7 - 487.1 mr {463.9 + 5 %) PV:41205-02.1 460.9 pr
OpHopigHicTL macK MiHimanbHo 18 320+ 5% PV: 41205-02.1 Bianoeinae
Makcumanbho 2320+ 10 % €ep. Papm. 2.9.5
PoznaganHA PV: 41205-02.1
Eep. ®apm. 2.9.1
- Makcumym < 30 x8 {y soaj) 14 xB.
laeHTUdikayin PV:41205-02.1
BEPX
- TiaMiHy MoHOHITpaT (BEPX) MNoBuHeH Bignosigatm xpomarorpami Bignoeigae
cTaHaapTy
faeHTUdiKauiA PV: 41205-02.1
BEPX
- Mipngokenuy rigpoxnopug, MNoeuHeH Bignosigatit Xxpomatorpami Bianosinae
{BEPX) craHgapTy
laenTngikauis PV:41205-02.1
BEPX
- UiaHokobanamin (BEPX) MNoBWHeH Bianosigatv xpomaTtorpami Bignoginae
CTaHLaRTY
laenTudikauin Hitpaty PV:41205-02.1
Konbopoea peakuin
- Hitpar MoBuHeH BYTH NO3UTUBHUM MNosutuBHA
laenTudirauia Xnopnay PV:41205-02.1
{EBp. ®apm. 2.4.4)
- Xnopug TosyHeH OyTH NO3UTUBHMM Mo3nuTrBHA
laeHmudikauin Tutany aiokcug MNosKHeH ByTU NO3UTUBHMM PV:41205-02.1 MNo3anTueHa
XimiyHa pearuia £171
laeHTUdIKauia EpuTposnHy PV: 41205-02.1
E127
- EputpoaumH E127 lMoBKHeH BIANOBIAATW cTaHAAPTY Bianoginae
KinbkicHe BuaHaueHns TiamiHy PV:41205-02.1
MOHOHITpar BEPX
- Tiamin moHoHITpaT {Mmr) 190.0 — 230.0 mr (200.0 mr - 5%/ +15%) 2181 mr
- TiamiH moHoHiTpaT (%) 95.0-115.0% 109.0 %
KinbkicHe su3HaueHHn PV:41205-02.1
MipuAaoKCuHy rigpoxnopug, BEPX

Ten.: +4144 55522 00
E-mail: info@acino.swiss

3BiT 418468 Nara gpyky 29052024 16:38:50
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CEPTU®IKAT AHANI3Y

Hasea npogykTy: Heiipopy6in™-POPTE NAKTAE, Tabnetkn, BKPWTI nniekoBoio 060a0nKo0, Ne20 (10
X 2) y 6nicrepax

Hata supobHuursa; 26.02.2024 Homep cepii rotosoro npoaykry: 24056070
TepmiH npwaatHocT; 26.02.2026 Poamip cepii (B ynakoskax): 33840
MarepianbHUI HOMep: 43646 Homep cepii “in bulk”: 24033240
Homep aHanisy: 444880 Jara aHanizy: 08.05.2024

- MipuaokeuH rigpoxaopug, (mr) | 47.5~57.5 mr {50.0 mr— 5%/+15%) 54.7 mr

- MipuacKewH rigpoxnopua (%) | 95.0-115.0 % 109.3 %
KinbkicHe BuaHaveHHs PV:41205-02.1
HiaHokoBanaminy BEPX

- Uianoxko6anamir {mr) 0.95-1.45mr (1.0 mr—5 % /+ 45%) 1.25 mr

- LliaHokobanamin (%) 95.0 - 145.0% 135.4 %
Mikpobionoriuna yucrora €ap. Papm. 5.1.4

(2.6.12 7a 2.6.13)
(Xennenep VP 35930,
TeCTYETLCA pas Ha

KBapTasn)
- TAMC < 10° KYO/r He
BMKOHYBABCA
-TYMC < 10% KYO/r He
BMKOHYBABCA
- Escherichia coli BigcyTHicTb B 1r He
BMKOHYBABCA
BunyweHo: Rolando Ramanzina, MeHeaxep 3 sKocTi, ynosHoBaskeHa ocoba

HaTa eunycky: 29.05.2024 16:38:02

JokymeHT nignucanni e €/IeKTPOHHOMY BUFAAL] | He noTpebye BAACHOPYYHOro nignucy.

Ten.: +41 44 555 22 00 38iT 418468 [arta apyky 29.05.2024 16:38:50
E-mail: info@acino.swiss

Crop.434
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HEPKABHA CJIYIKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMW Y KHIBCBKIN OBJIACTI

npos. Ceitimanoi Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3EHOI0 B YKpaiHy JiKapchKOro 3acody

28.08.2024 Ne 40887/24/10

HEHPOPYBIH™-®OPTE JIAKTAB
(HaliMeHyBaHIA TiKapCEKOTO 3300y 3TiHO 3 peecTpamiitHHM MOCRieH M)
TaJ1eTKN, BKPUTI IUIIBKOBOIO 060/10HK010; Mo 10 Tad1eTok y OaicTepi; mo 2 Guictepu B
KApPTOHHIl Kopodui
(thopma BHIyCKY, T03yBaHMNS, BHI NAKYBAHHS JIKAPCHKOTO 3acoby)

Homep peectpaniitroro nocsiguenns UA/1950/02/01 crpox aii peectpauiittioro nocsizgensas 01.01.2099
Cepis nixapcexoro sacoby Ne 24056070 KinskicTh BBe3eHoro mikapeskoro saco6y 33720

Bupobuuk Anuno ®apma AT, Ilseinapis

(naliMenyBanus BupoBHuKa Tikapchkoro 3acofy, Kpaila n0Xo/pKen )

Bseseno B Vipainy ToBapHCTBO 3 00MekeH010 BignoBinanwuicrio "Tera Yxpaina", inenr.

rom: 34770471

(naitMenyBanms ta ko 3a €APIIOY ropuandHoi 0cOGH 260 npiseaIe, iM'A, no GaTbkoBi diszu4HOl

ocobu - nianpuemus, i MicIle IPOXKUBAEHA TA PeccTpaliiinmii HOMep 00MIKOBO! KADTKH MJIaATHHKA
N0AATKIB abo cepis Ta HOMEp HacnopTa)

Iporoxkon BizyankHore keurpomio six 27.08.2024 Ne 2409/2.

3a  pesyneTATAMH JIepHKABHOLO KOHTDOJIK0 BCTAHOBAEHO, L0 miKapchkmi  3acié  BBeseHo B Vkpaimy 3

AOTPUMAHHAM BuMOT 3aKOHOZABCTBA MO0 3a0e3neueH s IKOCTI JIKAPChKUX 3ac0BiB,

/{ : @J/ Biktop CTE®KIBCBKHIA
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Hassa npoaykry:

HomeHknratypHuii koa:
KpaiHz BupoBHUK:
KpaiHa-imnoprep:

Homep peectpauitiHoro noceig4yeHHn:

Po3mip i TMN ynakoeku:
Nikapceka dopma:

Cvna piif AKTUBHICTS:

Posmip cepii (8 ynakoskax):
Homep cepii rotosoro npoAayKTy:
Homep cepii “in bulk”:

fata sMpobHuyTea:

TepmiH npuAaaTHOCTI:

Homep naprii{in) Adi:

Bupobruya ainsHuus:

KoHTposns akoerTi:

BupobHuk{n) A®!:

Ten.: +41 44 555 22 00
E-mail: info@acino. swiss

Heiipopy6in™-®OPTE NAKTAB, TabneTkn, BKpUTIi NAIBKOBOI
obonokrkolo, Ne20 (10 x 2) y 6nicrepax

43646

Wiseiuapis

YKpaiHa

UA/1950/02/01

Ne 20 {10x2)} y 6nicTepi

TabneTkn, BKPUTI NAIBKOBOK 060NOHKOIO
200,0 mr Tiaminy HiTpaTy

50,0 mr nipugokcuHy riapoxnopnay

1,0 Mr uaHokoGanaminy

33 830 ynakoBok

24056073

24033253

26.02.2024

26.02.2026

23044153

24010299

24010506

BupobHuyi ginbHuui:

AlunHo Qapma Al

bipceer 2,

4253 Nicbepr,

UiselAuapin

Bupobh. Miens. Ne 512649-102715974
GMP No: GMP-CH-1003887, GMPEHV-CH-1003930

AunHo dapma AT

bipceer 2,

4253 Nicbepr,

Weekuapis

BupobH. Mliuens. Ne 512649-102715974

GMP Ne: GMP-CH-1003887, GMPEHV-CH-1003930

Xeben XyapoHr ®apmacbloTikan Ko N1a,
Ne>0 CxiaHa Jopora, MNigtiyne 2-e Kineue
050041 Wuusauxyan

Pecnybnika Kurtaii

ACM HyTtpiwHen Mpoaakte Tm6X
Emin-bapenn-Crpit 3

D-79639 I'penuyax-Binen
Himeuduna

36T 418475 flata apyky 29.05.2024  16:46:05
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YnaKkogeka: AlunHo Dapma AT
Mbeddinreppinr 205,
4147 Ew,
Weeluapia
BupobH. Niuens. Ne 512649-102715974, GMP Ne 21-0245

Bunyck cepil: AunHo dapma Al
Bipceer 2,
4253 Nickepr,
Useiuapis
BupobH. Niuens. Ne 512649-102715974
GMP Ne: GMP-CH-1003887, GMPEHV-CH-1003930

3asaBa npo ceprudikauio:

Hannm 5 nigreepaxyio, WwWo nogana BUllle iHpOPMaLlin € AOCTOBIPHOK Ta TOMHO. HaHa cepia npoaykry
byna BurotorneHa, BRAKYAKOYK NaKyBaHHA/MapKYBaHHA | KOHTPOAL AKOCTI Ha BWLLE BKa3aHit BUPOBHMYIK
AINGRULT ¥ NoBHIL BIANOBIAHOCTI A0 BUMOT GMP, BcTaHoBAEHMX MmiclleBUM PErynaTopHum opraHom, a
TakoX y BignoeigHocTi Ao cneundikauii go Toprogoi niveHsii kpailu-imnopTepa. Npotokonu BupobHULTRA,

YNaKkosKH i aHanizy cepii 6ynm PO3TAAHYTI | BU3HAHI TaKKMM, LLO BiANOBIAAOTL ymoeam GMP,

Bigxunewns sigbynuca; Hi

Biaxunenns/Moza cneumndikauiero/ KomenTapi: Hi

Bunyuieno; Rolando Ramanzina, MeHeaskep 3 AKoCTi, ynoBHOBaMeHa ocoba
Hata sunycky: 29.05.2024 16:45:00

PR ol ﬂé’

770471
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Ten.: +41 44 555 22 00 38iT 418475 [lata gpyky 29.05.2024 16:46:05
E-mail: info@acing. swiss
Crop. 234




CEPTU®IKAT AHANIZY

.
Hassa npoayuty:

Helpopy6in™-©OPTE NAKTAB, Tabnetkm, BKPHTI nniekoeolo obon
X 2) y Bnicrepax

OHKolo, Ne2( {10

Mipuaoxecuny riapoxnopua

BEPX

fara Bupo6HuuTea: 26.02.2024 Homep cepii ratosoro npoaykry: 24056073
TepmiH npuaaTtHocT! 26.02.2026 Posmip cepii (B ynarkoskax): 33830
MarepianbHuid Homep: 43646 Homep cepii “in bulk”: 24033253
Homep ananisy: 444904 Hata aranisy: 16.05.2024
Tecr Cneumndikauin NocunaHHa Pesyabrar
30BHIWHIA BUrAAg Poxesi, kpyrai, ngoonywkni Tabnetuy, PV:41205-02.1 Bionoeinae
BKPMTI NIIBKOBOK 06OROHKOHD, 3
THCHeHHAM «TP» Ha ogHIiit cTopowi
Poamipw giamerp PV:41205-02.1
Aiamertp 10.9-11.3 mm (11.1 mima + 0.2 M) 11.2 pmm
CepegHa maca 440.7 - 487.1 mr (463.9 + 5 %) PV: 41205-02.1 465.8 mr
OaHopigHicTb macu MiHimaneHo 183204 5% PV:41205-02.1 Bianoeinae
Maxcumanono 2 3 20 + 10 % Eep. Dapm, 2.9.5
Poznaganua PV: 41205-02.1
€8p. Papm. 2.9.1
- Makcumym < 30 xs (y Boaj) 14 xs.
lpeHTUdikayin PV:41205-02.1
BEPX
- Tiaminy moHoRiTpaT {BEPX) osuHeH BignosinaTu Xpomaraorpami Bianoginae
CTaHAapTY
lnentndikayia PV:41205-02.1
BEPX
- flipuaokcuiy riapoxaopug fToBuHeH signosinatu Xpomatorpami Bianosinae
(BEPX} cTaHgapTy
laeHTMpikayina PV:41205-02.1
BEPX
- liatokoBanamin (BEPX) MoBuHeH signosigatu Xpomatorpami Bignosinae
CTaHaapTy
IaeHTudikauia Hirpary PV:41205-02.1
Kosiboposa peakuin
- Hitpar NoBUHEH BYTH NO3UTUBHMM Mo3nTnBHa
lnenTudikauia Xnopugy PV:41205-02.1
(EBp. ®apm. 2.4.4)
- Xnopug TloBUHEH ByTW No3UTUBHMM [TosuTMeHa
IneHTudikayia Tutany Afokcug MoBMHEH BYTH NO3MTUBHWM PV:41205-02.1 MNo3uTueHa
XimivHa peakuin E171
laeHTdikayis Eputposuny PV:41205-02.1
E127
- Eputposnn E127 MoBWHeH BignosigaTH CTanaapTty Bisnoginae <‘
KinbKicHe Br3HaYeHHs Tiaminy PV:41205-02.1
MOHOHITpaT BEPX
- TiamiH moHoHiTpar (mr) 190.0 - 230.0 mr {200.0 mr - 5%/ +15%} 219.9 mr
- TiamiH mOHOHITpaT (%) 95.0~-115.0% 109.9 %
KinbkicHe BuM3HaveHHs PV:41205-02.1

Ten.: +41 44 555 22 00
E-mail info@acino.swiss

3eiT 418475 [Nava apyky 29.05.2024  416:46:05
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CEPTU®IKAT AHANIZY

| Hasea NPOAYKTY:
X 2} y Bnicrepax

Helipopy6iH™-®OPTE JIAKTAB, TabneThy, BKpUTI nAiBKoBOI oBononkowo, Ne20 (10

Hata supobrHuurea: 26.02.2024 Homep cepit rotosoro npoaykry: 24056073
TepmiH npraatHocT: 26.02.2026 Poamip cepii (B ynakeskax): 33 830
MatepiansHui Homep: 43646 Homep cepii “in bulk”: 24033253
Homep aHanisy: 444904 Hata ananisy: 16.05.2024
- Mipuaokeun rigpoxnopua (mr) | 47.5-57.5 mr {50.0 mr — 5%/+15%) 54.7 mr
- NipMAOKCKH rigpoxncpua, (%) 95.0-1150% 109.4%
KinbKicHe BU3HaUEHHA PV:41205-02.1
LiaHokoGanaminy BEPX
- Uianokobanamin {mr) 0.95-1.45mr (1.0 Mr--5 % /+ 45%) 1.36 mr
- Uianokobanamin (%) 95.0 — 145.0% 1358 %
MikpoGionoriumwa yucrora €Bp. ®apm. 5.1.4
(2.6.12 13 2.6.13)
(Xennenep VP 35930,
TECTYETbCA Pa3 Ha
KBapTan)
- TAMC <10 KYO/r He
BMKOHYEaBCH
- TYMC <107 KYO/r He
BMKCOHYBaBCH
- Escherichia coli BiacyTHicTe B 1 He
BMKOHYBasacA

Bunyuweno:

Hata sunycky: 29.05.2024 16:45:00

Rolando Ramanzina, MeHeasep 3 AKoCTI, ynoBHOBa)eHa 0coba

HokymeHT nignucanmii o EEKTPOHHOMY BUTAAI | He NnoTpebye BAACHOpYYHOro nianucy.

Ten.: +41 44 585 22 00
E-mall: info@acino.swiss

3miT 418475  [lata gpyky 29.05.2024
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JAEPIKABHA CJIYIKEBA 3 JIIKAPCBKHX 3AC OBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIN OBJIACTI

npos. CeiTnuunol Hanii, 3, m. Kuis, 02099, Ten/thaxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kon CHPIICY 37078774

BUCHOBOK
Ipo sIKiCTh BBe3eHoro B Ykpainy JiKApCHKOro 3ac00y

28.08.2024 Ne 40888/24/10

HENPOPYBIH™.®OPTE JJAKTAB
{HaliMenyeamna RikapcEKOrO 3acoly 3rinHe 3 peccTpaniiinmm LOCBITICHIIAM )
TabJeTKH, BKPUTI WIIBKOROI0 o0oronKeI0; no 10 TadeTok y bnicrepi; no 2 fuicTepu B
KapTronmii Kopo6ui
(opma sunycky, NOIYBALHA, BH] NAKYBAHHA NIKAPCEKOTO 3acoby)

Howmep peectpaniiinoro nocsinsenna UA/1950/02/01 CTPOK aii peectpauiiiroro noceigvexns 01.01.2099

Cepia nixapeskoro sacoby Ne 24056073 KinbxicTs BBesenoro nmikapeskoro zacoby 33830

Bupofnuk Anmno ®apma AT, sefiapis

(naliMeRyBanns BupoGHIKA TIKAPCHKOIG 3ac06y,

Kpdila noxoaxenns)

Bxeseno v Ykpainy Tosapucrao 3 00Mexkenoo BiAMOBiZanenicTIO

xon: 34770471

{(1zafiMenysaims ta kog 3
0CoOU - riAnpHeMIA, T

"Tepa Ykpaina", ineur.

a EPTIOY opuanvnoi ocoby 460 NIPIZBUILE, iM'S, TC BaTLKOE]
MICTIE IPOXABAKHA Ta peccTpali i HOMEP 0BTikOBOT KapTKH 1
N0aTKiB 460 cepif Ta nomep nacrnopra)

piznurol
LIATHIKS

IIpoTokoa Bizyaisnore xouTposiso Bij 27.08.2024 2 2409/3.

3a  pesynnTartamu ACPIABHOIC  KOHTPOJII0  BCTAHORIEHO, W10 NIKApChKHA  3aci6  BBe3eHO B Ykpainy 3
AOTPHMAHHAM numor 3AKOHOJABCTRA 10040 3a0e3MCYeHHS SKOCT] niKapchrux 3acobis.
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