JEKJAPAIIUSA O COOTBETCTBUHA

JEKJIAPAHT, IPUHUMAIOIIUM JEKJAPAITHIO O COOTBETCTBHH

000 "Hosapmuc ©apma"

Ceedenus o pezucmpayuu opeanusayuu: Mescpaiionnas uncnexyus @edepanvroii Han02060i cayrcbvr Ne 46 no
2. Mockee 27.12.2006, OI'PH 1067761778083, oama npuceoenus OI'PH 27.12.2006.

Aopec: 125315, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 72, kopnyc 3.Tenegpon: 8(495)967-12-70.

B nuye: I'enepansuuiii oupexmop Konepoea H.A.

Losepennoe nuyo: Tiopun A.B., 0oeepennocme 6/n om 09.07.18

3AABISIET, UTO

nexkapemeennoe cpedcmeo. Teepemon LIP, mabnemxu nponoHzuposanno2o deticmeus nokpsimeie o6onoukoti 400
me 10 wm., ynaxkoexu suetikogble konmypuuvie (3), nauku kapmonnvie, pez Ne IT N012082/01 om 28.11.2007 ;
(0ama nepeogpopmnenus 20.08.2015) evidano Hosapmuc @apma AT, Llseiiyapus, cepus TV689, napmus 15456 |
ynakoeoxk, 2oden do 30.11.2020, npouseodocmea Hoeapmuc Papma C.n.A., Hmanus, Novartis Farma S.p.A., Via
Provinciale Schito, 131-80058 Torre Annunziata (NA), Italy koo OKII[2 21.20.10.233, ko0 TH B3]
3004900002, konmpaxm Ne NPHLLC-2012 om 01.05.2012, uneotic Ne 2001401645 om 10.01.2019

COOTBETCTBYET TPEFOBAHUAM

IT N012082/01-281107 uzm. Ne 1-8

JAEKJIAPALIM A ITPHHSATA HA OCHOBAHUHA _

npomoxon ucnetmanuti Ne 19-000180 om 16.01.2019 OO0 "HLJIC "Buomexnonozus", ammecmam
axxpedumayuu RA.RU.21DM04, Cepmugpuxam POCC IT.OMI11.C79506 om 16.01.2019

. Tiopun A.B.
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CBEJEHMS O PETUCTPAIIIA

OPT'AH I10 CEPTU®UKAILINM, 3APETMCTPUPOBABII NI JEKJIAPAIIUIO

RA.RU.11®MI11 OPTAH ITO CEPTH®HKAI[HH TPOJYKLHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanusayuu : 109428, 2. Mockea, 1-w1ii Basosckui
npoeso, 0. 5, cmp. 1, adpec opeana no cepmugpurayuu: 129626, 2. Mockea, 1-as Mutmuyunckas, 0. 25, menn.
(495) 783-19-08

JAEKJIAPAIIAA O COOTBETCTBUM 3APETHCTPUPOBAHA N POCC RU J-IT.®M11.4.11815/19
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) NOVARTIS

Oraen noructuxw r. basens
Jluxrurpacce 35
4056, r. bazens, llIBelinapus

JIOTUCTUYECKASA
COITPOBOAUTEJIBHASA 3AIIUCKA Ne CH010400772551
K cepTU(QHKATY CePHH

Ipoaykr: TETPETOJI LIP 400 MI" TABJIETKH npononruposanHoro aeiictus, [IOKPBITBIE
OBOJIOUKOMH, 3X10 RU

Toprosoe HasBanue:  TE['PETOJI LIP 400 MI" TABJIETKHU nposioHruposanHoro aeticteus, [IOKPBITBIE
OBOJIOYKOH, 3X10 RU

I'no6anbHblil ouennBaemblii 733025 Cepus Ne: TV689
MaTtepuaia Ne:

I'mo6anbHBIH Ceptuduxar cepun Ne:  1T100200114952
HEeOLICHUBAEMbIii MaTepHaJl

Ne:

3akazunk Ne: RU0300

3akazunk: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauus

JdoctaBka Ha Noe: RU0300 Kon cTpanbr: RU

JlocTaBKa CTOpOHe: 00O «Hosaptuc ®apma», Mocksa, Poccuiickas ®enepauus

IKNopT (papMaLieBTHUYECKOI MPOAYKLIMH

Hcxonsimmii HoMep 5001748164. 10 Ne 3akaza-Hapsiza

¢apm. noctaBku: KOHEYHOI'0 MOJIyqaTeJis: 1001410938

No 3akaza Ha OKyNIKy 4700109872 JocTaBiieHO

KOHEYHOI'0 MoJIy4aTeJisi: Kou-Bo: 15,456.000
Eannunebi: IIT.

| IIOHOJIHI/ITCJILHQH JIOTUCTHYCCKASA I/IH(l)OpMaHI/IH:

| MeHemKep M0 JOTUCTHKE: Laurence SCHMID Jarta: 04-01-2019
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Bopinmymeno:

(‘) N O V A RT l S «Hosapruc UT Toppe»

«HOBAPTUC ®APMA CIIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnnyHuuara HA
Jlunen3us Ha u3rorosyieHue Ne:
AM-93/2017
Ceprupuxar GMP Ne:
1T/126-1/H/2017

CEPTUO®UKAT CEPUHN
Ne 1T100200114952

Ipoayxkr:

Jlo3upoBka / aKTUBHOCTb:
JlekapcTBeHHast popma:
T ynmakoBKH:

Pasmep ynakoBkH:
CrtpaHa Ha3HAYeHUs
I'no6anbHbI MaTepuaa Ne:
JlaTa U3roToBJ/ICHUS:
JlaTa BBIITycKAa:

Cpox roaHocru:
KosuuecTBo eaAHHMIT
MPOAYKTA:

TET'PETOJI LIP 400 MI" TABJIETKH nposoHrupoBaHHOTO AEHCTBUA,
[TOKPBITHIE OBOJIOUKOM, 3X10 RU_1

KAPBAMASEITHMH 400 MI'

TabysieTka NPOJOHTMPOBAHHOTO AEUCTBUS, TOKPBITAs 000I0UKOM
omucrep

3x10 Tabnerok

PO

733025 Cepust Ne: TV689
04.12.2018

02.01.2019

30.11.2020

15456.000 wTyk

YnakoBouHas nHGpopmanus
MIpoayxkr:

I'no6anbHbI MaTepuaa Ne:
JlokaabHblii MaTepuan Ne:
IMpousBoauTesnb:

JIuueH3usl Ha U3rOTOBJIEHHE:
Homep ceprupuxara GMP:

TET'PETOJI LIP 400 MI" TABJIETKH nposoHrupoBaHHOTO OEHCTBUA,
[TOKPBITHIE OBOJIOUKOM, 3X10 RU_1

733025

733025

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»

Bua ITposunuuane Lluro 131

80058 Toppe Annynumata HA Urtanusa

AM-93/2017

1T/126-2/H/2017

JlaHHEBIE TECTOB, TPeOOBAHMU, Pe3yIBTATHI M 3aKTFOUCHHS IPUBEACHEI B CIICAYIOIIEM cepTH(HKaTe/cepTHhIKaTaX:

Ceptuduxat Ne:
Mpoaykr:

I'nobGanbHbIH MaTepua Ne:
JlokaabHbIi MaTepuana Ne:
JaTta BblImycka:
IIpouspoauTesb:

JINIeH3Us1 Ha H3rOTOBJIEHHE:

IT100100134728

Terperon LIP 400 Mr TabneTky MPOJIOHTHPOBAHHOTO ACHCTBHS MOKPHITHIC
obosnoukoit -EC DB

852051 Cepus Ne: T3474
60328

02-01-2019

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»

Bua [Tposunuuane Lluro 131

80058 Toppe AnHyHumata HA

AM-93/2017
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.

HaHHBIe YTBEPIKACHBI OTBETCTBEHHBIM JINLIOM




' Bpinymeno:
( ) N O VA RT [ S «Hosapruc UT Toppe»
«HOBAPTUC ®APMA CIIA»
Bua IIpoBunimane [luto 131
80058 Toppe AnHyHumata HA
JIueH3usa Ha u3rorobieHue Ne:
AM-93/2017
Cepruduxar GMP No:
1T/126-1/H/2017

CEPTU®UKAT CEPUH
Ne 1T100200114952

Ipoaykr: TEI'PETOJI LIP 400 MI TA§HETKH MPOJIOHTUPOBAHHOTO ACUCTBHA,
TTOKPBITBIE OBOJIOUYKOMH, 3X10 RU_1

I'nobanbHblil MaTepuaa Ne: 733025 Cepus Ne TV689

3akioueHue:

Hacrosumm ynocToBepsto, 4To faHHas HH(pOpManus MOITHHHA U BEpHA.

JlaHHas cepust co3naHa/ IPOU3BECHA, BK/IIOYAs YIAKOBKY U KOHTPOJIb, HA BBILIEYIOMSIHYTOM MECTE IPOU3BOACTBA
B COOTBETCTBUH ¢ npaBusiaMd GMP JI0KaJTbHOTO peryJssTOpHOTO OpraHa U crieludHKalieil perucTpaldoHHOTo
YAOCTOBEPEHH UMITIOPTUPYIOLIEH CTPaHBI.

Hapa6oTka, ymakoBKa H aHaJIU3 CEpHH COOTBETCTBYIOT TpeOoBaHHsIM GMP.

OTBeTCTBEHHOE JINIIO: Carolina MANZO

Jata u Bpemsi: 02-01-2019 15:19:34

Jluno, BeLAABIICE CePTH(RPUKAT: Carolina MANZO

JIO/ZKHOCTD: PykoBoauTesb OTAENA BbIMTyCKa / OTBETCTBEHHOE JIULIO
JaTa u Bpems: 02-01-2019 15:19:34
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe AnnyHuuara HA Wtanus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134728

Hpoayxr: TEI'PETOJI LIP 400 MI” TA§J’[ETKI/I TIPOJIOHTUPOBAHHOTO NEHCTBHUA,
TIOKPBITBIE OBOJIOYKOMU - EC DB
I'mo6anpHBIIH 852051 Cepus Ne: T3474

maTepuana Ne:
JlokanbHbIii MaTepuaa 60328

Ne:

JlaTa U3roToBJIEHHS: 04.12.2018 TIporokos aHam3a Ne: 89120022373

HopmaTtusHasi DP_3747904_D_R_2

JOKYMeHTAIs:

TecThI TpeGoBanus Pe3yabTaThl

Onucanue BU3yasbHO: popma OBaJIbHEBIE, Cllerka IBOSAKOBBITYKITbIE CoOTBETCTBYET
TabJeTKU

Ornrcanne BU3yallbHO: IIBET KopuuneBo-opaHKeBEIe CoOTBETCTBYET

OnucaHue Bu3yasnbHO: KOA Ha onHoii cropone rpasuposka «<ENE/ENE» CooTsercTByeT

rpaBUPOBKU Ha npyroit «CG/CG»

Jnuna: NpUONU3UTENBHO 16.7 MM CooTBeTCTBYET

Ilupuna: OpuONIU3UTENLHO 6.7 MM CooTBeTCTBYET

Tommuna: MpUOTU3UTENHHO 6.0 MM COOTBETCTBYET
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe Annynuuara HA Hranus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134728

Hpoayxr: TEI'PETOJI LIP 400 MI” TA§J’[ETKI/I TIPOJIOHTUPOBAHHOTO NEHCTBHUA,
TIOKPBLITBIE OBOJIOYKOMH - EC DB
I'nobanbHbIil MaTepuan Ne: 852051 Cepus Ne: T3474

JlokaabHbiii MmaTepuaa Ne: 60328

TecTbl TpeGoBaHus Pe3yabTaThl
IMopmunHocTs MeTogoM TCX - Kapbamazenun CoOTBETCTBYET CTaHIAPTY CooTBeTCTBYET
IMonnmaHOCTE MeTomoM BOXKX - KapbamazennH ~ COOTBETCTBYET CTaHAAPTY CooTBeTCTBYET
OmHOpOoOHOCTH A03WpoBaHKA Bapuarus Beca: 10-30 10

N=10 uu 30

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: - 99.8%
Cpennee

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: - 97.6%
MuHumym

OmHOpOoaHOCTH A03WpoBaHKA Bapuarus Beca: - 101.2%
Maxkcumym

OmHOpOoaHOCTh A03WpoBaHUA Bapuarus Beca: - 1.2
CraHaapTHOE OTKJIOHEHHE

OmHOpOoaHOCTh A03WpoBaHUA Bapuarus Beca: Makcumym 15.0 3.0

JlonmycTumoe 3HaueHHe
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»

Bua llposunuumasne Ilurto 131

80058 Toppe Annynuuara HA Hranus

CEPTUD®UKAT AHAJIM3A

Ne IT100100134728

JieiicTByrolero BewecTsa yepes 1 yac: N=6,12
unu 24

Hpoayxr: TETPETOJI LIP 400 MI' TABJIETKM  mipolOHTHPOBaHHOTO NEHCTBUS,
[TOKPBITBIE OBOJIOYKO¥ - EC DB

I'no6anbHbIE MaTepuaa Ne: 852051 Cepust Ne: T3474

JlokaabHbiii MmaTepuaa Ne: 60328

TecTbI TpeGoBanus PesyabTaThl

OOHOPOIHOCTE A03UpOBaHUA: DUHATEHOE CootserctByeT TpedoBanusim @. CIIIA, CooTBeTcTByeT

3aKJIFOYEHHE Epp. @, Sin. @

[TocToponnue npumecu MetomoM BOXKX — Maxkcumym 0.1% <0.1%

crienu(puUHBIe TPORYKTHI Aerpanauui: G22358

[TocToponnue npumecu MetomoM BOXKX — Maxkcumym 0.05% <0,01%

cneurpuyUHBIe MPOTYKTHI NeTPaaluu:

GP37222

INocToponnue npumecu MeronoM BOXKX —ne  Makcumym 0.03% <0.01%

UAEHTUULMPOBAHHEIE IPOAYKTHI pacnaza:

WHAWBUAYAJIBHO

[TocToponnue npumecu MetomoM BOXKX — Maxkcumym 0.2% <0,1%

CyMMa Bcex MPOAYKTOB pacnaja

BricBoooxknenne TETPETOJIA/ 6-24 6
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseaeno:

«Hosaptuc UT Toppe»

«HOBAPTUC ®APMA CIIA»
Bua llposunuumasne Ilurto 131
80058 Toppe Annynuuara HA Hranus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134728

BEIIECTBA Yepes 2 uaca: CpeaHee

Hpoayxr: TETPETOJI LIP 400 MI' TABJIETKM  mipolOHTHPOBaHHOTO NEHCTBUS,
[TOKPBITBHIE OBOJIOUKOH - EC DB

I'no6anbHbIE MaTepuaa Ne: 852051 Cepust Ne: T3474

JloxanbHblii MaTepuaa Ne: 60328

TecTbI TpeGoBaHus PesyabTaThl

Bricroboxnenne TETPETOJIA/ neiictytommero  20-40% 29%

BellecTBa yepes 1 yac: cpenHee

Bricsoboxnenne TETPETOJIA/ aelicTBytomero - 28%

BEILECTBA uepe3 1 yac: MUHUMYM

Bricsoboxnenne TETPETOJIA/ aelicTBytomero - 30%

BEILECTBA Uepe3 1 yac: MakcCUMyM

Bricsoboxnenne TETPETOJIA/ aelictBytomero  CootseTcTByeT TpeboBanusam @. CIIIA  CooTBercTBYeT

BeulecTsa uepes 1 yac: BeiBon

BricBoboxnenne TETPETOJIA/ aelictBytomero  6-24 6

BewiecTsa yepes 2 yaca: N=6,12 wu 24

Bricsoboxnenne TETPETOJIA/ aelictytomero 30 - 60% 43%

Crpanuua 7/ 10

Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe Annynuuara HA Hranus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134728

Hpoayxr: TEI'PETOJI LIP 400 MI” TA§J’[ETKI/I TIPOJIOHTUPOBAHHOTO NEHCTBHUA,
TIOKPBLITBIE OBOJIOYKOMH - EC DB
I'no6anbHbIE MaTepuaa Ne: 852051 Cepust Ne: T3474

JlokaabHbiii MmaTepuaa Ne: 60328

TecTbI TpeGoBaHus PesyabTaThl
Bricsoboxnenne TETPETOJIA/ aelicTByromero - 42%
BEILECTBA Yepe3 2 yaca: MUHUMYM

Bricsoboxnenne TETPETOJIA/ aelicTBytomero - 44%

BEILECTBA Uepe3 2 yaca: MaKCUMyM
Bricsoboxnenne TETPETOJIA/ aelictytomero  CooteTcTByeT TpeboBanusam @. CIIIA  CooTBercTBYeT
BellecTBa uepes 2 yaca: BriBon

BricBoboxnenne TETPETOJIA/ aelictBytomero — 6-24 6
BeuiecTsa uepes 4 yaca: N=6,12 wnu 24

Bricsoboxnenne TETPETOJIA/ aelictBytomero 50 - 80% 56%
BEILIECTBA Uepe3 4 yaca: cpeaHee

Bricsoboxnenne TETPETOJIA/ aelicTByromero - 55%

BEILECTBA Yepe3 4 yaca: MUHUMYM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM
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IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe Annynuuara HA Hranus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134728

Mpoaykr: TETPETOJI LIP 400 MI" TABJIETKH, TTOKPBITBIE OBOJIOUKOM - EC DB

I'nobanbHbIil MaTepuan Ne: 852051 Cepus Ne: T3474

JlokaabHbiii MmaTepuaa Ne: 60328

TecTbI TpeGoBaHus PesyabTaThl

Bricsoboxnenne TETPETOJIA/ aelicTByromero - 58%

BEILECTBA uepe3 4 yaca: MaKCUMyM

Bricsoboxnenne TETPETOJIA/ aelictytomero  CooteTcTByeT TpeboBanusam @. CIIIA  CooTBercTBYeT
BewiecTBa uepes 4 yaca: BriBon

BricBoboxnenne TETPETOJIA/ aelictBytomero  6-24 6
BewiecTsa uepes 8 yacos: N=6,12 unu 24

BricBoboxknenne TETPETOJIA/ nelictBytomero  MuHuMyM 65% 69%
BELIECTBA Uepe3 8 4acoB: cpeaHee

BricBoboxnenne TETPETOJIA/ aelicTBytomero - 69%
BEILECTBA Yepe3 § 4acoB 4aca: MUHUMYM

Bricsoboxnenne TETPETOJIA/ aelicTByromero - 70%

BEILECTBA YEPe3 § YaCOB: MAKCUMYM
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



!> NOVARTIS

IIpousseaeno:
«Hosaptuc UT Toppe»
«HOBAPTUC ®PAPMA ClIA»
Bua llposunuumasne Ilurto 131
80058 Toppe Annynuuara HA Hranus

CEPTUD®UKAT AHAJIM3A
Ne IT100100134728

Mpoaykr: TETPETOJI LIP 400 MI" TABJIETKH, TTOKPBITBIE OBOJIOUKOM - EC DB

I'nobanbHbIil MaTepuan Ne: 852051 Cepus Ne: T3474

JlokaabHbiii MmaTepuaa Ne: 60328

TecTbI TpeGoBaHus PesyabTaThl
BricBoboxnenne TETPETOJIA/ CootsetctByeT TpedoBanusim @. CIIIA  CooTeTcTByeT
JEHCTBYIOLIErO BELIECTBA Uepe3 § UacoB:

BrBox

KonuuecTseHHOe onpeaeseHue 95.0 - 105.0% 100.1%

Kapbamazennna metonom BOXX kak % ot
3asBJICHHOTO KOJIMUECTBA

3akiloueHue:

Cepus COOTBETCTBYET ClielU( KAl HOPMAaTUBHOM JOKyMeHTaluy. HacTosmuM yaocToBepsto, 4TO JaHHAs
nuH(pOpMaL TT0UTMHHA U BepHa. HapaGoTka 1 aHaiM3 cepur MPpOBEPEHEI H COOTBETCTBYIOT TpeOoBaHuIM GMP.

OTBeTcTBEeHHOE JTHLIO: Germana CHIOSI

JaTta u Bpems: 20-12-2018 12:40:23

Jluno, BelaaBIIee cepTHRPUKAT: Germana CHIOSI

JLOJIZKHOCTD PykoBoauTens oTAENa KOHTPOIA Ka4eCcTBa FOTOBBIX
MPOAYKTOB

JaTa u Bpems: 20-12-2018 12:40:23
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Hacrosmuit ceprudukar ObUT aBTOMaTHYECKH CTEHEPUPOBAH.
JlaHHEIe YTBEPKICHB OTBETCTBEHHBIM JILIOM



