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MNoaTeepXaeHWe COOTBETCTBUS BEO3WMOro NekapcTBeHHOro npenaparta Tpe6oBaHMAM,
YCTAHOBJI@HHLIM NPU ero rocyAapcTBEeHHON perucrpauum

WpenTudbKaunonHelii Homep Tosapa GTIN

Toproeoe HaumeHOBaHWe

MexayHapoaHoe HenaTeHTOBaHHOe HasBaHue

(MHH)
NexapcraexHan dgopma

Boauposka

Dopma Bbinycka

Homep cepum (napTun)

O6wem cepuu (naprum)

Hara npouasopcrea

lFogex po

Homep u parta peructpaumoHHoro
YAOCTOBEpeHUA
Homep HOpMaTUBHOM JOKYMEHTaUMK

HaumeHoBaHue pepxatens
PerucTpauuoHHOro YA0CTOBEPEHHSA
Anpec MecTOHaXOXAEHWA NepKaTenn
PerucTpaurMoHHOro YAoCToBepeHUA
HaumeHosative 1 anpec npoussoguTens
(c ykazanuem cTaawit NpoM3BOACTBEA)

KommeHTapum

TFV46-IM-22022021

04603695002067

Ko-lnosan®
BancaptaH+uapoxnopotuasug

TabneTku, NOKPbLITbIE NNEHOYHOM 0B0N0HKOR

80 mr + 12,5 mr

14 wr, - BnucTeps! (2 WT,) - NauKky KapToHHLIE (28 wr.)

TFV46
11520 yn.

30,10.2020
09.2023

M N011266 ot 25.04.2011

M N011266-180319

HoeapTuc dapma AT, Wseduapus
Lichtstrasse 35, 4056 Basel, Switzerland

Bce crtaguu, BKNIOYAR BLINYCKAIOWMA KOHTPONL kadecTea: Hosaptuc ®apma C.n.A.,
Wranus (Via Provinciale Schito 131, 80058 Torre Annunziata (NA), Italy)

He npumennmo

B coortsercrauu ¢ TpeGosaHvamMy DeaepanbHOro 3akoHa ot 28.11,2018 N 449-03 "O BHeCeHNW NIMEHeHWI B 0TAENbHbIE 38KOHOAATENbHbIE
akTs! Poccuiickon Pegepauuv no BONPOCY BBOAA B rPa}AaHCKuid 06OPOT NeKapCTEeHHbIX NPENapaTos AN MeAULMHCKOO NpUMEHEHUA", &
Taloke nNpuHAMan BO BHWMaHue noctaHosneHwe [Mpaeurenscrsa Poccuisckon ®egepaumn or 26.11.2019 N 1510 'O noprake Beoja B
rpaxaaHckuii 0BOPOT NeKapCTEeHHLIX MPenapaTos 418 MeAUUNHCKOrO NPUMEHeHUS"

HUxenoanucasLumMitcA npeacTasuTens OO0 "HoeapTue dapma”, YNoNHOMOYEHHbIA MHOCTPEHHLIM NPOM3BOANTENEM NEeXapCTBEHHLIX CPBACTE,
NoATsepKAaeT COOTBETCTBME BbLILEYKA3BHHOW CepUM NeKkapCTBEHHOIO npenapata AnA MEeAWUMHCKOTO MNPUMEHeHUR TeGOBaHWAM,
YCTaHOB/EHHbLIM NPY 8o rocyAapCcTBEHHOW PErucTpaumnmy Ha Tepputopum Poccuickon denepauuu.
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YnonsoMoueHHbIM npeacrasurens

000 "Hoeaptuc Gapma” Anexcangposa [.B.
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Brinywmeno:

U) NOVA RTIS HOBAPTHUC ®APMA CITA

Bua INposunnuane [uro 131
80058 Toppe AnnyHuuara (HA)
Hranus

JIMueH3Ms Ha H3TOTOB/IeHHe Ne:
AM-11/2019

Ceprudurxar GMP Ne:
IT/36/H/2019

CEPTUOUKAT CEPUUA
Ne IT100200144196

IMpoaykr: KO-IUOBAH
Jo3npoBKa / AKTHBHOCTD: THAPOXJIOPOTHUA3W 12,5 MI'
BAJICAPTAH 80 MI'

JlekapcTBennas dopma: Tabnerka, NOKpbiTas TUIEHOYHON 000I0YKOHT
THn ynakoBKH: omcrep

Pazmep ynakoBku: 2x 14 TabneTok

PY: [INO11266

CTpana Ha3HAYeHHS: PO

I'no6anbueiil matepuan Ne: 701216 Cepns Ne: TEV46
JlaTa H3roTOBJIEHHHA 30-10-2020

JlaTa BeInycKa: 01-02-2021

CpoK rogHocTH: 09-2023

KonuuecTro eAHHUL 11520.000 wryk

NMPOAYKTA:

YnakosouHas nHpopvanns

IpoaykT: KO-ITMOBAH

ao6anbpueiil maTepuan No: 701216

Jlokanbubrii matepnan Ne: 701216

IMpoussoanTensb: HOBAPTHUC ®APMA CIIA
Bua IMposuHumane Iluro 131
80058 Toppe Aunyvuuuata (HA)
Hranusa

JInuenszns na AM-11/2019

.| m3roroBNeHNe:

Homep cepruduxara GMP: IT/36/H/2019

JlaHHBIE TECTOB, TPeGOBAHNS, Pe3y/IbTaThl 1 3AK/TIOUEHHS NPHBEICHb! B CEIYIOIIeM cepTHdHKare/cepTHHKaTax:

Ceprudukar No: IT100100145443
IIpoaykr: KO-TUOBAH TABJIETKHU ITOKPLITBIE [UIEHOYHOM
OBOJIOYKOM 80/12,5 MI". 012
| Tnobansubri maTepuan Ne: 854070 Cepus Ne: T2710
JlokaneHelii MaTepnan Ne: 854070
Jara BeIinycka: 17-10-2020
IlpousBoauTen: HOBAPTHC ©®APMA CIIA

Bua Iposnnuuane Huro 131
80058 Toppe Aunynuuara (HA)
Hranus

JIMIEeH3HA HA H3rOTOBJICHHE: AM-11/2019

CTpaHHLla 1/10 Digitally signed by Filipenko
Anna

Hacrosmuit cepTudukat Obla1 aBTOMaTHYECKH CTEHEepHPOBaH. F | | | en kDN:dc:mm.dc:nuvarm
JlaHHBIE YTBEP X IeHbl OTBETCTBEHHBIM JTHLIOM p sl

serialNumber=2305978,
cn=Filipenka Anna

Reason: Mepesoa Nposepmna |
O Anna

Date: 2021.02.15 13:34:01



BoinyuieHo:

U) N O VA RTI S HOBAPTHUC ®APMA CIIA

Bua [TpoBuHLMAANC Iuro 131
80058 Toppe AnHyHumara (HA)
Wranus

JIuueH3usi HA H3TOTOBJCHHE Ne:
AM-11/2019

Ceprudurar GMP Ne:

IT/36/H/2019

CEPTU®UKAT CEPHH
No IT100200144196

Ceprudukar Ne: CH280100199158
IpoaykT: THUIPOXJIOPTHA3NI MUK/C 08
[nobanbhbiii MaTepnan Ne: 831945 Cepusa Ne: C0072
JlokanbHbIii MaTepHall Ne: 831945
JlaTa BBINYCKA: 02-07-2019
TTpon3BoAnTEND: Hogapruc Papma [reiin A’
1Llagdxaysepiurpacce
4332 Wlreitn
11Igeiiapus

Ceprndurar Ne: GB430100049355
TIpoayKT: BAJICAPTAH/JIC 47
[roGanbubiil MaTepnan Ne: 832100 Cepus Ne: G1035
JlokaabHblil MaTepuan Ne: 832100
JlaTa BbINYCKA: 14-10-2020
TpousBoaAHTEb: HogapTuc I'pumcon Jumuten
[Maiteun Myan Jlain
DN31 2SR 'pumcon
BenmkoOpHTaHHA

Crpanuua 2 / 10
HacTosiuuii cepTdHUKaT Obl1 ABTOMATHIECKH creHepupoBaH.
JlaHHBIe YTBEPHKACHBI OTBETCTBEHHBIM JIMLIOM




BoinmyuieHo:

(‘) N O VA RT I S HOBAPTHUC ®APMA CIIA

Bua [porununane uro 131
80058 Toppe AnnyHuuara (HA)
Hranus

JIMueH3HsA HA U3TOTOBAeHNe Ne:
AM-11/2019

Cepuduxat GMP Ne:
IT/36/H/2019

CEPTU®UKAT CEPUHA
Ne IT100200144196

IMpoaykT: KO-IMOBAH
Tao6ansubiii matepuan Ne: 701216 Cepun Ne: TFV46
3akaiouenue:

HacTos MM YA0CTOBEPSIO, UTO JaHHasA uH(popMalus MOLTHHHA U BEPHA.

JlanHas cepus co3/aHa/ NMPOH3BENEHa, BKIIOUAd YIAKOBKY 1 KOHTPOJIb, Ha BBILICYTIOMAHYTOM MECTE
TNPOM3BOACTBA B COOTBETCTBHH € MPaBHIAMH GMP noxkanbHOTO peryJaTOpHOTO opraHa u crietMuKannei
perucTPaLMOHHOIO Y10CTOBEPCHHA HMITOPTHPYIOLLEH CTPaHBL.

HapaG6oTka, yNakoBKa U aHaln3 CEpHK COOTBETCTEYIOT tpebopannam GMP.

OTBeTCTBEHHOE THLO: Carolina Manzo
JlaTa u BpeMms: 01-02-2021 16:29:38

KomMMenTapHii k cepTHHUKATY:

BrImyck Ha phIHOK

Cpoxk roanocty: 30.09.2023

PPMS Homep: 1825019

KonMuecTBO YNakoBOK MpH Bbinycke: 11520 ynakosok

TpoyKT MpOTECTHPOBAH, IPOMAPKMPOBaH H YNAKOBAH B COOTBETCTBHH ¢ 3apericTpuposanHoit HIL:
[INO011266-180319

Marepuan 832100 cepun G1035 1 maTepuan 831945 cepuu C0O072 GbLIH MCNIONB30BAHBI B KAUCCTBE ADC,
matepuan 854070 cepun T2710 Gbint MCNONB30BAH B KAUECTBE Oasnka.

Bo BpeMs NPOM3BOJICTBEHHBIX Oneparii OTKJIOHEHHH He Hab/IrIanoch.

JInuo, BblaaBuiee cepTudukaT: Carolina Manzo
JIO0IKHOCT B! V0THOMOUYEHHOE JIMLIO0
JlaTa 0 Bpemi: 01-02-2021 16:29:38

Crpannua 3 / 10
Hacrositumii cepTudUKAT ObI/1 aBTOMATHYECKH CTCHEPHUPOBAH.
HaHH}:lE YTBEPAIAEHBI OTBETCTBEHHBIM JIHIIOM




Uy NOVARTIS

e

IMpouszseneHo:

HOBAPTHC ®APMA CITA
Bua [Tposunuwmane [uro, 131
80058 Toppe Anryrimara (HA)

Hranus

CEPTH®UKAT AHAJIU3A
Ne IT100100145443

[ MpOXJI0pPOTHA3H]L

Wpoﬂylﬂ: KO-JJTUOBAH TabneTkH, NOKpLITHE TenouHO# o6onoukoit 80/12,5 MI™. 012
I nobanbubiii matepuan Ne: 854070 Cepns Ne: T2710
JlaTa M3rOTOBJIEHHA: 30-10-2020 IMpoTtokon aHann3a Ne: 4120117375
HopmaTupHast DP 3748514001 R 1 + DP
JOKYMEHTALHA: 3748514 017 RCN |
Tectnl Tpebosanus Pe3ybTaThl
Onucanne BU3yalibHO: opma OpanbHON GOPMBI, TBOAKOBBIMYKIIbIC CooTBeTCTBYET
Onucanne BM3yalbHO! 1IBET CBeTn0-opaHKeBblil CooTBeTcTRYET
Onycanue BU3yalbHO: PHCKA Oe3 pHCKH CoOTBETCTBYET
OnucaHue BU3YabHO: KOO IPaBUPOBKH Ha oxHOM cTOpoHE TabNeTKH, CooTBeTcTBYET
MOKPBITOM MIEHOYHOH 000.JTOUKOM,
mapkuposaro “HGH”, Ha apyroii -
“«CG”
[TpuGAHU3UTENbHbIH pa3Mep: Jnuua IMpuGnusurensro 10,2 MM CoOTBETCTBYET
[Ipu6musutenshblii pasmep: lnpuna Tpu6nu3nTenbHO 5,4 MM CooTBeTCTBYET
TMomnuuuocts MerogoM TCX: BacapTan CooTBeTCTBHE cTaHxapTy cpasHeHns  COOTBETCTBYCT
CTAHIaPTY CPaBHEHUA
[MomuuocTs MeTomoM TCX: CooTBeTCTBHE cTaHmapTy cpaBHeHnsa  COOTBETCTBYET

CTaHAApTY CpaBHEHUS

Crpannua 4/ 10

Hacrosiuimii cepTuUKAT Obl1 aBTOMATHHECKH CreHepHPOBAH.
JlaHHble YTBEPKACHb OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

IMpouseeneno:

HOBAPTHC ®APMA CIIA
Bua TMpoeununane luro, 131
800358 Toppe AnnyHunata (HA)

Hranus

CEPTU®UKAT AHAJIU3A
Ne IT100100145443

IMpoaykT: KO-JJMOBAH TabneTkH, MOKPbIThIE 1IEHOYHO#H o6osoukoii 80/12,5 MI'. 012

I'nobanbubiii matepnan Ne: 854070 Cepusn Ne: T2710

Tecthl Tpebopanus Pe3yabTaThbl

[MoanmHHOCTL MeTogom BIXKX: Bancapran CoOTBETCTBHE CTAaHIAPTY COOTBETCTBYET
cpaBHeHusl CTaHOapTy CPaBHEHHsA

[omiHAOCTH MeTozoM BXKX: CoOTBETCTBHE CTAHIAPTY CoOTBeTCTBYET

['uapoxsiopoTuasna CpaBHEHUA CTAHIAPTY CPaBHEHHA

PacTBopenue BaicapTana uepes 30 MUHYT
Mmerogom Y@: n=6, 12 win 24
PacteopeHye BaicapTana yepe3 30 MUHYT
mertogom Y @: cpenHee 3HaUEHHE
PactBopenue BancapTana uepes 30 MUHYT
MerogoM YD MUHHMYM

PacTeopeHue BacapTaHa uepe3 30 MHHYT
mMertonoMm Y@: MaKCHMYM

6 - 24

He menee 80 %

6

99%

97%

100%

Crpannua 5/ 10

Hacrosimmii ceprudukar Ob171 aBTOMATHUESCKH CTEHEPHPOBAH.
JlaHHBIE YTBEP/KIEHBI OTBETCTBEHHBIM JIMLIOM




N
Uy NOVARTIS

IMpousseneHo:

HOBAPTHC ®APMA CIIA
Bua IIposuninane Lluro, 131
800358 Toppe Anmymunara (HA)
Hranus

CEPTU®UKAT AHAJIM3A
Ne IT100100145443

IMpoaoyxkT: KO-JTMOBAH TabneTxu, MOKpPHITHIE IneHouHoi obosoukoir 80/12,5 MI™. 012
I106anbHbii maTepuan Ne: 854070 Cepus Ne: T2710
I TecThl Tpebopanus Pe3yabTaThl
| PacTBopenue BascapTana uepes 30 MUHyT CooTseTcTBHE TabIH1IE CoOTBETCTBYET
meronoM Y @: KOHEYHOE 32KIIH0UEHHE npuemaemocti Es.@., ®. CLLIA n
Sn. @. (tonsko ypoBHH | 1 2)
Pacteopenue ['uapoxnopriasuna uepes 30 MUHYT 6-24 6
MeTtonom Y@: n=6, 12 wiu 24
Pacteopenne Iuapoxnopruasiia vepes 30 MUHyT He menee 80% 97%
MeroaoMm Y@: cpennee 3HaueHHe
Pacrsopenue ['uapoxioptuasuna yepes 30 MuHyT - 95%
MeTogoM Y D: MHHHMYM
| Pacteopenue ['napoxiopTHasiaa 1epes 30 MMHYT - 99%
meroaoM Y®D: MakcuMyM

Crpanuua 6 / 10
: Hacrosuuii ceprudukar Obla aBTOMaTHUECKH CTEHEPHPOBAH.
JlanHble yTBEPKIAEHBI OTBETCTBEHHBIM JINLIOM




Uy NOVARTIS

TlpousBeaeHo:

HOBAPTHUC ®APMA CIIA
Bua [Mposunumane Lo, 131
80058 Toppe AHHYHUMATA (HA)

Hranus

CEPTU®UKAT AHAJIA3A
Ne 1T100100145443

TpoaykT: KO-IITMOBAH TabseTku, MOKPBITHIE nnenouHoit o6onouxoit 80/12,5 MI. 012

[ no6anbubii maTepuan Ne: 854070 Cepus Ne: T2710

| TecThl TpedboBaHHSA Pe3yabTaThI
Pactsopenie I'MIpOXI0pTHAINIA HEPE3 30 munyt  CoOOTBETCTBHE TabmuLe CooTBeTCTBYET
meTongoM V@: KOHEUHOE 3aKIIOYCHHE npHeMaeMOCTH Ep.®., ©. ClIA u
sin. @. (Tonbko yposHy 1 1 2)
PoncrBeHHbIE IPUMECH METO/IOM BYIKX: SU5683 He Gonee 0,2% <0,1% |
Ha OCHOBAHWH 3agBIIEHHOTO CONEPKAHNA
rHAPOXIOpPOTHANIA
PoncTeeHHbIe TPUMECH METOA0M BOKX: He 6onee 0,2 % <0,1%

e/MHMYHAS HenaeHTHHUNPOBaHHAs NPHMECh HA

OCHOBAHMH 3asBJIEHHOTO COIEPKAHNA BancapTana |
PoacTReHHBIe TPUMECH METOLOM BOKX: cyyma  He Gouee 0,5 % <0,1% \
npuMeceil Ha OCHOBAHNH 3AABNCHHEIX

cozlepkaHuil BancapTana n rMAPOXII0POTHA3HAA,

COOTBETCTBEHHO

KonuuecTBeHHOE onpeseaeHe MeroioM BYXKX: 95,0-105,0% 99.8%

BasicapTan b

Crpanuua 7/ 10
Hactos it ceprudukar Ol aBTOMATHHECKH creHepHpoBaH.
ﬂaHHble YTBep)KﬂEHBI OTBETCTBEHHBIM JIHIIOM




) NOVARTIS

[IponsseneHo:

Hranus

CEPTU®UKAT AHAJIU3A
Ne IT100100145443

HOBAPTHC ©®APMA CIIA
Bua [Tposunuuane Huro, 131
80058 Toppe Anunynumara (HA)

metogom BOXKX: npuemiemoe 3Ha4eHHE

IMponykr: KO-JIMOBAH TabseTky, MOKpbIThIE TIEHOUHO#H 060/109K0H 80/12,5 MI'. 012
Iao6anbubiii matepuan Ne: 854070 Cepns Ne: T2710
TecThl TpeboBanus Pe3yabTaThl
KonuuecTBeHHOE onpenenexdne Merogom BOKX: 95,0 - 105,0 % 99.1%
I'napoXI0poTHAZ U
OIHOPOAHOCTE A03MPOBaHUA BalcapTaHa 10 - 30 10

.| metonom BOXKX: n=10 nnu 30
OnHopOAHOCTD 103UPOBaHHA BajcapTaHa - 97.0%
metomnoM BOXKX: MuUHEMYM
OnHOPOAHOCTL 03UPOBEAHUA BajicapTaHa - 100.3%
MetonoMm BOAX: makcumym
OaHOPOIHOCTE 03MPOBAHHA BalCapTaHa - 13
metomoM BOXAX: crannapTHOe OTKIOHEHHE
OaHOPOAHOCTD 103MPOBAHHA BajlicapTaHa He Gonee 15,0 3.1

Crtpannua 8/ 10
Hacroswuii cepruduKaT ObLUT ABTOMAaTHUECKH CTeHEpHPOBAH.
Ilanuble yTBEP/KIASHBI OTBETCTBEHHBIM JIHLIOM




) NOVARTIS

Ipounsseaeno:

HOBAPTHC ®APMA CTIA
Bua [Mposunuuane lluro, 131
80058 Toppe AnnyHumara (HA)

Hranus

CEPTU®UKAT AHAJIA3A
Ne IT100100145443

| METOZIOM B2)KX: cTaHnapTHOE OTKJIOHEHHE

ITpoaykr: KO-ZIMOBAH TabnieTkH, MOKpPbIThIE MIIEHOUHOI oGonoukoii 80/12,5 MI'. 012
ao6anbnbiii MaTepnaa Ne: 854070 Cepus Ne: T2710
TecThl Tpedoanua Pe3yabTaThl
OaHOpPOLHOCTE A03HPOBAHHS Ba/lcapTaHa CooteercTBHe TpedoBaHHAM P, CooTBeTCTBYET
MeToaoM BDIKX: KoHEUHOE 3aKIIFOUEHHE CLUA, Esp. @, Sn. @

OIHOPOIHOCTE A03MPOBAHUA THIPOXIOPTHAZHIA 10-30 10

metonoM BIKX: N=10 un 30

OnHOPOIHOCTb NO3UPOBAHUA THAPOXIOPTHASHIA - 96.3%
metonoM BOKX: MHHUMYM

OHOPOIHOCTb 103HPOBAHKs THAPOXJIOPOTHA3NAA - 101.7%
meTtoaoM BOKX: MakcumyM

OIHOPOAHOCTb J03HPOBaHMs THAPOXIOPOTHASHIA - 1.8

Crpanuua 9 / 10

Hacrosumii cepTH)MKaT OblJT aBTOMATUYECKH CrEHEPUPOBAH.

,HaHthe YTBEPHKIACHBI OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

[Iponsseneno:

HOBAPTHUC ®APMA CITA
Bua IIpoeunuuane luro, 131
80058 Toppe Aunyhumara (HA)
Hramus

CEPTUO®UKAT AHAJIU3A
Ne IT100100145443

Ipoaykr: KO-JIMOB AH tabnertku, NOKpEITHE [IeHOUHOI 060s10uKoit §0/12,5 MT. 012
I'nodansheiii maTepuan Ne: 854070 Cepusn Ne; T2710
Tectnl TpeboBanusn PesyabTaThi
OnHOpoaHOCTH 103UPOBAHKS THAPOXIOPOTHA3MIA He Gonee 15,0 4.3

Meroagom BIXKX: npuemnemoe 3HaueHue

OnxoponHocTs 103KpoBaHus ruapoxiopoTHazuaa  CooTeeTcTeue TpeGosaHusM @, CooTBeTcTBYeT
MeTonoM BOXX: koHeyHOe 3aKkmIOUeHHE CLUA, Egp. @, fn. ®

Pacteopenue Bancaprana uepes 30 MuHyT Cootsercreue TpeboBaHuaM . CooTBeTcTBYeT
MeToa0M Y®D: KOHEeUHOe 3aKIII0ueHHe KHP

Pacteopenne ['nnpoxiopruasnna yepes 30 munyr  CooTsercTeue TpeGoBaHusaM D. CootsercrByer
MeToaoM Y D: KoHevYHoe 3aKIioueHne KHP

OnHopoaHoCTh 103UpOBaHUA rHApoxiopoTHasuaa CooTeetcTBHe TpeGoBanmaM P, CooTBeTCTBYET
metoaoM BOXX: koHeuHoe 3akmouenute KHP

3aka0veHue:

Cepust coOTBETCTBYET Crieun(pMKaLMKH HOPMATHBHON JOKYMeHTaluu, HacToALIMM yIOCTOBEPAIO, YTO JaHHAs
uH(pOpPMALHA MOATHHHA 1 BepHa. HapaboTka u ananus cepun NpOBEPeHBbl H COOTBETCTBYIOT TpeboBanusm GMP.

OTBeTCTBEHHOE JIHLO: Iolanda Ancora

JlaTa u Bpems: 17-11-2020 12:26:49

JInuo, Bb1aaBuIee cepTHGHKAT: Iolanda Ancora

Honxuoctn: QC Leader EM Finished Products
HaTta u Bpems: 17-11-2020 12:26:49

Crpannua 10/ 10
Hacroamuii ceprudukar Gbi1 aBTOMaTHYECKH CTEHEPHPOBAH.
Jannble yTBep/KA€HBI OTBETCTBEHHbBIM JIMLIOM




