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IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM



COAEPXAHWE

Ha3HaueHue
lNMoka3aHus

[MpoTnBONOKasaHua

> w D

TpeboBaHus Mo oxpaHe 1 6€30MaCHOCTN OKPYXKatoLLeil cpebl,
BK/tOYasA npaeuaa no yTuamsaunm n nepepaboTke.

Cpok rogHocTu

Tpeb6oBaHNA K TPAHCMOPTMPOBKE U XPaHEHUIO

MapaHTUIAHbIE 0693aTeNbCTBA

© N o O

YNONHOMOYEHHbIV NpeacTaBUTENb NPOU3BOANTENSA

& 000 LIUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
[JononHeHve K kcnayaTaunoHHON gokymeHTauum (BIO-PULSE) CTpaHuua 2



bHa3Ha4veHue

Cuctema nynscupytowein npomsiekn BIO-PULSE, koabl B19001 u B19001-SB, pganee no
TEKCTY - CWUCTeMa, npeAHa3HayeHa [Ans NyNbCUPYHOLWLEA MNPOMbIBKA  OUOMOrMYECKUX TKaHeMn
1€/10BEYECKOr0 Tefnia: paHbl, XPOHUYECKME paHbl, OXOrW, KOCTHas TKaHb, MOBPEXAE:HUA BO BpeMs
LUPYPrUYecKmnx onepauil.

2. NokazaHusA

Cuctema nynscupytowlein npombiskn BIO-PULSE, koabl B19001 n B19001-SB npegHa3HavyeHa
[ns nynbcupytoLwed NPOMbIBKK, MOCPELCTBOM O0BUIbHOTO M NMYNbCUPYHOLEro MOTOKA CTEPUSIbHOrO
(hm3monornyeckoro pacTeopa, OGUOMOrMYECKMX TKaHEN YenoBeyeCcKOro Tena B Ciy4vae paH, B TOM

LLLrie XPOHWYECKMX, OXXOTOB, NPOMbIBKI KOCTHOW TKaHW, MNOBPEXAEHWIA.

3. MpoTrBONoOKasaHus

MpoTMBOMOKa3aHUA NpPW MENONb30BaHWS CUCTEMbI MyNbCUPYLOLWE NpoMbiBKM BIO-PULSE He
BblfiB/IeHHble. [1POTMBONOKA3aHNA NPU MUCNOMb30BaHUN (PU3MOIOTMYECKOr0 PacTBopa A/ MPOMbIBKU

POYHATL Y Bpada npu KaxkKaomMm KOHKPETHOM C/ly4yae.

4, Tpe6OBaHI/IF| Nno OXpaHe n 6e30nmacHoOCTU Opr)I(aPOU.I,eVI cpeabl, BKJO!
npasuna rno yTunusauum n nepepadboTke.

Cuctema nynscupytoLein npombiskn BIO-PULSE, kogbl B19001 1 B19001-SB npeaHasHaveHa
/M UCNOMb30BaHUA B MEAULMHCKMX W / WM GONMbHUYHBIX YyCnoBusX. 1o 3TOW MpuyMHe ee
YTWIM3aUMA AO/DKHA OCYLLECTBSAETCS HEMOCPELCTBEHHO MpefHa3HaYeHHbIMU 415 3TOr0 CTPYKTYpamu
BCOOTBETCTBUM C NpaBWIaMn BHYTPEHHEr0 pacnopsjka ynpasneHus cneumanbHbIMU 0TX04aMM.

Kpome TOro, Tak Kak 3TO YCTPOMCTBO - 3/IEKTPUYECKOE, OHO OTHOCUTCA K RAEE (oTxonbl

3NEKTPUYECKOr0 U 3NEKTPOHHOIO 060pyaoBaHMs) K TpebyeT co6M0AeHMs yKasaHuiA [AMpeKTuBbl
12002/96/EC.

5. CpoK rogHoctu
Akceccyapbl - CTepusibHble, OLHOPA30Bble, WX CPOK CMY>KObl 3aBUCUT OT CpOKa rOAHOCTM
crepumsaumm (5 nier).

CpoK TOAHOCTM MeXaHMYecKOM 4acTX 3aBUCUT OT KauecTBa yxoga. B MHCTpykKuum no
3KCM/yaTaLlyv NpYBEAEHbI MPOCTbIE YKa3aHUS.

KomnaHua «LEADER MEDICA» npefocTaBnseT rapaHTUiO Ha ABa roga.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

[JononHeHne K SKcniyaTaunoHHoM gokymeHTauun (BIO-PULSE) CtoaHuna 3



6. TpeboBaHMSA K TPaAHCMOPTUPOBKE N XPaHEHUIO

Cuctemy nynscupytowlein npombiBkn BIO-PULSE, kogbl B19001 n B19001 -SB cneayet
rpaHATL B CYXOM MeCTe, BAa/M OT €O0/IHEYHOro CBeTa, OT MonafaHusi NPsiMbIX COJIHEYHbLIX Nyyel w
KTOYHWKOB Tenna. Hu B Koem cryyae He MOBpeXAaTb YNakoBKY CUCTeMbI, ByabTe OeTOPOXHbI BO
(hemA XpaHeHWS/TPaHCMOPTUPOBKM Mpubopa. Temnepartypa XpaHeHus/TpaHcnopTupoBku: 0755 °C.

OTHOenTeNbHas BNaXKHOCTb MPK XpaHeHUn/TpaHcnopTupoBke: 30-°95%

T.MapaHTUiMHbIE 0653aTeNbCTBA

KomnaHuna «LEADER MEDICA» npefocTaBnseT rapaHTuIO Ha ABa roja.

8. ¥ NO/THOMOYEHHbI NpeacTaBuUTeNlb MPON3BOAUTENS;
000 «MUMM», r. Mocksa, yn. OpmkoHukmase, 4. 11, crp. 'r, +7 (495) 978-33-51
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/nepeBof C UTANbAHCKOIO S3blKa Ha PYCCKUIA A3bIK/

MepeBof WTamna Ha BbINucke M3 TEXHUYECKOW AOKYMEHTaL MM Ha MeAULMHCKOe M3fenve:
«CucTeMa nynbeupytoLleli NpoMbiBkM Bio-Pulse»

LEADER MEDICA s.r.l. (MNOEP MEAVKA OO0O)

topuamndecknii agpec: Via Giacinto Andrea Longhin, 11, 35129, Padova (Maly)Magys, yn.
xaumHTO AHgpea JSloHruH, 11, (Utannn)

(hakTnueckuii agpec: Via Albettoniera n. 50/e - 35030 Bastia di Rovolon (PD) - Italy

yn. AnbbetToHepa, 50/E, 35030, bactua Oun PosonoH - Maays - Wtanusa, Ten. 04999113364,
(hakc 0499910770, MHH 04089340287
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ropoz Mockaa.
TpuHaguatoro anpens ABe TbiCAYM NATHaALATOrO roga.

A, HoBukoB AHapeii Hiukonaesny, HoTapuyc ropoa MockBbl, CBUAETENbCTBYH NOAIMHHOCTh

noanucy, caenaHHon nepeBoaunMKoM KnuMkuHbIM iropem BacunbesinyeM B MOEM NPUCY TCTBUM
JINUHOCTb eroycTaHoB/NeHa

B nocnegHeM-NoAYMCTOK, MPUMMCOK, 3a4epPKHY ThIX CMOB U MHbIX HEOrOBOPEHHbIX UCMPaBNEHNI
NN KaKNX-Nnbo 0COBEeHHOCTEeN HeT.

3aperncTpuposaHo B peecTpe 3a NeM-
B3bickaHo no Tapudy: 100

HoTapuyc w ru

Bcero npoLUHypoBaHo, NMPOHYMEPOBAHO ¥
CKpen/ieHo neyatbto 5 (NATb NUCTOB') NUCTOB

HoTapuyc:

N
roga. FI, KysHeuoBa OkeaHa AnekcaHpoBHa,
BIEMEHHO HcnonmswLwas 0683aHHOCTY HoTapuyca ropoga Moci- J

MuwanuH . KOpus Bacunb6E'."4a, cBMAETENbLCTBYIO BEPHOCTb 3TOMN

1
Konun c¢ JIC-Y/H1LUKOM pokymeHTa. B nocnefHemM-noguyncTok, A_ V
MPUMNCOK, - rpAHYTbIX CNOB W WHbIX HEOrOBOPEHHbI
- HcnpaansHTi!'ssr kaknx nk60 0co6eHHOCTEN HeT.
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B HacTosiLLeM fOKyMeHTe 0

JANpoLUHypoBaHoO, NPOHymMepoBaH”
, CKpenneHo neyary m
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Corporate headquarters; via Atbettoniera 58<e
35030 Bastia di Rovolon PD- Italy

PULSED LAVAGE SYSTEM
This set/package includes: handpiece
ENGINE AND CABLE, PIPES, WASHING TIP .

WITH

This device complies with the Directive 93/42
CEE, THE PRODUCT IS  STERILE  AND
DISPOSABLE/SINGLE USE.
It must be used exclusively by the medical or
paramedical staff in possession of adequate
professional requirements, in accordance with
law.
The manufacturer dissociate from any result
caused by awrong and/or incorrect use.
INSTRUCTIONS FOR USE
Indications
Device intended for the cieaning of human biologic
tissues in case of: wounds, cronic wounds, burns,
0sseous tissue cleaning, injuries. The device must
be used for surgery operations in surgery rooms.

Instructions and working scheme

1 - Extract the device from the package after
having checked its integrity

2 - Insert the spike (A) of one of the two pipes
inside the bag containing the irrigation liquid (sterile
physiologic water)

3 - Connect the free extremity of the second pipe
(D) to the suction

4 -Connect the hand-piece to the power pack by
the apposite cable (C) supplied with the hand-piece
5 -Connect the power pack to the electrical supply
network using the cable supplied with the power
pack

6 - Apply the diffuser (E) on the anterior extremity
of the hand-piece (B).

B19001-SB

Warnings

1 - Check that at least two Bio-Pulse devices or
similar are available before starting the surgical
procedure.

2 - Do not use in presence of anesthetic or
explosive gas.

3 - Check that the packaging is unopened and
undamaged otherwise do not use.

4 - Check that the expiration date reported on the
label is subsequent to the moment of use.

5 - Use only accessories and components
LEADER MEDICA.

6 - Never cut the electric cables.

7 - Do not adulterate, in any way the device.

8 - Do not separate by any reason the batteries
from the covering.

9 - Keep the device away from heat and
electromagnetic sources while working, it can
modify device performances

10 - |If the device performances change
unexpectedly stop the use of the device and
contact the manufacturer

11 - Working temperature: 1040 °C

12 - Working relative humidity: 30-*-75 %

13 - Precautions: To avoid a possible slight seep-
age of the tip, position the point of link-up to the
water bag at an height less than 200 cm from the
ground (and not compress the water bag itself).

14 - This device contains phthalates

Storage Conditions

1 - The device must be stored in a dry and cool
place, away from sun rays and direct light, far
from heat sources

2 - The packaging of the device should not be
damaged, be careful with storage

B -BIO-PULSE

C-Power Pack connector

ATTENTION!

This device must be used esclusiveiy
with the Leader Medica power pack

cod. F09020

CE

0476

D-Suction pipe
E - Washing tip

The device works with 2 speeds; lenght
pipes 3 m; handpiece weight 300 g

sterilized using Ethylene Oxide

7 - Hold the hand-piece and activate it with the 3 - Storage temperature: 055 °C } o
\t/)vlrjmtitsor?edatj iﬁggti (\)Ar/]anted speed and direct it to the ;l; (-) V?;orrzgg Fl)':eyllative humidity: 30-*-95% g;eygmanufacmre TIPOB gg?ﬁ:'gﬁ;g’&
. . art
reusable P
The two speeds options allow to increase or Attention, Do not reuse
decrease the device lavage power (flow rate, see mm-yyyy Single Use IPXO o degree of
pressure an pulse). The device can aspirate sterile f'gf‘;:g“ons Use by E;Or;es\:';gr
physiologic water connecting the second pipe (D) to
a suction device. It is possible to use an LEADER MEDICA S.r.l.
independent device for suction of water. Via Albettoniera 50/e, 35030 Bastia di Rovolon (PD) - ITALY
LEADE MEDICA SRL m J Ten. +39 (0)49 9'913364 ®dakc +39 (0)49 9910770 e-mail:
Sede Legale:” 11 - 35129 PADOVA info@leadermedica.com
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU Sede Ouert MAbg-1lnTers, 50/E
|_|p|/|j'|0)KeH|/|e 10D 35030 BAS OVOLON (PD) 1341 2008.04.23 pes.1 2011.06.01
Tel. 049.991 Fax 049.9910770
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Ragisterad office: ViaUon”io 11 - PADOVA
Corporate headquarters: via Albettoniera 50/e
35030 Bastia di Rovolon PD- Italy

CucteMa NynbCUPYHOLWENR npowmeiskn
BIO-PULSE B19001-SB
B YMAKOBKY BxoauT: PykosTka ¢ moTopom u ka6enem,
TPYBKW, MPOMbBIBOYHASA KAHIONA.

[aHHoe ycTpOMCTBO COOTBETCTBYET [upekTvse 93/42

CEE, CTEPWIbHO. 1A OAHOPA3OBOIo
NCIMONb3OBAHNA n HE noaNeXnNT noetopHomy
npuMeHeHnto BBUAY OTCYTCTBUA rapaHTum

MUHUMaSbHBIX NapaMeTpoB 6€30MacHOCTH.
CuvcTema nynbcupyioLLeii NPoMbIBKM
BIO-PULSE B19001-SB

[O/MKHO  MCnofb3oBaTbCA  TObkO  BPAYAMU 1
cpefHum Me/nepcoHasnom, MMeLLMn
COOTBETCTBYIOLNE npoeccroHanbHble

XapaKkTepUCTUKN B COOTBETCTBUM C 3aKOHOM.
MpoussoauTens CHUmMaeT c cebs BCAKYIO
OTBETCTBEHHOCTb 3a pe3y/ibTaTbl, MNOMly4eHHble OT
HenpasuIbHOIo " / nnu HeHagnexatlero
NCNOJIb30BaHUA.

VHCTPYKUMA MO NMPUMEHEHWIO
YkasaHus
Cuctema nynbcupytowein  npombikn  BIO-PULSE, «kop
B19001 “ SB npegHa3HayeHa ANA MOWKW, MOCPeACTBOM
06MNbHOTO 1 MyNbCUPYIOLLEr0  MOTOKA  CTEPWU/IbHOTO
husnonornyeckoro  pacTeopa, 6GMOMOTMYECKUX TKaHel
uenoBevyeckoro Tena B C/yyae paH, B TOM uucne,
XPOHWYECKMX,  OXOroB,  MPOMbIBKM  KOCTHOW  TKaHW,
nospexpaeHuii. Mcnonb3osaHne CuCTEMbI NyNbCUpYLOLLEi
NPOMbIBKM BIO-PULSE, Kog, B19001 - SB
npegycmatpuBaeTCsi Npu XMpypruyecknx BMellaTenbcTBax
B COOTBETCTBYIOWMNX YCNOBUAX (ONepauuoHHble 3asbl
CKOpOIi nmomoLuu).

VIHCTpYyKUMK 1 cxema paboTbl

1-BblHbTE YCTPONCTBO M3 yNakoOBKW MOCNE MPOBEPKU ee
LLeN10CTHOCTU

2 -Beegute wurny (A) ofHoii U3 fByx Tpy6OK B nakeT C
nppurawMoHHon XUAKOCTbIO (cTepunbHasn
chnanonornyeckas soaa)

3 -MopcoeanHnTe cBOGOAHBIN KOHel, BTOpoii Tpy6ku (D) K
acnuparopy

4- MogcoeanHute pykoAaTKy K 610Ky nuTaHus
kabenb (C), noctaBnsemblii ¢ PyKOSTKOW.

I
echnoJogyv

B19001-SB

3™ pABa BapuaHTa CKOPOCTM MO3BONAIT YCTPOWCTBY
YBEMUNTL WM YMEHbLINTb CUAY NPOMbIBKW, TO €CTb,
NOTOK pacTBopa, JaBfeHne CTPyn 1 YMCO NyNbCaLmii.
Cuctema nynbcupytowieii npombiekn  BIO-PULSE, «kop
B19001 - SB BcacblBaeT CTepUsIbHbIA hn3nonornyeckunin
pacTBOp: MOXHO MNOACOeAVHUTL BTOpYyl Tpybky (D) K
acnuparopy. MoxHo Takxe 1CNonb30BaTh
[L,0MNONTHUTENbHBI BCacbIBaOLLMiA natpy6ok  ans
onNTMMMU3aLN BCaCbIBAHKSA.

Mepbl NpefoCTOPOXHOCTU

1-MNepep Havyanom onepauun y6eauTecb B HaAIMUUU He
MeHee ABYX CWUCTEM nynbcupytowelii npombiBku BIO-
PULSE vnnu aHanornyHbIx.

2 - He ucnonb3oBaTb CUCTEMY B NMPUCYTCTBUN CBOGOAHBIX
aHecTe3npyoLLMX U B3pbiBYATbIX ra3oB.
3-lpoBepbTe LENOCTHOCTL YNaKoBKM:
crlyyae He UCnonb3yiTe cuctemy

B MPOTMBHOM

4- Y6eantecb B AelCTBUTENBHOCTU CpoKa FOAHOCTH,

YKa3aHHOro Ha 3TUKeTKe.

5- Vcnonb3yiiTe TONBKO akceccyapbl U KOMNIEKTYOLMe,

npoussoanMmble komnanvei «LEADER MEDICA».

B - BIO-PULSE

6 - Katreropuuecku 3anpetyaercs obpesaTb C - MpucoeanHeHne K 6N10Ky NUTaHNA

3/1eKTPONpPOBOAA. _ |

7 - Kateropuuecku 3anpeuiaeTca BUON3MEHSTb E QCE;E?BTOOHPHM KaHIons B H I/I MAH VI E - o
onctemy. P Cuctema nynbcupytoLLeit
8- KaTeropuueckn 3anpeliaetcs BUAOW3MEHATb 610K

nuTaHnA. CHCTeMa Ny LCHpYIOLLeil NPOMBIBKY npombiBKN BIO-PULSE, koa

9- Bo Bpems UCMO/b30BaHUA fepxaTb CUCTEMY Kak
MOXHO Aasiblle OT UCTOUHWUKOB 3/1EKTPOMArHUTHBIX
noneii nTenna, KOTopble MOTyT NOB/NSATL Ha ero
XapaKTepucTuku.

10- B cny4vae HEOXMAAHHOTo U3MEHeHUs
3KCMUIyaTaLUMOHHbIX XapakTepUCTUK CUCTEMbI NpekpaTuTe
€ro NpYMeHeHNe 1 CBAXMTECH C NPOU3BOAUTENEM

11 - Temnepartypa ucnosnb3osaHusa:10"40 “C

12 - OrtHOCKTeNbHaA BMaXHOCTb MUCMO/b30BaHUA:
30-75%

13 - Mepbl NpeaoCTOPOXHOCTU: BO N3bexaHne
BO3MOXHOIO HE3HAUYUTE/ILHOrO NpocavnBaHns
XWUAKOCTU U3 KAHIO/IM YCTaHOBUTb TOYKY
noAcoeAnHEHNA K MeLKy Ha BbicoTe MeHee 200 cm
0T nona (M He CKUMaTb caM MELLOK).

14 - Copepxut hTanatbl

YepriBua xpaHeHus

1-Cuctemy nynbcupytowein npombikn BiO-PULSE, kog

5- MogcoeauHuTe 610K NUTaHWA K CETM C NOMEBABED1 - SB cneyeT XpaHUTb B CyXOM MECTE, BAAIM OT

KOMM/IEKTHOro kabens.

6 -YcraHosute guddysop
pykosTkn (B)

7 -Bo3bmuTE PYKOSATKY B PYKY W C MOMOLLBIO  KHOIMKU
yctaHoBuTe Tpebyemyto ckopocTb, 1 unn 2, Hanpasus B
HYXXHOM HanpaBneHuu.

(E) Ha nepegHwii  KoHel,
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CO/IHEeYHOro ceeta, OT nonagaHus MpAMbIX CO/IHEYHbIX
nyqe|7| N NCTOYHUKOB Tenna

2 -Hun B koem cnydyae He nospexgarb YNakoBKy CUCTEMbI,
6ybTe OCTOPOXHbI BO BPEMSI XpaHeHus npuéopa

3 -Temnepartypa xpaHeHusi: 0-55 “C

4 -OTHOCUTEe IbHasA BNaXHOCTb XpaHeHusi: 30-95%
TpaHcchopmaTop 6/10ka NMTaHUS: MHOTOPa30BbIii

KAO)K

Sede Ley.:
Sede Ope

B1O-PULSE, kog B19001-SB nmeet 2
paboune cKOpoCTU; ANNHA KaXAoN Tpyoku 3
M; 8 6aTapeek no 1,5 B; Bec pyKosiTkn 300 r

B19001-SB pa6oTaeT
NCKMUNTENBHO OT 6/10Ka
nnuTtaHua Leader Mediea

CTepunu3auum oKCMAOM 3TUneHa

mm-yyyy TIPO B Knaccudmkaum
[laTa Bbinycka A paboueli
>'I'< yactu npubopa
BHumanwve, rn YcTpoiicTo
npounTatb > < mm-yyyy 01HOPa30BOro IPX0  3awwta or
VHCTPYKLMN - m Cpok rogHocTn 1CNONb30BaHN BOAbl He
a npeaycMoTpeHa

LEADER MEDICA S.r.l.
Via Albettoniera 50/e, 35030 Bastia di Rovolon (PD) - ITALY
Ten. +39 (0)49 9913364 dakc +39 (0)49 9910770 e-mail; info@leadermedica.com

1 J
fIEDICA SRL

35129 PADOVA
'S~ Ibettoniera, 50/E

M3g.1 2008.04.23 peB.1 2011.06.01



MepeBof, C MTaNbSHCKOrO A3blKa Ha PyCCKUI A3bIK
MepeBoj WTaMna Ha cTpaHuyax 1-2, pokymeHTa: B10-PULSE-SB B19001-SB

OO0 NMMAEP MEAMKA (LEADER MEDICA S.R.L.), topugndeckuii agpec: yn. JIoHruH, 11 - 35129,
Magys (M 4)- UTANWNA (Via Longhin, 11 -35129 Padova (PD) - ITALY),

dakTnyeckuin agpec: yn. AnbbetoHepa 50/e - 35030 bactma gu PosonoH (MA4) - UTAINA (Via
Albettoniera, n. 50/e - 35030 Bastia di Rovolon (PD) - ITALY), Ten: 0499913364 dakc 0499910770.

MHH 04089340287

MepeBoA, BbINOMHEH NEPEBOAUMKOM
CasocToBOM Maiteii BanepbeBHOn. *
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["opog Mocksa.

[BajuaTb YeTBEPTOro MapTa /[iBe ThiCAYM NATHAALATOro roga.

#A. MapTblHoBa HaTanus AHApeeBHa, BPEMEHHO WCMONHALWAs 0653aHHOCTY HOTapuyca
ropoga Mocksbl, AKMoBa IMneba boprcosnya, cBnaeTeNbCTBYH NOAIMHHOCTb NOAMICK,

clilenaHHoi nepesoaumkom CaBocTOBOV Maiteil BanepbeBHO B MOEM NPUCY TCTBUW. Jimw
€€ ycTaHoB/eHa.

/

A ®peecTpe 3a AfIf2~1)Y"0$
" mlr M A H6 M CT MKnivHbl (No Tapudyy): 100 py6nei
, 7. 4™NBIMMSmamiyca:

v oyal "
Bcero npoLLMypoBIAHO. NPOHYMEPOBaHO
1 CKperneHo nevyaTbio 3

nmcTa (o)
BPVO HoTapuyca
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