MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM
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whole period of use.
Maximum pressure

for unclosing of should not exceed 40 N (4 kp)
aerosol valve

Allowable steam should not exceed 0,1+0,05 cm3 during 6 hours under pressure

leakage through seal (1,20*0,05) MPa

of nipple

Stability to axial force Aerosol valve should withstand axial force of compression not less 150
of compression N (15 kp) during 500 work cycles (opening/closing)

(opening/closing)

Allowable case Allowable deformity of valve (case) under overpressure no more
deformity under 0,3+0,05 mm under overpressure of vapor:

overpressure (1,00+0,05) MPa - for aluminum case

Force of tube removal Not less 60 N (6 kp). Allowable gap between tube’s back and pocket -
off pocket shank no more 0,8 mm.

Spray head’s nozzle Spray head’s nozzle should withstand pressure without falling out:
pressure Plastic nozzle - (1,00+0,05) MPa

3. Intended use

Cure for removing of cerumen impaction <NATUMA Aquaunplugged 50 ml» for children and adults is
intended for softening and removing of cerumen impaction from external ear canal.

The cure removes cerumen impaction gently and effectively.

Specially selected components allow to soften, separate and remove the cerumen impaction from the.
ear canal gently.

Unique ear-sprayer allow to spraying cure in the ear canal to influence on the cerumen impaction
directly, don’t damage the surface of the ear canal and the eardrum.
Conditions of use: for individual use and in health care institutions.

i f Indications and contraindications:

Indications for use:

Blockage of the ear canal by cerumen impaction.

Contraindications:

Damage to the eardrum and mastoidectomy.

Children up to 3 years of age.

Allergic reactions to any of the components.

Special instructions:

Pregnancy and breastfeeding are not contraindications.

Avoid contact with open flame, hot surfaces and direct sunlight. Do not freeze.

5. Preparation for work and use of the product
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) Shake before use.

2 Remove a cap without damaging a green nozzle, that can lead to trauma of the ear canal in future.
3 Gently introduce the tip of the nozzle into the ear canal (Fig.l).
4 Gently press the valve and hold for 1-2 seconds. Cure goes directly into the ear canal (Fig.2).

5 The cure soften cerumen impaction in 5-10 seconds. Repeat the procedure again to rinse away residue of
earwax from the ear canal (Fig.3).

mfxX

A\
Fig.l Fig.2 . Fig.3

6 Wash the ear - sprayer in warm, soapy water.
In case of blockage the ear canal by earwax, use the cure 3 times a day for 5 days.

6. Sanitization indications: process the ear-sprayer by solution of 70% ethyl alcohol or boiling w,ater
before application of the medical device.

7. Packaging and labelling
Metal container with specially designed unique ear-sprayer and plastiocap in carton box with instrucrion
for use.
The following information is specified on the container:
The name, address and country of the manufacturer;
The name of the medical device on Russian and English;
Intended use;
Application;
N Rules of storage;
Indication of sterility;
Serial number;
Date of manufacture;
Shelf life;
Conditions of supply from pharmacies;

The following information is specified on the package: o o
The name, address and country of the manufacturer;

The name of the medical device on Russian and English;

Intended use;

Application;

Rules of storage;

Indication of sterility;

Serial number;

Date of manufacture;
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Shelf life;
Conditions of supply from pharmacies;
Address for submission of claims.

8. Rules of storage, transportation, waste disposal.

Shelf life of the product - 3 years. Use before the date labeled on the package.

Store the product at the temperature from +5°C to +25°C, in a dry place protected from direct sunlight.

Keep out of the reach of children.

Cure for removing of cerumen impaction «<NATUMA Aquaunplugged 50 ml» for children and adults can
delivered by any kind of transport in covered vehicles in accordance with the current rules of this mode of
transport at a temperature within the range of from +1 °C to +40 °C.

Cure for removing of cerumen impaction «<NATUMA Aquaunplugged 50 ml» at the end of shelf lil'e is
disposed with other industrial waste in accordance with applicable national legislation.

9. Manufacturing organization, warranty

The product is manufactured by YS LAB, Le Forum, 2 rue Felix Le Dantec, QUIMPER 29000, France.

Cure for removing of cerumen impaction «<NATUMA Aquaunplugged 50 ml» for children and adults and
production facilities of YS LAB, France comply with all international quality standards, which is confirmed
by the ISO 13485:2012 certificate Ne12656 Revision 5 and declaration of compliance for the product.

The manufacturer guarantees the quality of the product during the shelf life.

On the territory of the Russian Federation all the claims to quality must be send to FarmaStar Co., Ltd.,
104005, Moscow, 2-ya Baumanskaya street, building 7, str.l1A, tel. 8 495 969 21 84.

Responsible person . Hemon Mark
YS LAB, France Itec
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MepeBOA C aHTNIMIACKOTO A3blKa Ha PYCCKUIA A3bIK

NHCTPYKLUMSA 1O NMPUMEHEHUIO *
MEOVNUMNHCKOIO N3AENUA

CpefcTBO AN yaasieHUs CepHbIX NPoboK An1s feTeH u B3pocabix «HATYJT1A
JikBaaHnnakt» 50mn ( NATUMA Jlepwiunplugged 50 ml)
npovysoacTea <MC J1AB», dpaHUMA
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1. OCHOBHble XapaKTepUCTUKN

OnwucaHune: CpefCTBO AN YAaneHUs CepHbIX NPo6oK ana fgetei u B3pocnbix «HATYMA AkBaaHNakT»
50 mn (NATUMA Aquaunplugged 50 ml) npeactaBnseT coboii aspo3ofnb B MeTai/IM4ecKoM 6annoHe ¢
BHYTPEHHUM aHTUCENTUYECKUM MOKPbITUEM CO CreLuaibHO pa3paboTaHHON YHWKa/bHOM YLIHOW HacajKol
M NNacTMKOBbIM KosinaykoM. CneuuanbHO paspaboTaHHas YHWKa/bHas Hacafka No3BofifeT
CPeACTBO B YLIHOW NPOXO0A4, [Ae/UKATHO OTAeNAs CepHyK MpobKy OT YLIHOrM0 KaHana, TeM CaMbIM
cnocobecTBys ee BbiBegeHU0. CofepXumoe 6annoHa - npo3padHas 6GecuBeTHas >XMAKOCTb 6e3 3anaxa,
npeacTaBnaloLlas Ccob6ol CTepu/bHbIA pPacTBOP MOPCKOA BOAbI

HaTypanbHON MOPCKOW BOAbl) C FMNEpTOHUYECKOW KoHueHTpauueli NaCl, ouunuieHHy0 BOAy, FAWLIEPUH,

KacTOpOBOEe Macno, HenoHHble MAB, aupHOe Macno YaiiHoro aepesa.

He cofep>XnT KOHCepBaHTOB. He AB/seTCA /IEKaPCTBEHHbLIM CPeACTBOM.
MpeaHa3HavyeHo Ans aeTeil ¢ 3 NET U B3POC/bIX.

2. TexHunuyeckada cneyngpukaLmns

TexHuueckre 1 QYHKLMOHaNbHbIE XapaKTEPUCTUKU:

HaumeHoBaHne napametpa
OnucaHne 1 yCTpoCTBO
nsgenus

Martepuasbl yNnakoBKu

dopma Bbinycka
FabapuTbl (MM)
h-BbicoTa; d-gnameTtp
O6bem HarnonHeHus (M)
Macca ¢ konnaykom (r)
XapakTtepucrtmka
COAEepPXNMOro

CocTaB cofepXumumoro

OnucaHune
A3p030/1b B MET/IMYECKOM 6aifIoOHe C BHYTPEHHUM aHTUCENTUYECKUM
MOKPbITUEM CO  CreuuaibHO  pa3paboTaHHOW  YLLIHOW  Hacagkoh u
MAaCTMKOBBIM KO/NAYKoM. BHYTpb 6Gasi/ioHa MOMELLEH YeTblpexXCoMHbIN
NakeT C COAEPXMMbIM, CHabXeHHbIN CrneuuanbHbIM - O4HOCTOPOHHNUM
KnarnaHoMm, KOTOpbliA COXPaHAET CTEPUIbHOCTb COLEPXUMOrO B TeYeHue
BCEro nepuoja WCMosb30BaHWs MyTeM MpesyrnpexgeHns 06paTHOro Toka
COLEPXMMOr0 W MpefoTBpaLleHns MonafaHns OKpPY>XKatoLlero Bo3gyXa
BHYTpPb nakeTta. (Puc. 2)
BannoH - antomuHmnii (ALU 8); nakeT ¢ O4HOCTOPOHHUM K/anaHoM:
YeTbIPEXC/IOWHBIA nakeT - nonunponuneH (PP 75)-nonnamung (OPA
15)-antomuHmeBas qonera (ALU 8) - nonuactep (PETP 12); kopnyc
KnanaHa - nonunponuneH (HJ 325MO); knamaH: nopleHb -
nonvauetans (POM Kepital F2503); npy>XuHa - Hep)xaBewowas ctasib
(AISI 316); BHYTpeHHss npoknagka - Kaydyyk (DB 219); BHeluHss
npoknagka - 6ytun (U 133); yawa knanaHa - antomuHuin (ALU 8);
Hacagka - nonuatuneH (HDPE Purell GA 7760); konnayok -
nonunponuneH (RJI370MO).
Cnpefit co cneumanbHO pa3paboTaHHOM YLLUHOW HacaLKoi
6annoH ( h-110zl; d-35+l), konnauvok (h-42+l; d-35zl),
pacnblnutens (h-38xl; d-23l)
50
8145
Mpo3payHas 6ecuUBeTHas XMAKOCTL 6e3 3anaxa, NpefcTaBnstoLLas coboi
CTEPU/IbHBIV pacTBop Mopckol Bogbl (B 100 mn cogepxutcs 50-55 mn
HaTypa/bHOM MOPCKOW BOAbI) C rMNepTOHNYeCcKon KoHueHTpaumeidi NaCl
13-17 r/n, OYMLLEHHYIO BOLY, /IMLEPVH, KacTOPOBOE Mac/o, HEMOHHbIe
MAB, apHOe Macno YaiHOro aepesa.
HaTtypanbHasd Mopckas BOfa C TMMNEPTOHWYECKON  KOHUeHTpauuei
NaCl 13-17 r/n, ouuulleHHas Bojaa, TNMLEPWH, KacTOpPOBOE Macho,
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81 MpoLEHTHOE COOTHOLLEHME

pH
Ycnosua xpaHeHus

CrepusibHOCTb

MakcumanbHoe ycunave
Ha)xatua AN OTKPbIBAHUS
a3p030/1bHOr0 KfanaHa
Jonyckaemas
MUKpOYyTeYKa napa yepes
MecTa ynj0THeHUs
Hunnens

Y CTOMUYNBOCTb K OCEBOMY
YCUNNIKO CXKaTus
(oTKpbIBaHMe/3aKpbIBaHME);

[Jonyctumasa geopmaums
Kopnyca npy n3obITOYHOM
[aBneHuu;

Ycunue cHATus Tpyoku ¢
XBOCTOBMKA KapMaHa
[asneHune B (conno)
pacnblNTENIbHOW FOM0BKMW;

HenoHHble [MAB, aupHoe Macno 4YalHOro fepesBa, MO3BONAKOLINE
pasMArymMTb CEPHYH NPOOKY.

HatypanbHaa mopckasd soga 45%, rnvuepuH 6%, KacTtopoBoe Mac/o
2%, PolysorbateSO 1%, macno vaitHoro gepesa 0,01 %);

OunweHas Bsoga 45,99%

6,0-8,5

XpaHWTb B CYXOM W 3aLULLEHHOM OT NPAMbIX COTHEYHbIX /y4eit
MecTe npu Temnepartype ot +5 °C go +25 °C, B HeJoCTyrnHOM A4
JleTein MecTe.

CtepunbHO. MeTog cTepunmsaymm pagmaumoHHblii. CoxpaHseT
CTepW/IbHOCTb B TeYEeHMe BCEro nepmoga UCcrosib3oBaHus.

He 0/KHO npesbiwatsb 40 H (4 Krc)

He fo/mkHa npesbiwarts 0,1+0,05 cm3 B TedeHUe 6 4 Npu LaB/ieHUN
(1,20*0,05) MIMa

A3p030/bHbIV KnanaH JO/MKEH BbILePXUBaTb 0CEBOE YCUINE CXATUSA
He MeHee 150 H (15 Krc). A3po30/bHbIi KnanaH fO/KeH
BblgepXXusaTb He MmeHee 500 paboumnx UUKNIoOB (OTKpbIBaHWE —
3aKpblBaHMe)

«[lonyckaeTca gedopmMaumsa KnanaHa (kopnyca) He 6onee 0,3+0,05 Mm

MpU 136bITOYHOM AaBMIEHUI NAPOB:

(1,00+0,05) MINa — pgna antoOMUHUEBOIO Kopnyca

He MeHee 60 H (4 krc). [jonyckaemblii 3a30p MeXAy TopueM Tpy6Ku 1
KapmaHoM — He 6onee 0,8 Mm.

Conno pacnblNTeNIbHOW rOIOBKM LOMIKHO BbILEPXKMBATb AaB/eHue,

He BblMagasd 13 rojioBKu:

nnactmaccosoe — (1,00+0,05) MTMa

3. HasHauyeHue MeANUMHCKOro nsgenma

CpeAcTBO A4N8 yaaneHus cepHblx Npo6ok ans aetein u B3pocnbix «HATYMA AkBaaHnnakT» 50Mn
npefHa3HavyeHo 41 pasMAryeHns 1 yaaneHus CepHbIX NMPo60K U3 HapyXHOro ClyX0BOro Npoxofa y feTei m
B3pOC/IbIX.

OHO fennKatHO ¥ 3(h(eKTUBHO yaanseT CepHble NPOOKM Y AeTeil 1 B3pOC/bIX.

CneunanbHoO Nogo6paHHble KOMMOHEHTbI NO3BONAIOT Pa3MArYnTb CePHYHO NPO6KY, AeNUKATHO OTAENUTb
ee OT YLWHOro KaHana n yaanuTe.

YHuKanbHas Hacagka MO03BONAET MpPaBU/IbHO PacnbliUTb CPeACTBO B YLIHOM MNPOXOAe, YTOObI
BO3[eNCTBOBaTb HEMOCPEeACTBEHHO Ha CepHY0 Npo6Ky, He MOBpeXnas npu 3TOM MOBEPXHOCTU YLIHOIO
KaHana n 6apabaHHY0 NEPEnoHKY.

Ycnosus NpUMeHeHus; AN UHANBUAYa/IbHOTO NMPUMEHEHUS U B YCIOBUAX MEAULMHCKUX YUPEXAEHWNI.

4. TlokasaHua 1 NPOTUBOMNOKAa3aHNA K NPUMEHEHUIO;

lMoKasaHMa K NpUMeHeHNHo:
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3aKynopka yLIHOro, KaHasia CepHol Npo6KoiA.

MpOTMBONOKa3aHUS K NPUMEHEHUIO:

- NoBpexaeHns 6apabaHHON NepenoHKN N MacTONAIKTOMMUS,

- IeTCKWIA BO3pacT 0 3 NeT,

- anneprmyeckme peakLmm Ha Kakoin-nmbo 13 KOMMOHEHTOB CPeAcTBa.

Ocobble yKazaHus:

BepeMeHHOCTb U KOPM/IEHWE TPYAbI0 He ABNAOTCA NPOTUMBOMOKa3aHUAMU.

36eratb KOHTaKTa C OTKPbITbIM OTHEM, HAarpeTbIMU NMOBEPXHOCTAMU U MPAMbIMUA COSTHEYHBLIMU flyyamu.
He 3aMopaxuBaTsb.

5. MopfrotoBka K paboTe 1 NOPALOK NPUMEHEHUS:

D Mepepn ynotpebneHnemM BCTPAXHYTb.

2 CHATb KO/INAYOK He MoBpexkaas 3eNeHyto Hacagky, T.K. 3TO MOXEeT NPMBECTU K TPaBME YLIHOro
KaHana B fanbHeliem!

3 [lennkaTHoO BBECTU KOHYMK HacafKku B yLIHOW kKaHan (Puc.l1).
4 AKKYpaTHO HaXaTb Ha KfanaH v yfep>xusartb B TeuyeHue |-2 cekyHp (Pvc 2).
I PacTBop nonageT HerMmocpeACTBEHHO B YLUHON KaHa.

5 Mopoxaatb 5-10 cekyHA, YTOObl pacTBOP pasMAryma CepHyto nNpobky. MoBTOpUTL Npoueaypy eH(e
pas3 115 BbIMbIBaHWUS OCTaTKOB CEPHOM MPo6KM U3 yLHOro KaHana (Puc 3).

Puc.1 Puc.2 Puc.3
Mocne ncnosib30BaHNA NPOMbITb HaCaZKy TeMA0M Mbl/IbHON BOLOW 1 OMOJSIOCHYTh.

B cnyyae 3aKynopky YLIHOro KaHana CepHOM NpoOKOW MCMnonb30BaTb CPeAcTBO 3 pasa B [eHb B
TeyeHue 5 gHel.

6. YKaszaHus Mo caHMTapHOI 06paboTKe: nepes UCMOMb30BaHWEM MeLULMHCKOTO U3AeNNS
06paboTaTh YLIHY HacagKy KAMSTKOM 60 pacTBopoM 70-NPOLEHTHOro 3TUI0BOrO CMpTa.

7. YNakoBKa U MapKMpoBKa
MeTannmyeckunin 6anioH, CHabXeHHbIM cneunanbHO pa3paboTaHHOM YLIHOW HacafKoW M NAacTUKOBbIM

KOo/ina4ykom B KapTOHHOI7I nayke c VIHCprKLI,I/IGﬁ no NPUMEHEHNIO MEANULIMHCKOIO U3OENNA.

Ha 6annoHe yKasblBaeTCs:

- Ha3BaHMWe 1 aapec MPMbI-NPON3BOAUTENS, CTPAHA;
- Ha3BaHWe M3eNns Ha PYCCKOM W aHT/INACKOM A3bIKE;
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- Ha3HaYeHWe n3genus;

- cnocob npuMeHeHUs;

- YCNIOBUSA XpaHeHWus;

- OTMeTKa 0 CTepUNbHOCTH;

- AaTa Npon3BOACTBA;

- cepus;

- CPOK FOAHOCTY;

- YCNOBMS OTMYyCKa M3 anTek;

Ha YNaKOBKe YKa3blBaeTCA:

- Ha3BaHue 1 afpec PUPMbI-NPON3BOLMTENS, CTPaHa,;
- Ha3BaHWe U3AeNns Ha PYCCKOM U aHTINACKOM $I3blKax;
- Ha3HauYeHne nM3aenus;

- CNOCco6 NpUMeHeHus;

- YC/IOBUSA XpaHeHwus;

- OTMeTKa 0 CTEPUIbHOCTM;

- cepusi;

- AaTa NpPoM3BOACTBA;

- CPOK rofHOCTH;

- YCNIOBMA OTMYyCKa U3 anTek;

- aApec npuema npeTeH3nii;

8. TMpaBuna xpaHeHWs, TPAHCMOPTUPOBKMN, NCMONb30BaHUS, yTUN3ALUN

Cpok rogHocTu - 3 rofa. Icnonb3oBath [0 AaThl, YKa3aHHO Ha ynakKoBKe.

XpaHWUTb B CyXOM U 3aLMLLEHHOM OT MPSIMbIX CO/THEYHbIX /ly4eil mecTe npu Temnepatype oT +5 °C go
+25 °C, B HeJOCTYNHOM [N AeTeil MecTe.

CpeacTBo And yAaneHus CepHbIX NPo6ok Anga feTeld v B3pocibiX «HATYMA AkBaaHNakT» 50mn
TPaHCNOPTMPYeTCA BCEMMU BUAAMU TPaHCMOPTA B KPbITbIX TPaAHCMOPTHbIX CPeACcTBaX B COOTBETCTBUM C
[eiCTBYOWMMI Ha JaHHOM Bue TpaHCropTa npasuiamun nepeso3ok npu Temnepatype ot +1°C go +40 °C.

CpefCcTBO ANa yAaneHus cepHbIX NPo60K Ans feTeit n B3pocnbix «<HATYMA AkBaaHnnakt» 50mn
Mo OKOHYaHUW CpoKa TrO4HOCTM YTUAU3UPYIOT B COOTBETCTBMM C MPUMEHSAEMbIMU  HaUMOHaNbHbLIMU

0 ~  3aKoHogaTe/lbHbIMW HOPMamu COBMECTHO C APYTMMW MPOMbILLIEHHBIMW OTX04aMMN.

9. OpraHunsaumsa-n3roToBUTE b, rapaHTUn

CpefcTBO A4Ns yaaneHns cepHbIX Npobok ana getein n B3pocibix «HATYMA AkBaaHnnakt» 50mn
npoussoanTcs KomnaHmeli YS LAB, Le Forum, 2 rue Felix Le Dantec, QUIMPER 29000, France.

KayecTBO AaHHOro MefMLMHCKOro W3Lenns 1 Npou3BOLCTBEHHbIE MOLLHOCTU KOoMMnaHun «AC JIAH»,
®paHuMA 0TBEYAKOT BCEM MeXyHapoAHbIM CTaHJapTaM KauecTBa, 4To NOATBepXAeHo ceptn(l)ln«itom 1SO
13485:2012 Ne12656 Revision 5 1 geknapauueii COOTBETCTBUSA Ha U3AeNwe.

MponssoauTenb rapaHTUPYeT KayecTBO U3AeNNA B TEYEHME BCEr0 CPOKa roLHOCTH.

MpeTeH3Mn NO MOBOAY KayecTBa MeAMLMHCKOTO W3fenns Ha TeppuTopun Poccuiickoin ®efepaumm
HanpasnaTca OO0 «PapmaCrap», 104005 r. MockBa, yn. 2-a baymaHckasd, 4. 7, ctp. 1A; ten. 8-495-969-

21-84.
YS-:
o Rue Fefo Le
"eHepanbHbIn gnpekTop «UC JIAB» OOGCUIAIPCR » 4¢mon Mark

53 3003/ P>k 02 90 94 87 37
RSOU'IR ~ ABSY
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Ltamn B KOHLE JOKYMEHTA:
YS 1_AB/C NIAB

2 pye ®enukc /le aHTec, le dopym
29000 KEMNEP, ®PAHLUWNA

Ten.: 02.98.53.30..03

®akc: 02.98.94.87.37
Moannce/XemoH Mapk

MepeBOgUMK,

Acblbaw EBreHns BacunbeBHa

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



"opoa Mockaa.

BocemHaguaToro masa f[se ThiCA4YM NATHaALATOrOo roga.

A, MapTblHoBa HaTanua AHapeeBHa, BPEMEHHO MCMONHAKOLLLAA
00513aHHOCTM HOTapuyca ropoga Mocksbl, AkumoBa IMneba boprcosuya,
CBMAETENbCTBYH NOAIMHHOCTb MOAMNUCH, CAENaHHON NepeBOgYNKOM
fAcblball EBreHuein BacunbeBHOW, B MOEM NPUCY TCTBUN. JINYHOCTb €€
yCTaHoBNeHa.

3aperncTpuposaHo BpeecTpe 3a Ne J2rti'0it
B3bickaHo no Tapudyy: 100 py6. 00 kor.
BpeMeHHO MCnonHALWLaA 0653aHHOC T HOTa,

* feb' Is-

I'p
Y3

Cero npoLUHypoBaHO, MPOHYN0BaHO H
CKpensieHo neyaTbio // (-a, -0B)

BpeMeHHO MCMoNHAILAA 0653aHHOCT Y HOTapuyca:
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016615
lopog, Mockea

4, Cyxosa 3nbBupa BWKTOpOBHA, HOTapuyc ropopa Moek
CBWAETENBCTBYIO BEPHOCTb 3TOM KOMAWM C MOAMHHWKOM [JOKYMEHT,
noc/iefHeM MOAUMCTOK, MPUMMCOK, >KaapKHYMNKX CloB M MHbK HOC..,
PEHHbIX VCTPaBMEHWA WM Kak/X-A|TeB OCOBEHHOCTEN HET.

MHoto, nmuy, o6paTlilBwB»”y3a COBEPLUEHVEM HOTapuanbrc. |
[eVicTBMS, paabsicHaHO, Yro Man ABuAeTenAreoBanvn BepHoen Kr ,.ai
[OXyMBHTa He MOATBEPXAaBLUINYMXOHHO™ COAepaHuA [O0KMobla U
cooTBeTCTBME VanionevHbX t/HBM AefliwprrPcuync.ieHCCTi
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