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6. Main Characteristics.

Examination (diagnostic) gloves APEXMED Delphy, vinyl, non-sterile, powdered,
smooth, ambidextrous (for both hands), color: white, sizes: XS, S, M, L, XL
LT

Size table
No. i i i
Medical device name . Width. Length, Thickness,
Size min _
mm (mm) min (mm)
1 Examination (diagnostic) XS 76 £ 3 Fingers:
gloves APEXMED Delphy, 0.12+0 02
vinyl, non-sterile, pow- S 84 + 3 o
dered, smooth, ambidex- M 94 + 3 Palm:
trous (for both hands), 0.10+0,02
color: white, sizes: XS, S, L 105 + 3 240
M, L, XL B Cuff:
XL 113 + 3 0.10+0,02
Thic mess of the Corolla glove 0.12+0.09
(mm) 1 - )
Weight (g) 4-55

Materials applied for production of examination (diagnostic) gloves
APEXMED vinyl, nonsterile, powdered:
The components of the gloves:
* polyvinyl chloride (PVC) - colorless, transparent plastic, a thermoplastic polymer of
vinyl chloride. Different chemical resistance to alkalis, mineral oils, many acids and sol-
vents. Off the air and has a low resistance to frost;
* atsetiltributitsitrat (ATVS) - colorless transparent Jew-bone. Secure plasticizer mainly
used for PVC, cellulose resins and synthetic rubber. It is also used as a stabilizer of
PVC,
« calcium-zinc stabilizer - a complex inorganic substance used as a stabilizer in the PVC
manufacturing;
* paraffin oil - a high boiling petroleum distillate, mineral wax and resins of various
origin containing more or fewer paraffin. It is used for the preparation of lubricants or,
after a preliminary chemical purification of sulfuric acid and alkali;
» polyurethane - hetero-polymer. It refers to the synthetic-sky elastomers, widely used
in industry for a wide range of strength characteristics. It used as substitutes for the
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1. To make a cuff on the left glove by the fingers of the right hand, touching on-
ly the outside (preventing contamination of the forearm skin or sleeves of the
gown if gloves cover the lower part of the sleeves).

2. Take off the glove from the left hand, inverting it inside out and holding the
cuff. Keep it in the right hand (preventing contamination of the environment).

3. To take the left glove by the left hand by the cuff on the inside (preventing
contamination of the left hand).

4. Take off the glove from the right hand, inverting it inside out so the left glove
appeared in the middle of the right (preventing contamination of the envi-
ronment, providing infectious safety)

5. To put the gloves in the disinfectant solution (preventing distribution of mi-
croorganisms in the environment)

6. Perform hand hygiene treatment.

7. Disinfection and Disposal.

According to the current regulations, disposable gloves are subject to disinfection and
disposal after use.

Immediately after use medical gloves are took off and immersed in disinfectant solution
directly in the place of use. For this purpose the following solutions are used: 6%
hydrogen peroxide, 3% solution of bleach, 1.5% sodium hypochlorite, calcium 2%
solution lizoformita 3000. Exposure to these disinfectants is 60 minutes.

After disinfection disposable gloves must be disposed.

Examination gloves (diagnostic) vinyl, nonsterile, powdered are biohazard waste.

Treatment and utilization according to the set rules must be performed.

Gloves utilization is performed by means of packs, bags and containers similar to utiliza-
tion of dressing materials, after preliminary disinfection.

It is permitted to burn vinyl gloves. Vinyl gloves can be disposed this way without any
harm to environment or human health.

The class of hazard medical wastes based on the characteristics of morphological com-
position of class B (epidemiologically hazardous waste).

8. Operation environment.
Operating Conditions

- For single use

- The temperature from + 35 °C to 10 °C

- Relative humidity: from 60% to 80%

- Atmospheric pressure 700gPa to 1060gPa
- Protect from moisture and direct sunlight
Storage

- The temperature from --5to +30 ° C

- Relative humidity: from 60% to 80%

- Atmospheric pressure 700gPa to 1060gPa
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- Protect from moisture, direct sunlight and ionizing radiation

- Storage to use in packaging

- Storage 5 years

Warranty

The manufacturer guarantees the safety of aii the properties viewing gloves
(diagnostic) APEXMED iatex, non-steriie,

powdered for 5 years from the date of production, if the integrity of the packaging and
storage conditions are observed

Transport conditions

Giove boxes are transported in vehicies covered by any type of transport in accordance
with the appiicable rules and regulations of cargo transportation by this type of
transport, at a temperature of -10 to

+40°C

9. Handling.

Transportation of the packed gloves should be carried out by aii kinds of transport in
covered vehicles in accordance with the ruies of transportation of goods, applicable to
each type of transport. Transportation by rail is carried out by the container shipments.

10. Manufacturer:
«Apexmed Internationai B.V.»

Keizersgracht, 62-64,1015 CS Amsterdam, the Netheriands
www.apexmed.nl.www.sensitec.nl

Production Sites:

Apexmed International B. V., Keizersgracht, 62-64, 1015 CS Amsterdam, the Nether-
iands.

TG Medical Sdn. Bhd., Lot 5091 Jalan Teratai, Batu 5, off Jalan Meru, 41050 Klang, Se-
langor D.E., Malaysia

11. Organization, authorized by the manufacturer on the acceptance and
satisfaction of the requirements from consumers regarding products of
inadequate quality:

"Medicom Co., Ltd.", Russian Federation, 143570 Moscow region, Novopetrovskoe
settlement, Pervomayskaya str., 59, Tel./Fax: +7 (495) 651-91-16, email: medi-
com@inbox.ru

Managing Director
«Apexmed Internationai B.\™ Rashid R. Biktogirov
Signature

15.03.2016
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1. HasHa4veHune

Mepuatkn cmoTposble (gmnarHoctuyeckme) APEXMED Delphy BuHM-
NOBble, HecTepwu/bHble, OnyapeHHble, rNnagkue, YHMBepcaslbHble npegHa-
3HauyeHbl 15 3aWuTbl NauMeHTa U MeguUMHCKOro paboTHMKa OT B3aMMHO-
ro 3apaxxeHns BO BpPeMs MPOBeAeHUA pas/INYHbIX npouenyp. cnonb3yroT-
CA B KayecTBe 3alMTHOro b6apbepa npv HOLLIEHMM Ha pyKax MeauuUMHCKUX
paboTHMKOB BO BpeMs 06c/fiefoBaHUA/NeYeHNa nauneHTa wam apyrux ca-
HUTapPHbIX Uenen. [peaHasHavyeHbl ANA 3aWmuTbl PYK MeAULUHCKOro nep-
COHa/la M NauMeHTOB OT 3arps3HEHUIA. YCTOMYMBBLI K BO3AENCTBUIO KPOBW,
CEMEHHON XXWAKOCTW, LEPBUKA/IBHOIO CekpeTa, APpYrnx O6uonornyeckmnx
XNOKOCTEN, K XMMUKaTaM.

2. NlokazaHuns K UCMOJ/1Ib30BaHUIO NepyaTok

* BO3MOXHbIA KOHTAKT C KPOBbIO;

* KOHTaKT C CEMEHHOWN XUAKOCTbIO, LlepBUKa/IbHbIM CEKPETOM WA
APYroin 61UosI0rMYeckom XXNAKoCTbHO;

* KOHTaKT CO C/IM3UCTbIMN 060/I04KaMMN Hoca, pTa, MOJI0BbIX OpPraHoB
N NPAMON KULLIKW;

* KOHTakKT C npegMeTaMmu Wi marepuasiaMy, 3arpA3HeHHbIMN KPo-
BbO WM APYTMMU BUOMTOTMYECKUMUN YKUAKOCTAMU WU XUMUKaTa-
MU;

* Npv NOOOM HapyLUEeHUN LEesIOCTHOCTU KOXN MeANLUHCKOro nepco-
Hasa v nayneHTa,;

* BO3MOXHbIA KOHTAKT C NMOCTE/IbHbIMU MPUHAAEXHOCTAMM NauueH-
Ta;

* nabopartopHble uccnenoBaHus.

3. NpoTrBONOKa3aHMA K UCMOJ/Ib30BaHUIO NepyaTok

Annepruyeckne KoXxHble peakunnm B BUAE KOHTAKTHOIO Aepmaruta,
MOryT ObITb OOYC/NIOBMIEHbI KOMMOHEHTAMW, WCMOJ/Ib3yEMbIMU MNPU MPOU3-
BOACTBE BWHW/IOBbLIX Mep4YaTtok, B TOM 4uC/ne WU mMatepuasioMm 4ss onygpu-
BaHus Freeflo-1.

B cnyyae anneprniyeckon peakummn/KOHTaKTHOro gepmMmarturta Ha npo-
[YKT, HEMeJ/IEHHO MPEeKPaTUTb UCNO/Ib30BaHME 1 0OPaTUTLCS K Bpauy.

4. Mepbl NpenoCTOPOXXHOCTU.
* Bce mMaHunyniauumn, npy KOTOPbIX MOXET MPOM30MTN 3arpsA3HEHNEe pyK

KPOBbKO W1 CbIBOpOTKOI‘/JI, XUMUKaTamMn, npon3soanTb B rnepyartkax.
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Mepen vCnonb30BaHMEM MepyaTok BCe MOBPEXAEHMS Ha pykax 3a-
KpbiBaTb NenKonnacTblpeM, BOAOHENPOHMLAEMbIMM MOBA3KAMM.
B cnyyae noBpexaeHust nepyaTtkn(okK) 1 3arpa3HEHns KOXWU KpPOBbHO
HeobxoaMmo o06paboTaTb KOXHblE [MMOKPOBblI HACTOJSIbKO ObICTPO,
HaCKO/IbKO Mo3BONAET 6e30nacHOCTb NaumeHTa, Ans 3Toro HeobXo-
[VMO:

CHATb nepyaTKy;
- 06paboTaTb KOXY TaMrnoOHOM, CMOYeHHbIM 70% CANPTOM,;
- BbIMbITb BOOW C MbI/IOM U BbITEpPeTb candeTKON;
- MOBTOPHO obpaboTaTb 70% CNMPTOM.

5. MpuHUMN OencTBmnsa nepyaTok

Mepuatkn cmotposble (anarHoctnyeckune) APEXMED Delphy BuHuM-
NOBble, HecTepw/bHble, OnyApeHHble, NafjkMe, YHUBepcaslbHble npenHa-
3Ha4YeHbl ANA 3aWuTbl nayMeHTa n MeguuMHCKOro paboTHuKa OT B3avMHO-
ro 3apakeHuss BO BpPeMA NPOBeLEHUA pasINYHbIX npoueayp.

icnonb3yloTca B KavyecTBe 3alMTHOro 6apbepa, HenpoHMLLaemoro
ONA GMOMOrMYECKMX areHToB, MNPV HOLWIEHMM Ha pykax MepuLMHCKUX pa-
OOTHMKOB BO BpeMs 06crefoBaHusa/nevyeHns naumeHta uim Apyrux caHu-
TapHbIX Uesnei. lNMpeaHasHayeHbl 415 3aWnTbl PYK MeAULMHCKOro nepco-
Hasla 1 nauMeHToB OT 3arpA3HeHui.

6. OCHOBHbIe XapaKTepUCTUKMN

[MepyaTkn CMOTPOBbLIE BWHW/IOBbLIE, HECTEPU/IbHbIE, ONyApeHHble, U3-
rOTOBMIEHHbIE M3 MOANBUHUNXNOPUAA, ABMAKTCA rNagkumu, yHUBepcasib-
HOW (popMbl, MNpeAcTaB/ieHbl B CriefytOWEM BapuaHTe UCNOSTHEHUS:

* [lepuyatkn cmoTpoBble (gmnarHoctuyeckne) APEXMED Delphy BuHU-
NOBble, HECTepusibHble, OMyAPEHHble, rnagknue, yHuBepcasbHble (Ha
06e pykn), uBeT: 6enbi, pasmepsbl: XS, S, M, L, XL.
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Tabnuua 1. Paamepbl 1 Macca rnepyaTok:

Onv-  TonwwuHa,

HanmeHoBaHne MmeanLMHCKOro Pa3- LLnpuHa Ha. He He MeHee

n3genus mep MM MeHee (Mm)
(Mm)
[MepyaTkn cMOTpOBLIE (AnarHo- XS 76 £3
Manbupl:
ctnyeckne) APEXMED Delphy
S 84 £3 0,12+0,02
BVHW/OBbIE, HECTEPWU/IbHbIE, _
OonyApeHHble, rnagkue, YHUBep- M 94 +3 240 JlapoHb:
casibHble (Ha 06e pykn); LIBET: 0’1010’02_
6enblii, pasmepbl: XS, S, M, L, L 105 £3 MarbxeTa:
XL 0,10£0,02
XL 113+3
T
O/ILLINHA BEHYMKa nepyaTku 0.12+0 09
(M)
Macca ogHoi nepyaTkn (r) 4-5,5

MaTtepuvasibl, NpUMeHsAeMble /19 U3roToB/eHna lepyaTtok CMOT-
poBbIX (AnarHoctnyecknx) APEXMED BWHUMOBBLIX, HECTEPWU/IbHbIX,
onyApeHHbIX, raaknx, YHuBepcasibHbIX:

KOMNOHEHTLI, BXoAsLLME B COCTaB NnepyaTok:

e nonusuHunxnopua (MBX) - 6ecuseTHas, Npo3padHas niacrmacca,
TEepMONMacTUYHbIi  nonumep BUHUAXAopUAa. OTNMYaeTcss XUMUYECKON
CTOMKOCTbHO K Llle/iodaM, MUHEpasibHbIM Mac/siaM, MHOMMM KUC/oTaM U pac-
TBOpUTENAM. He roput Ha Bo3ayxe M o6nagaeT Maslon MOPO30CTOMKO-
CTbt0;

o auetuntpmbytuumtpatr (ATBC) - 6GecuBeTHas npo3padHas Xua-
KOCTb. Be3onacHblli nnacTudmkaTop, rnaBHbIM 06pPa30M MPUMEHSIETCS ONs
MBX, uennno3HbIX CMOT U CUHTETMYECKOTO Kayyyka. Takke UCNonb3yeTcs
Kak ctabunmsartop lNBX;

* Ka/lbUMIA-LUMHKOBbIA CTabunmnsatop - KOMMEKC HeOopraHM4YeckKumx
BELLIECTB, NPUMEHSIETCA B KauecTBe cTabunusaTtopa B npounssoactsee MBX;
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* napatvHOBOE MAac/0 - BbICOKOKUNAWMIA AUCTUNNAT U3 HedTw,
030KepuTa M CMONT Pas/IMYHOIO MPOUCXOXAEHUA, coAepXawmin 6onbliee
WM MeHbllee KoMmyecTBo napadmHa. lNpumeHseTcsa A9 NpuUrotoBneHns
CMa304HbIX Martepuasios WM, Nocne npeaBapuTeNnibHOro XUMWUYECKOro
OUYMLLEHNS CEPHON KMUCMOTOM W LLEOYbIO;

* MosIMypeTaH - retepouenHoin nonvmep. OTHOCUTCA K CUHTeTU4e-
CK/M 3/1acToMepaM, LMPOKO MPUMEHSETCA B MPOMbILW/IEHHOCTM 6narogaps
LUMPOKOMY AManas3oHy MPOYHOCTHLIX XapakTepucTtuk. lKcnonb3yetca B Ka-
4yecTBe 3aMeHUTeNen pesvHbl NPy NPon3BOACTBE U3AeNnin, padoTarowmx B
arpeccuBHbIX cpefax, B YC/I0BUAX O0/MbLUMX 3HAKOMNEPEMEHHbIX Harpy3okK n
Temneparyp:

« PW6 (6Titanium dioxide (Pigment White)) - HeopraHuyeckoe co-
eMHeHne, MesiKMin NopoLlok 6esioro ugeta. Vcnosb3yeTcs B NPOM3BOACTBE
Pe3VHbl N PE3NHOBbLIX TEXHUYECKMX U3LEeNUA ONA MaTUpPOBaHUS PE3NHOBbIX
N3aenvi;

* Freeflo-1 - matepuan 6enoro useta, NPUMeEHseMbIA ANns onyapu-
BaHWs MepyaTok:

> coaepxut 2% rmgpokcuga marHua (Makc.), obulee copepxaHue
TSKebIX MeTannoB (cBMHel) He 6onee 10 yacTuu, Ha MIIH;
> 06Luee KoNM4yecTBo MUKPOOPraHM3MoB (MoceB B vallkax etpun)
He 60nee 10000 KosoHMEeObpasyloLWmMX eauHUL/rpaMm Kpaxma-
na,
> rpubkoB - He 6onee 200 en/r kpaxmana, ocaxaeHue - 45-75
M
NnoTeps BbICyLUMBaHUEM - He 6onee 12%;
ypoBeHb pH=10-10,8;
ocTaTo4YHOe KO/M4ecTBO BeulecTBa He 6onee 10 mr/gw,
CpPOK buopasnaraemocTu - 12 MecsLes.

V V. V V
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Tabnuuya 2. TpeboBaHMA K MPOYHOCTN U FTepMEeTUYHOCTHU

Ne  Laymenosanme MeaNLAH- TpeboBaHuA K Npoy-  TpeboBaHus K

n/n CKOTO M3aenus HOCTHU repMeTuyHOCTH

1 T[lepuyaTkm CMOTpOBbIE (ON- B Ha4vasie cpoka rog-  nNpyv HanosIHEHUU
arHoctunyeckne) APEXMED  Hoctu: ycunve npm nepyaTkM BOLOW
Delphy BvHWMOBbIE, HECTe- pa3pbiBe: He MeHee 9 06BLEMOM 1000
pUNbHbIe, OMNyApPEHHbIE. H, yonHeHue npu M1 He [OJ/DKHO
rnagkue, yHnsepcasibHbole paspbiBe: He MeHee HabnaaTbLCA
(Ha obe pykn): uBeT: Ge- 450 %, yTeukn BOAbI
NbiA, pa3mepsbl: XS, S, M, L,

B KOHLE CpoKa rofHo-
CTU: ycunune npu pas-
pbiBE: HE MeHee 7 H,

yA/IMHEHWe npu pas-

pbiBE: HE MeHee

400 %

XL

7. Mopsagok paboTbl C NepyaTkamu:
OTanbl HageBaHVa nepyaTokK

1 Ob6paboTainte pyku.

2. BckpoinTe ynakoBKy C nepyarkamu.

3. BblTawmrte ogHy nepyaTky. Jepxute pyky NnafloHbi0 BBEPX C NPSAMbI-
MU nanbuamn. onoxmnte nepyaTtky Ha /1eBoe 3andaAcTbe Takum obpa-
30M, 4YTOObI ee nasiblbl ObIM Hanpas/eHbl K BaM, a 60MbLUOK naney
nepyaTku Haxogusca Ha 3ansacrtbe. lMpwkMuTe MaHXeTy 60/1bLInM
NnasibLEM J/IEBOI PYKN.

4. TMomecTuTe 60NbLUOK Nnasiel BHYTPb MaHXeTbl ¢ Kpas. Coxmute npa-
BYIO PYKY B Ky/laK U HaTsiHATE nepyaTky Ha nasblbl.

5. BbinpAmMuB nasiblbl /IEBON PYKM, W OepXa NpaBOl PYKOM MaHXeTy,
4yeTbIpbMSA NasnbLamMu NMPaBOW PYKM HaTAHUTE nepyaTtky A0 Tex nop,
Nnoka oHa He 6yaeT HajeTa Ha Nasiblibl /IEBOW PYKW.

6. lMoBTOPWTE aHa/IOrMYHYHO NpoLLeaypy C APYroi NepyaTkoii.
7. Korpga nepuyaTku HageTbl HA 06e pyKWU, MX MOXHO NONpaBUTb.
8. Bo um3bexaHne cocka/b3blBaHWS MepyaTtok C MaHXeT MeAULMHCKOMN

ofexabl (xanaTta, KocTioma) Heo6XoAUMO 06ecneynTb AOCTATOYHYH
[/IVHY PYKaBOB OAEeX[bl W JOCTATOUYHYI A/IMHY MaHXeT A0 OCHOBa-
HUSt Na[i0HK, a TaKKe OTCYTCTBME CKIAA0K MaHXeTbl NepyaTok.
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dTanbl CHATUA NepyaToK

1 Cpenainte OTBOPOT Ha NeBOM nepyaTke NasibLamy npasBoil pyku, Ka-
CasCb TOJIbKO HapyXXHO CTOPOHbI (NpeaynpexaaeTca 3arps3HeHue
KOXM npeannieyvybs WM pykaBoB xasiaTa, ec/v nepyaTku MoKpbIBakoT
HKHIOKO YacTb PyKaBOB XasiaTa).

2. CHMMUTE nepuyaTtKky C /IeBOM PyKM, BbiBOpauMBasi €e Hau3HaHKy WU
JepXa 3a 0TBOPOT. [epxuTe ee B NpaBoil pyke (npeaynpexnaercs
3arpsA3HeHne oKpyXxarLein cpenpl).

3. Bo3bMuTe npaBylo nepyatky /IeBoil PykOil 3a OTBOPOT C BHYTPEHHEN
CTOPOHbI (NpeaynpexnaeTcsa 3arpsa3HeHne N1eBon pykn).

4. CHMUMUTE nepyaTky C NpaBoOil PyKM, BbiBOpauMBas €e Hau3HaHKy: ne-
Basd nepyarka okasaniacb B cepefuHe npasoi (npepynpexjaeTcs 3a-
rPA3HEHME OKpyXatollen cpefpl, obecrneymBaeTcsd WHJEKUMOHHAA
6e30nacHoCTb).

5. MNonoxute nepuyatkn B [e3. pacTBop (npepynpexpaercs pacnpo-
CTpaHeHne MUKPOOPraHM3MOB B OKpyXXatoLlei cpeae).
6. lNMpoBegnuTe rMrmeHnYeckyto 06paboTky pyk.

8. [e3nHdrekuna n ytunmsauns

CornacHo [elcTByOWNM HOPMAaTUBHLIM [OKYyMEHTaM, O4HOpa3oBble
nepyatkm nocne WX WCNOMb30BaHUA  nognexar gesvHekuun un
yTuansaymm.

Cpasy nocne uUCNonb30BaHUA MeAuUMHCKME nepyaTtku Heobxoaumo
CHATb W NOrPy3nTb B PacTBOp Ae3nH(ekTaHTa, HernocpeacTBEHHO B MecTe
MCNoNb3oBaHNA nepyatok. C 3TON UeNbd  MCNOoNb3YT cnepyowme
pacTtBopbl; 6% nepekucb Bopopoga, 3% pacTtBop x/opamuHa, 1,5%
pacTtBop runoxnoputa kKasbuua, 2% pacteop nmsodpopmnta-3000.
3JKCno3nuua B 3TUX Ae3nHdgoekTaHTax 60 MUH.

Mocne ob6e33apaxunBaHMA MepyaTtku OA4HOPa30BOI0 MCMO/1b30BaHWS
nognexar yTuamsayun.

[MepyaTkn CMOTPOBbIE (AMArHOCTUYECKME) BUHW/IOBbIE, HECTepusb-
Hble, OMyApeHHble ABMAKTCA OGMONOrMYECKN onacHbIMKU OTXodamu. Tpeoby-
0T 06513aTe/IbHO 06paboTKM B yCTAHOB/IEHHOM MOPSAAKE U YTUNN3aLNN.

YTunusauua nepyaTtok nponsBoauTCA Npy MOMOLLY NMakeToB, MELLKOB
N KOHTEMHEPOB, Kak W yTUAn3auus nNepeBA30YHOro Marepuasia, nocne
npeasapuTenbHOro obessapaxBaHus.
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r opog Mocksa.

Tpuauatb NepBoro MapTta ABe ThbICAYM LLECTHAALATOrO roja.

A, PomaHoBa Mapus BsAuyecnaBoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
NOANUHHOCTL NOAMMUCK, CAENAaHHON nepeBogYMKOM YeyeTkuHbIM Cepreem BnagmmupoBuyem
B MOEM NPUCYTCTBUKN. JINYHOCTL €ro yCTaHOB/EHaA.

3apernctpupoBaHo B peecTpe 3a Ne

B3"c*MLL N8’ EMdpy: 100 7
_TaBbBiik 1 TEXHM4eCKas )0 py6.
HoTtapuyc ‘w"ij

Bcero npoLuHypoBaHo, NPoHyMepo,
1 CKPENJIEHO MevaTbio

HoTapuyc
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