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1. Product information

1.1. Name and designation Ml

ARCHDALE vinyl diagnostic gloves (viewing) non-sterile powder-free powdered with a polvmer coatinc
ViniMAX: dimensions XS, S, M, L, XL

1.2. Manufacturer of medical device

Information about the manufacturer:

fhe name Wuxi Jiahao Gloves Co.. I td.

Address: Xielidang Village, Hougiao, Xishan District, Wu.xi City, Jiangsu Province. People's Republic of
China

Phone:+ 86-510-88721060

Data on the authorized representative of the manufacturer in the Russian Federation:

Limited Liability Company "Ardale-Impex" (LLC Ardale-Impex)

115201, Moscow, Ka.shirsky proezd, house 23, building 5. office.3

Tel .: 8495 777 1170. 8 495 777 1171. e-mail: abx@ardl.ru. INN 7724781425

2. Description and work

2.1. Brief information about the medical device, including the purpose

The product is a non-sterile gloves made of polyvinyl resin as a main material and other ingredients
intended to create a protective harrier for the medical worker's hands during examination of the patient to
protect the patient and researchers from cross-contamination.

Smooth working surface of gloves

Glove classification:

1) depending on the material - made of polyvinyl resin as the main material and additional ingredients;
2) depending on the finish, smooth over the entire outer surface;

3) depending on the finish - non-powdered;

4) depending on the edge of the cuff - with a whisk on the edge;

5) depending on the color - natural (without dye);

6) depending on the dimensions - XS, S, M. L, XL .

7) depending on the form - non-anatomical;

Gloves are universal (for both hands).

fhey have a polyurethane coating on the inside lor easy donning.

2.2. Manufacturer's guaranteed technical parameters and cliaractci istics

Ingredient name  chemical name Function %
Polyvinyl resin Polyvinyl brand SG-3 Raw material 58
DINEF Diisononyl phthalate Brand Plasticizer a

Jaytlex DINP Plasticizer
On the inside l'or easy donning

Polyurethane I'olyurethane brand NPIJA-i ) 1
coating

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Main technical characteristics
I'ne points for measuring the width and length of gloves are shown in the figure below.

he points for measuring the thickness of the glove wall are shown in the figure below.

The thickness of the glove wall at the cuff level is measured at a distance of 25 + 5 from the edge ot the
cuff

Pipe siz  Width * Length, *** The thickness at the points ** fhe thickness in
mm. not shown in the figure, at least, mm  the center of the palm,
less not more, mm
XS < 80. but not less than 240
70
s 80+ 10 240
M 95 + 10 240 0.08 0.22
] 110+ 10 240
XI. > 110 but not more 240
than 120

*'fhe maximum permissible ength (regardless of size) is not more than 270 mm
** the minimum thickness in the center of the palm is not less than 0.08 mm

*** the maximum permissible thickness (in the points indicated in the figures) is not more than 0.20 mm
Weight of one glove is not more than 5 g (for all sizes)
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Physical properties of gloves

Before accelerated aging After accelerated aging

Effort at break, N, not Elongation at break,%.  Effort at break. N. not ~ Elongation at break,%, not
less than not less than less than less than

7.0 350 7.0 350

Gloves are hermetic, the level of sealing quality (AQI.) is not more than 15

Gloves with a whisk of circular cross-section on the edge of the cuff, the diameter of the corolla is not
more than 2.5 mm.

Gloves, not powdered, residual amount of dusting .substance <2.0 mg per glove

2.3. Composition (completeness of delivery) of a medical device
One group package (block) contains 100 pieces. Gloves. Iransport packaging 10 Plocks.

2.4, Warnings, precautions and limitations when using Ml

Precautionary measures

1) The hand skin should be well groomed, without wounds, microcracks and other damages.

2) The nails should be short and neatly trimmed. Do not use artificial nails.

3) Jewelery and wrist watches during operation of gloves should be removed.

4) Gloves are intended solely to provide a protective barrier for hands health worker during the
examination of the patient in order to partect the patient and the investigator from cross-contamination.
5) freatment with alcohol-containing solutions is prohibited, t. fhesc solutions destroy the protective
layer of gloves.

6) Gloves contain a plasticizer (diisononyl phthalate) which can be unsafe for the user

2.5. Description of packaging, labeling and warning labels on the product

n f”1r erdboard box. in one box there are 100(50 pairs) pieces of gloves The box allows you to
maintain the quality ot gloves during transportation and Storage. yu o
Tlie weight of the package with gloves (100 pcs.) Is not more than 700 g (irrespective of the sive)

Markin

MarkinggJ Ix reliable, verifiable and readable. Marking is applied ‘o i»,ek«s.nB m

(pnnling, embossing, stamp) ensuring its clarity, clarity and readabdny. W ben uamg the printed method
of marking, paint can not be scraped off.

The marking on the consumer package of gloves contains:

-name and location of the manufacturer; .
-name and location of the representative in the country (s) of the product circulation;

- arecord of the material used or an equivalent and / or figure that clearly reflects this information;
-inscription.s describing the abbreviated and full name of the product; "VIN YI. GLASS Gf.OVES" and
"ARCHDALE GLOVES VINYL DIAGNOSTIC (LIQUID) NONSTLRILE UNSAFECTED
.SMOOTHES WITH POLYMERIC COVERAGE VINMAX"; v

- an inscription; "UNSTERY" and / or a drawing that clearly rellects this indication;

-information; "ONE-TIME" and / or drawing, clearly reflecting this indication;

-information: "SMOOTH" and ' or drawing, dearly rdfecting this indication;

-the inscription; "LINSPECII'IED" and / or a drawing that dearly rellects this indication;

-information: "W1I'H POLYMERIC COATING" and / or a drawing that dearly reflects this indication;
-infonnation: "The product contains a plasticizer (dii.sononyl phthalate). which can be unsafe for the
user";

- lot number;

-data (month, year) of manufacture;

-shelf life:

-Size and number of pairs of gloves;

-information about storage and transportation conditions.
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It is allowed to supplement the marking with other information, for example, to put symbols and drawings
explaining the consumer properties of gloves and their application.

Do not apply information about the special properties of gloves without the appropriate documentary
confirmation.

mfhe marking shall be applied in the language of the country of circulation of the product, excluding the
proper names and names.

3. Exploitation of Mi

3.1. Procedure (use the product for its intended purpose)

Open the group pack of gloves, remove one pair of gloves and successively put the gloves on the right,
then on the left hand.

Consistently on the left and right gloves turn the bent edge so that the glove completely covers the cuti ol
the dressing gown.

Removal of gloves

mfake the glove in the palm base with the fingers of the other hand.

Pull offthe glove and hold it with the other hand.

Place the fingers of the free hand in the cuff of the glove on the other hand and pull it together like the
first.

fuming the glove inside out. use it as a cover for another glove.

IMece the gloves in a suitable container.

After removing the gloves, wash your hands with soap and treat them with an alcohol-containing
cutaneous antiseptic.

It is necessary to change gloves:
- every two houns of continuous operation;
- after detecting a visible defect;

- after a possible or actual puncture:
- il' the glove begins to swell, stretch, stick, or loosely sits on the arm:
- inaccordance with the rules adopted at the place of application ol these glove.s.

DO not use the same pair of gloves when changing from one patient to another, or from one manipuiaOon
to another.

Maintenance and repair
Gloves belong to single-use products and are not subject to maintenance and tepatr

Gloves operated at a temperature (+10 to +35) “C and humidity (80-100)%.

Stored in original package in a cool, dry and well ventilated space and eliminating dust, exposure to
sunlight, moisture. X-ray radiation at a temperature of t-30 to +40) "C and humidity (60-75)%.

The product is transported by all types of covered vehicles in

accordance with the traffic regulations in force for this transport aka temperature of (-50 to +50) (' and
humidity (60-75)%.

5. Disposal

Disposarl) and destmclion of used products in Russia is carried out in accordance with the requiremems ol
SanPiN 2.1.7.2790-10. the used gloves are classified as class B waste (cpidemiologically hazardous
waste). Collection of used gloves .should be carried out in sealed packages of yellow color with the
marking (inscription).

6. Warranties

Gloves belong to medical products of a single use.

The shelf life of gloves is 5 years from the date of manufacture.
Guaranteed shelf life of gloves is 5 years.
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7. Indications and contraindications to use, side effects.

Indications for use; to create a protective barrier for hands health worker during the examination ot the
patient in order to protect the patient and the investigator Irom cross-contamination.

Contraindications: Gloves contain a plasticizer (diisononyl phthalatc). which can be unsafe for the user.
Side effects; contact dermatitis (in individuals due to the presence of a pla.sticizer (diisononyl phthalatc)).
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I'IepeBO,q C aHIIMIACKOr0 N KMTAaMCKOro S13bIKOB Ha pyCCKVIVI A3bIK

CEPTUND®UNKAT

Norotun/Kutanckunii COBET MO COAENCTBMIO MeXAYHapoAHONM Toprosne/

KunTaincknin coBet No cCoOAenCTBUIO MeXAYHapPOAHOW TOProBe ABNSETCA
KuTaiickoli MexayHapoaHoli TOProBoi nanatol
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KuTtaiickuii coBeT N0 COAEACTBUIO MeX/IYHapOoJHOW TOProB/e

KuTaiickas nanata mexayHapoaHOol ToOprosau

CEPTUNDOUKAT

Ne 171100B0/34233

HACTOAWNMM YOOCTOBEPAETCA, YTO: nognucb yNnosHOMOYEHHOro nvua v neyatb Ycu Lisaxao [Mnosc
Ko., JITa. Ha npunaraemMom LOKYMeHTe SBASHTCA MOLIMHHBIMU,

KuTaiickas nanata mexzayHapogHoi Toprosnn/ Kutalickuii CoOBeT Mo COAENCTBUIO MEXAYHapO4HOW TOProBs/ie
MeyaTb * KWTaiiCKWin COBET MO COAENCTBMIO MEXyHapOAHOW Topros/e CepTudukauus *

MeyaTb * KuTalickuii COBET MO COLENCTBUIO MeXAyHapoLHoW Toprosne CepTutukaums *

KuTaiickuii COBET MO COAECTBUIO MEXAYHAPOAHON TOProse

Mognmcb yNosHOMOYeHHOr o Nnua; /nognucs/

Jara; 22 noHa 2017 T.
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SKCTNMYATAUMNOHHAA JOKYMEHTAUNA

Mepuatkn ARCHDALE BMHWMIOBbIE AMarHOCTUYeCKMe (CMOTPOBbIE) HECTEPUIIbHBIE HEONYAPEHHbIE C
nofMmepHbIM NokpbiTeM ViniMAX  pasmepbl XS, S, M, L, XL
npon3BOACTBa

Ycm Ussxao Mnosc Ko., Jita,

«YTBEpxXaaro»

Ycum Lzsaxao Mnoec Ko., flTa.
eHepanbHbI AMpPeKTOp
BaHb CdAoan

/nognuce/

MevaTtb * ¥Ycu Lsaxao Mnosc Ko., Jita. *

narta
14.06.2017

M.M.
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CopepxaHune
MH6opmaums 06 ngenum
HanmeHoBaHuWe 1 0603HaveHe MU
MNnuuponnMTenb MeAULMHCKOTO N3AeNnus
OnucaHue n paboTta

KpaTkme cBegeHna o MmeagnuMHCKOM mn3gennun, Bknro4vaa HasHavdyeHne
rapaHTVIPOBaHHbIe npon3sognTeneM TEXHNYECKNE NapaMeTPbIl U
XapaKTePUCTUKHN

CocTtaB “KOMM/EKTHOCTb MOCTaBKN) MeANLNHCKOro n3aenns
MpepynpexxaeHnsa, Mepbl NPesoCcTOPOXKHOCTU U OrpaHuyeHmnsa npu
ncnonb3oBaHuu MU

OnucaHve ynakoBKW, MapKMPOBKU U Npeaynpexaatolmx Hagnucein Ha
n3genuu

Okcnnyatauna MU

Monanok naboTel (MCNONb30BaHWE U3AENNA M0 Ha3HAYeHUH0)
TexHnyeckoe 06CNYy>KMBaHWe U TEKYLLUIA PEMOHT
Ytnnnsauymsa

MapaHTUK

MokasaHua 1 NPOTUBOMNOKA3aHMA K MPUMEHEHUIO, MOHB0YHbIE IPDEKTHI.
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1 VHdopmauus 06 nsgenum

1.1. HammeHoBaHue 1 0603Ha4yeHne MU

Mepuatkn ARCHDALE BWHMNOBble AMarHocTuyeckue (CMOTPOBbIE) HECTEPWUbHbIE HEONyApPeHHble
rnagkue ¢ nofumepHoiM nokpeiTem ViniMAXi pasmepbl XS, S, M, L , XL

1.2. MNpownssoauTeb MeAULMHCKOT0 U3aenma

JaHHble 0 nponssoauTene:

HassaHue Ycun Lzaxao Mnosc Ko., JITa.

Agpec; gepeBHs KcuenugaHr, Xoykunao, paioH CuwaHb, r. Ycu, nposuHumns LsaHcy, Kutalickas
HapogHaa Pecnyb6nvka

TenegoH: +86-510-88721060

[JaHHble 06 yNONHOMOYEHHOM MpeAcTaBUTeNe Npou3BoaUTeNns B PO:

O6LWEeCTBO C OrpaHNYeHHON OTBETCTBEHHOCTLIO «Apgein-Nmneke» (000 «Apgeinn-Nmnekc»)
115201,r.MockBa, Kawunpckuii npoesg, gom 23, cTp.5, 0.3

Ten.; 8495 777 1170, 8 495 777 1171, e-mail: abx@ardl.ru, MHH 7724781425

2. OnucaHune n paboTta

2.1. KpaTkue cBefeHUA 0 MeANLMHCKOM U3[eNnun, BKIYasa HasHayeHue

WN3penve npeacTtaBnseT coboii HeCTepubHble MepyaTKu, W3rOTOB/EHHbIE M3 MOSIMBUHWMNOBON CMOMbI B
KayecTBe OCHOBHOIO Martepuana W [ONOJIHUTENbHbIX WHIPEAUEHTOB, MNpeAHa3HayeHbl A8 CO3[aHus
3alWMTHOro 6apbepa AN PyK MeAMLMHCKOro paboTHMKa BO BpPemMsi OCMOTpa NauMeHTa Lenbi 3aliuTbl
nauyueHTa n nccnefoBaTens OT B3aUMHOTO 3apaXKeHus.

Paboyas NMOBEPXHOCTb NEPYaTOK rnagkas

Knaccuukaumns nepyaTok:

1) B 3aBMCUMOETM OT MaTepuana - U3roToB/IEHHbIE U3 MOJIMBUHUIIOBON eMO/bl B Ka4eCTBe OCHOBHOTO
maTepwuasna v JOMOJIHUTENIbHbIX UHTPEANEHTOB;

2) B 3aBMCMMOCTW OT OTAENKMW rNafKne Mo BCEN BHeLIHEN NOBEPXHOCTU;

3) B 3aBUCMMOCTM OT OTAENIKU - HEOMYAPEeHHbIE;

4) B 3aBUCUMOCTU OT Kpas MaHXeTbl - C BEHYMKOM Ha Kpato;

5) B 3aBUCMMOCTM OT LiBeTa - HaTypanbHblii (6e3 KpacuTens);

6) B 3aBMCMMOCTM OT pa3mepoB - XS, S, M, L, XL,;

7) B 3aBUCMMOETU OT (DOPMbI - HeaHAaTOMUYECKME;

MepyaTKn yHMUBepcanbHble (4158 06enx pyk).

MMetoT nonnypetaHoBOe NMOKPbLITUE C BHYTPEHHEN CTOPOHbLI 415 06NeryeHmns HafieBaHus.

2.2. TapaHTVpOBaHHbIE NPON3BOANTENEM TEXHUUYECKME MNApPaMETPbl U XapaKTePUCTUKM

HassaHuve XMMUYECKOe Ha3BaHNSA DYHKUNA
NHrpeaneHTa § %
MonuBnMHMUNOBAas MonnxnopBUHUN Mapkn SG-3 McxopHblid maTepuan 58
cmona

[vnsoHoHUAMTanaT MapKu MnacTudukarop
OAVH® Jayflex DINP Plasticizer 41
MonnypeTaHoBOe ) C BHYTpeHHeil CTOPOHbI  A/1d 1
MOKpbITHE Momnyperat mapkn NPUA-1D 06/1eryeHns HafieBaHns
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‘m:mqecme cBoiiCcTBa MepUaTOK

/ :
/

TlepyaTky TPpMeTUWYRKE. VNNREHb KauecTsa reoMeTHusoctd (AQL) He Gornee 1,5
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N3penvne TpaHcnopTupyeTca BCEMU BUAAMU KPbITbIX TPAHCMOPTHbLIX CPeACTB B
COOTBETCTBUM C MpaBuiamMmun NepeBo3oK, AeiCTBYOLW MY HA JaHHOM BUe TpaHCNopTa npu Temnepartype
(ot -50 go +50) °C v BnaxHocTtu (60-75) %.

5. YTunusauus

YTunusauma n YHUUYTOXEHME WUCMNONb30BaHHbIX W3[eNuii Ha Tepputopuu Poccum ocyulecTsiseTcs
cornacHo Tpe6osaHusm CaHlMuH 2.1.7.2790-10, Mcnonb30BaHHbIE MO Ha3HAYEHMIO NepyaTKu OTHOCATCS
K oTxofaM knacca b (anmgemumonornyecky onacHole 0TxoAbl). C60p MCMONb30BAHHbLIX NEPYATOK AO/MKEH
OCYLLECTBNATLCA B repMeTUYUHbIe NakeTbl XXeNTOro LBeTa C MapKUpPOBKOM (HaAMMUCHIO).

6. apaHTUN

MepyaTKM OTHOCATCSH K MEAULMHCKUM U3LeNNAM OAHOKPATHOTO NPUMEHEHNS.
CpOK roAgHOCTM MepyaToK COCTaBnsAeT 5 €T Co AHSA MPOM3BOACTBA.
apaHTWIAHbIA CPOK XpaHEeHWUs nepyaTok 5 neT.

7. MokaszaHns 1 NPOTUBOMOKa3aHUA K NPUMeEHEHM0, MO60YHbIe 3DEKTBI.

MokasaHua K NPUMEHEHMIO: 415 CO34aHMNA 3alWMUTHOro 6apbepa ANd PYK MeAULMHCKOro paboTHMKaA BO
BPeMs 0CMOTpa NaLMeHTa C LeNblo 3alunTbl NaLMeHTa u UccnefoBaTens 0T B3aMMHOI0 3apaXeHus.
MpoTnBoNOKasaHWs K NpuMeHeHuUto: MepyaTky codep>kaT nnactugukaTop (AMU30HOHUNGTanNaT),
KOTOPbIA MOXeT ObITb He6e30MmaceH Ana NoMb30BaTeNA.

Mo6oYHble aPdeKTbl: KOHTAKTHbIN AepMaTUT (Y OTAeNbHbK /ML, U3 33 HaNn4ms nnactugumkaTopa
(AnMmn3oHOHMNMTANAT)).
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Mepeeaal”™”~ro TekcTa cllenaH MHOWM, NepeBogHMKOM Ky3bmunuHoOIA EBreHneli ApTypOBHON.

Poccuiickaa ®egepauns

"opog Mocksa
[BaguaTb 4eTBEPTOro UONA ABe ThICAYN CEMHAALATOro roja

ponnTZ™™ " """ AHopeeBHa, BPEMEHHO UCNOMHAOLWAA 0683aHHOCTY HOTapuyca

rop na Mocsw Asunosa 'Hesa bopucoenna. cBMPeTe.NbCTBYBO ,,0BHUHNOCTL HOB,, U1 ,,epeBoBOKBA
KysbMuyeso EBreHun ApTYpPOBHbI. nepesooyunKa

Moanuch cAenaHa B MOEM NpUCY TCTBUN.
JINYHOCTb NoANMCcaBLUIEro AOKYMEHT yCTaHOB/EHA.

3aperncTpupoBaHo BpeecTpe: No n

B3bICKaHO rocyapcTBeHHON nownuHbl (Mo Tapudy): 100pyo.
YnnayeHo 3a okasaHWeyall, “BOBOTO W TEXHNYECKOro XxapakTepa: ~1~

"b

MA. MapTbiHoBa

Yy o/ — -ty
Bcero npoluHyposaHo, VipoHymepirBaHo:
W CKpenneHo neyaThbl”_ mcT(a)(oB)

BPWO HoTapwuyca
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