PEARL DENT COMPANY LIMITED
Lot Il - 15B. Sueet 12, Tan Binh Industiz! Park
Tan Phu Dist, Ho Chi Minh Citv, Vietnam
Tel: 84-8-3815 2866 Fan: 83538182662
Pearl Dent Eamunl: s feGpeaddent.com Websifer aww peprident o

Dispodent Sterile Disposoble Dental Injection needies, sizes: 27GS size (0.4 x 21) mm;
27GL size {0.4 x 30) mm; 30 GS size (0.3 x 21) mm; 30 GL size (0.3 x 25) mm; 30 GM
size (0.3 x 16) mm; 30 GC size (0.3 x 12} mm, 27GL size (0.4 x 35) mm; 30 GL size (0.3
x 30) mm; 27GL size (0.4 x 38) mm.

INSTRUCTIONS FOR USE

ONLY FOR PROFESSIONAL DENTAL USE! I A

Description:

Injection (dental) needles for professional dental use; needies for local injection anesthesia.
Can be applied only with specialized anesthetic agents having all the required permits for use in such

procedures in Russia and recommended for local anesthesia by professional dentists using this type of ’

needies.
Can be applied only with specialized carpule syringes having all the required permits for use 1n such

procedures in Russia and recommended for local anesthesia by professional dentists using this type of -

needles,

Needles are disposable and supphed sterile in a sealed package.

Package:

Cardboard package contains 100 needles. Each needle has an individual stere package with proper
labelling. Labelling on the individual package of the needle contains the following information: Disposable

Dental Needle, needle size (27GS, 2761, 30GS, 30GL, 30GC, 30GM}; diameter and length of the needle in
mm,; lot nurnber, expiry date and other relevant information.

Purpose:

The needles are intended for carrying out the procedure of injecting local anesthesia {locat anesthesia) and
other drugs. They are used only with special types of carpule syringes. Application conditions - in dentistry.

Indications for use:
For use in professional dentistry for the procedure of local anesthesia.

Contra-indications:

Inabiinty to observe the required procedure of use.
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RISKS OF THE APPLICATION OF THE MEDICAL DEVISE: Inadequate quality of the materials used in
manufacture of a product can lead to the impossibility of using the product for its intended purpose,
including a violation of sterility, mechanical damage.

The risks at the design and development stage (inadequate materials) and at the application stage
(infection due to careless use) are identified. Risk management is carried out in the design process
(selection of materials), risks at the application stage are minimized by informing the user about them.
Thus, all identified risks are minimized, residual risk is acceptable.

Product Technical Specifications

Dimensions
1 1 -
} Dimension
; No j Model . . Outer Diameter of
Size (Diameter Full Length of Needle (mm) needle (D) (mm)
1 k length) (mm)
1 PEARUECT27GS 0.4 X21 mm (25+2,5) + (21 £0 .9“1,4) =46 05 0.400 ~0.420
2 PEARUECT27GL 0.4 X30 mrn (25+2,5) +(30+ 0.9 - 1,4) =55 +05 0.400 ~0.420
3 PEARUECT 30GS 0.3 X21 mm (25+2,5) + (21 0,9 ~1,4) =46 +05 0.298- 0.320
4 PEARUECT 30GL 0.3 X25 mm (2512,5) +(25+ 0.9 ~1,4) =50 +0,5 0,298 "~0320
1___§ _____ PEARUECT 30GC 0.3 X12 mm (25+2,5) +{121 0.9 ~1,4) =37 0,5 0.298- 0.320 |
6 PEARUECT 30GM 0.3 X16 mm (25+2,5) +(16+ 0.9 ~1,4) =41 +05 0.298-0.320
7 PEARUECT 27GL 0.4 X38 mm (2S+2,5j +(38+0.9-1,4) =63 +0,5 0.400 - 0.420
8 PEARUECT 27GL 0.4 X35 mm (25+2,S) +{35+0.9-1,4} =60 +0,5 0.400 - 0.420
9 PEARUECT 30GL 0.3 X30 mm (25+2,5) +(30+£ 0.9 -1,4) =55+0,5 0.298 - 0.320
List of parts and materials
No Parts Materials specifications Contact to Human
body
' Top cap, Low ' High Density Polypropylene
" cap ;. Manufacturer: Prime Polymer Co., J850NA No contact
Ltd., Japan
STS 304 (Stainless steel)
mNeedle
Manufacturer: JOL TECH Co., Ltd., Korea STS 304 Contact
Hign Density Polypropylene
Needle Hub Manufacturer: Prime Polymer Co., J850NA No contact
Ltd., Japan _
silicon Oil Silicone Resin
Manufacturer: SEGO ENG Co., Korea 5A-1 No contact
Polymer Resin
Manufacturer: SEGO ENG Co., Korea FD-15L2 No contact
Orange - Permanent Orange 13 C16H24CL12NS0?2
(Pigment Orange 13)
Manufacturer: Hangzhou Jiekai
Chemicals Co., Ltd., China
No contact

Blue - MILORI BLUE 27 C6Fe2KN6
(PIGMENT BLUE 27)

Manufacturer: Hangzhou Spring

Trading Co., Ltd., China
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Green - - Qrgaric p|g~=e-='
I Phthalocyanine green
| (Pigment Green 7)
WManufacturer: Space international. India

EEZT!&GCUNS [

The ¢olor of hub:

WModel Sixe [Diameter x ..eng:h} [mr'r-}
PEARLIECT 2735 0.4x 21 mm Blue
PFARUrCT 276G - 0. 4 X 3"‘ r'l"ll""l Blue
PEARLECT 3 s;m N 6.3x 21 mm Green
PEAR‘LI:CT SOGL C.3x 25 mm G-reen
PnARLJ*CT BOGC | 9.2x12 mm Orange
PEARUECT30GM 0.3 x 16 mm Orange
PEARLICCT 27GL 0.4x38mm Blue
PEARLIECT 2761 0.4x35mm Blue
PEARLIECT 30GL 0.3x30 mm o Green

Weight of the neecle assembly {needle weight + cup weight « hub weight)

Mooel o ""’m[a;'?:]_‘;';" Leng:h) Weight

 PEARLIECT 2765 0.4 x 21 mm 165:002;
PEARLIECT 276L 0.4x30 mm " 1.66:0.02 E
' P:ARU:"“I‘.éB::-ﬁ o ¢ 3-x21”mrn Y sa-u 62’ g
.FE&RL!:CT 6L 9.3 x 25 mm ’ 1 65-0.02 ¢

PEARUECT 36\,:‘4" ) T 03x 15'&;&1 - 163:0.025
PEARLIECT 30GC 0.3x16 mm 1.62:0.02¢
PEARUECT 2761 | 04x38n mm 1.6740.02 g
PEARUECT 27G1 0.4x35 mm 1.66£0.02 ¢
T pmnurc'f'}oct T _15 T 30 mm _Mi:é_séﬁ.azﬁ; S

Tube inner and outer diameter, tube wall thickness:

Model

PEARUECT 2765
PEARUIECT 761
PEARLIECT 3065

PEARLIECT 30

P HRUEC" ;OGM
PEARULCTBO\:C

PEQRUECT 2?61
PEARUELT 2761

paqsuecr 306t

Size {Dldmeter X l:en.gth}

{mm)
04::‘1 mm
0-1::3... mm
0.3x21 mm.

C.3x25 ~m

0.3x12 mm

G.ﬂklb ~mm
D4x38mm
04x35mm

O3x30mm

Outer dlarnete'

mm
0.41+0.01
0.41-2.01

041+o 01
0.31+0.01

Inner dnarr.eter,
mm

0.22+0.02
0.22:0.02

0 22+0 02

0 16+0 02

Wali :hlckness
mm

0. 0‘334-3 0"
O 00::- 0 01

0.07 5‘- 0.01
3.075-2.01
5.073-0.01

2.375- O.Gl

0 095+0 01

0 095*0 01
0. 07510. 01
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Hub thread specifications;
-Thread labelling - PHG 1/8"
-Thread pitch - 0.907 mm
- Inner diameter 4.8 mm

Hub/ tube bonding strength; Criteria; The bond shall withstand (keep integrity for 1 sec. at) 22.0 N

Bending strength Tube deviation at 0.55 kgs;

Model Size (D XL) (mm)
PEARUECT 27GS 0.4 X21 mm
PEARUECT 27GL 0.4 X30 mm

: PEARUECT 35GS 10,3 X21 mm
PEARUECT 30GL '0.3 X25 mm
PEARUECT 30GM jp3x12mm
PEARUEa 30GC m03X 16 mm
PEARUECT 27GL j0,4 X38 mm
PEARUECT 27GL [0.4 X35 mm
PEARUEa 30GL :0J X30 mm

Puncture force: Below 0.5 Nwhen puncturing

Max deviation, mm

0.65
0.65
0.45
0,45
0.45
0.45
0.65
0.65
0.45

.eacite ,re produced a sterile version. Subject,o radiation by sterilisation ™tbod «coding to ENISO LLIB7,

absorbed doL (25.0 kGv. 31k6vl or etbyten»

Use:

1 Pick up the required needle size

the individual package.

3. Turn the small (short) cap to open the package (see Figure 1). The

of tw'o caps (big and small).

4. Install the carpule with anesthetic agent m the syringe.
5. Attach the needle to the syringe and lock it turning to the ri~th

syringe and lock it (insert the needle to the special aperture of the syringe and then
, __tu,, ,.00c0 raort-of thf» needle is sterile (do not touch'lIt, etc.)
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(diameter and length of the needlel pursuant to the rules and

instructions for local anesthesia ,n professional dentist use.
2. Take the needle. Check the integrity and tightness of the in

Fig. 1.

Fig. 2

-ndividual pack of the needle consists

g

m g~acb the needle to the
' in until it is



Important: the second part of the needle should nct be opened untii the moment of use,

6. Rernove the protective big {long) cap of the needie (see figure 3)

7. Position the syringe vertically (needle facing up), remove air by pushing the plunger {until the anesthetic
agent sprays from the syringe).
8. Perform the anesthesia procedure.

ANY RULES, INSTRUCTIONS, RECOMMENDATIONS, AND SAFETY PRECAUTIONS FOR HE RELEVANT
PROCEDURE TYPES MUST BE OBSERVED!

9. After use, the needle should be assembled in the reverse order. For safe removal of the needte from the
syninge attach the protective (big) cap first.
10. Dispose the needle,

Precautions:

- Do not use expired needies!

- Do not use if packaging is opened or damaged.

- The needles are disposable! Do not re-use,

- Do not bend the needle during the procedure

- Do not use damaged and/or curved needles.

- Do not use needles with poor {or biocked} fiow of the anesthetic agent {e.g. if the needle was clogged
when puncturing the anesthetic agent carpule, etc.).

attachment to the syringe,
- Use only with recommended and approved types of anesthetic agents in specialized carpules.
- Don’t apply excessive force to the needle,

Storage:
- Storage temperature +5- +40 °C
- Store in a dry ventilated Place with a RH of 80c., att+25°¢

- Avoid direct sunlight,
- Keep out of the reach of children,

Disposal;
Used products are Class B waste and disposed of in accordance with Sanpiy {Sanitary rules and norms)
2.

1.7.2790-10 "Sanitary - epidemiological requirements for the treatment of medicai waste {approved by
the Resolution of the Chief State Sanitary Doctor of the Russian Federation of December 9, 2010 N2163.)
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Expiry date:

Expires 4 years from the manufacture date. The validity date can be found on the needle package and on
the individual sterile package of each needle.

Transportation and handling:

Dispodent Sterile Disposable Dental Injection needles can be transported by all modes of transport in
covered vehicles in accordance with the requirements and rules of cargo transportation in force in the
modes of transport concerned. Mode of sending; parcel post, truck, plane, container.
Transportation conditions; - environment temperature +50--50 “C,

RH of 95% at temperature +25”C
Avoid bumps and exposure to precipitation during loading/unloading and shipping.

For professional dental use only!

Registration certificate No. P3H 2016/5121 dated 07.12.2016.
No expiry date.

Requirement for maintenance and repair of medical devices:

The product has a completely finished construction and does not require any maintenance and
repair interventions during operation, except for disposal in accordance with the standards of the
medical institution.

Manufacturer: Pearl Dent Co., Ltd,,
No. 3-15B, Street No. 13, Tan Binh Industrial Park, Ho Chi Minh City, VietNam.
Phone: (84) 8 3815 2864-6 Fax; (84) 8 3815 2863 E-mail; pearldent@hcm.vnn.vn

Authorized representative of a manufacturer of a medical product in Russia:

Limited Liability Company DISPOTRADE

Room 226, Bldg. 1,1 Vvedenskogo St, 117342, Moscow, INN 7728585728, KPP 772801001
Telephone 8 495 589-13-30 E-mail: dispodent@mail.ru www.dispodentru

Manufacturer's warranty:

The manufacturer guarantees the quality of the needles while observing the rules of operation, storage and
transportation.

Disclaimer:

Dispodent Sterile Disposable Dental Injection needles, sizes; 27GS size (0,4 x 21) mm; 27GL size (0.4 x 30)
mm; BOGS size (0.3 x 21) mm; 30 GL size (0.3 x 25) mm; 30 GM size (0.3 x 16) mm; 30 GC size (0.3 x 12)
mm, 27GL size (0.4 x 35) mm; 30 GL size (0.3 x 30) mm; 27GL size (0.4 x 38) mm, have been designed and
manufactured only for professional dental use and should be applied in strict accordance with this
instruction for use.

The manufacturer is not responsible for the use of dental Dispodent needles for injection, single use,
sterile, dimensions; 27GS size (0.4 X 21) mm; 27GL size (0.4x30) mm; 30 6S size (0.3x21) mm; 30 GL size
{0.3 X 25) mm; 30 GM size (0.3 x 16) mm; 30 GC size (0.3 x 12) mm, 27GL size (0.4 x 35) mm; 30 GL size
(0.3 X30) mm; 27GL size (0.4 x 38) mm, not for the intended purpose and / or in violation of instructions.
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Th ) e

st;ﬂ:se‘;ir::;a:o::ﬁ ;;Epsorfmbalaty in all cases of using dental Dispodent needles for injection, singie use

o3 ,25) sl ;;M Si’smeo(g.‘! x 21} mm; 27Gt size {0.4 x 30) mm; 30 GS size {0.3x21) mm; 30GL si:e:

03 x 30) mm,. et sfz;e(o{d. ; 16) mm; 30 GC size. (0.3 x 12) mm, 27GL size {0.4 x 35) mm; 30 Gl size

o specmca:‘, 2761 size | , x. 8) mn':, not for the intended purpose (which implies any purpose other
.y indicated in the instructions) and {or) in violation of any provision of the instruction,

Date - January 30, 2019.
Representative ¢f Pearl Dent Co..Ltd.
Mr. Han Dong Hee / President
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ITepeeod ¢ anenuiicko20 u BbEMHAMCKOZ0 AIBIKOE 1A PYCCKULE RIBIK

«T1IEPN AEHT KOMITAHU JIUMUTED»
(PEARL DENT COMPANY LIMITED)
Brerham, r. XomumuH, paiion Taudy,
Tan6un Hunactpuan Iapk, npoMbiuinertas sona I11, ya. Ne 13, 15B
(Lot III - 15B, Street 13, Tan Binh Industrial Park
Tan Phu Dist., Ho Chi Minh City, Vietham)
Tenedon: 84-8-3815 2866 Pakc: 84-8-3815 2863

E-mail: info@perldent.com BeG-caiiT: www.pearldent.com

Hznwi cmomamonozuseckue «Dispodenty 01 unvexiuil, 001OKPAMNO20 NpUMEReHUs, cnepursibie,
pazmepol: munopasmep 27GS (0,4 x 21) mm; mumopazmep 27GL (0,4 x 30) mm; munopasmep 30 GS (0,3 x
21) mm; mumopasmep 30 GL (0,3 x 25) mm; munopazmep 30 GM (0.3 x 16) mm; munopazmep 30 GC (0,3 x
12} mm, munopamep 27GL (0,4 x 35) mm; munopasmep 30GL (0,3 x 30) mam, munopaimep 27GL (0,4 x
38} mum

HHCTPYKUHA MO NPUMEHEHHIO
TOJIBKO J1A MPO®ECCHOHAJBHOI'OC NPUMEHEHHUA B CTOMATOJIOMHH!

Ounncanme: Hrael croMartonornueckne NS MHBEKUMH A8 NPODECCHOHANLHORO HNPHMCHEHHMA B
CTOMATONOTHH; HFAL /1A NPOBEACHHA MECTHOMN aHeCTe3MH.

Hcnonb3yloTca TONLKO €O CNEUHANbHBIMH AHECTCTHKAMMH, PEKOMEHAOBRHHBIMH AN WCRONL3OBAHKA NPH
NPOBEACHHH TNPOUEAYPH MECTHON aHeCTE3nH B NPOEeCCHOHANBHON CTOMATOJIONHH € WCHOMB3OBAHHEM
AQHHOTO THTIA WM, NIPH HANHYMK BCEX HEOOXOAMMBIX paspelieHMii K NPMMEHSHWIO IAS AAHHOIC BHAA
npoueayp Ha reppyropun Poccnu,

Hcnons3yiotes TONMBKO €O CTIEUMANBHBIMA BHAAMHM  KAPMYJBHBIX LUMPHUOB, PEKOMEHAOBAHHBIX IS
HCTIONL30BAHMA TIPH NPOBEACHHH NPOLIEAYPH! MECTIION aHECTe3HH B NPOgecCHOHANBHON CTOMATOROTHMH ¢
HCTIONB3OBAHHEM AAHHOTO THNA M, NPH HAIMYHH BCEX HEOOXOAMMBIX paspellieHHit K MPUMEHEHAIO AN
HJaHHOTO BHAA npoueayp Ha Tepputophu Poccnm,

HArnbl ABAKIOTCA H3NENHAMHM OHOKPATHONO MPHMEHEHHR U TIOCTABAKIOTCH CTEPHIBHLIMH B FePMETHUHOM
YNaKoBKe,

¥Ynaxoska:

KapTonnas xopobka, cosepxawas 100 nrn. Kaxnas urna pasmeuieHa B MHZMBHAYANLHOH CTEpAbHOMN
YNAKOBKE, HMEIOILEH COOTBETCTBYIOMYIO MapKHPOBKY. MapkupoBka Ha WHAMBHAYANSHON YNaKoBKe Hribi
coaepxuT creayloilyio uigopmaunio: Mkl croMaTonornueckue OaHOKPaTHOrO NPHMEHEHHSR, THIIOPAa3MEP
nraet (27GS, 27GL, 30GS, 30GL, 30GC, 30GM); avameTp u AnuHa ULl B MM; Ne TapTHH, CPOK TOAHOCTH H
Apyryio Heob6xoauMyto undgopmannio.

Hasnauenue:

Hrne npeanasHaueHbl ANA NpPOBEACHHS TPOLEAYPH BBEACHHA MecTHOro obesGonmpanus (MecTHob
AHECTE3WH) M IPYIUX NEKAPCTBEHHLIX CPEACTE. HCTONLAYIOTCS TONLKO CO CTIEUMANBHLIMH BUAAMH
KapnyabHBIX WNPULOB, YCNOBHA BPIMEHEHHS — B CTOMATONOMHH,

Iloxazanun K NpUMEHENHIO:

Jns npUMEHERNS B NPOPECCHOHANBHOM CTOMATONOTMH ANS NIPOBEACHHA NIPOLIEAYPHI MECTHOH AHECTE3HH.

IlIporusonoxazanns:

HeBo3MoxHOCTL COBMIONEHHA YCTAHORNEHHOH NPOLEAYPH NPUMEHEHHA.

Ieyazs: Mevars:

[OGutecteo ¢ orpancHNOl OTBCTCTESININCTHO iCopamcruecxan PecnyGnsika Boeniam
4lTepn Jewrs Pattost Tan Bynie

Tlomep npeanpusmia 0302097894 r. Xomnmux

OB1ECTRO € OVPAHIMCHION OTBCTCTBENROCTLIO Ornen locnugng

Paiions Tan ®y r. Xownsuu]
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PUCKN MPUMEHEHA MEOVNUNHCKOIO N3AENWA: HecooTBeTCTBYHOLLEE KAYeCTBO MPUMEHAEMbIX
Mpyv W3roTOB/IEHUW W3AENVS MaTepuasioB MOXET MPUBE3TU K HEBO3MOXHOCTU MPUMEHEHWUS W3Lemns Mo
Ha3HaYeHWIo, B T. Y HAPYLLUEHWNIO CTEPUSIbHOCTU, MEXaHUYECKUM MOBPEXEHWAM.

BbISiBNEHbI PUCKM Ha CTaguu MPOEKTMPOBaHWUA W pa3paboTKu (HeHanexalye mMatepuasibl) U Ha
cTagumn npuMeHeHNsa (MHPULMPOBaHWe B pe3ysibTaTe HeaKKypaTHOro MUCMOo/b30BaHNA). Y Npas/ieHe puckamu
OCYLLECTB/IEHO B NpoLecce MPOeKTMpoBaHUA (rMogbop MaTepuanos), PUCKU Ha CTaguu MPUMEHeHUs
MUHUMU3MPOBaHbI MyTeEM WH(OPMMPOBaHNA MO/b30BaTENS O HUX. TakMm 06pa3oMm, BCE BbISBNIEHHbIE PUCKM
MUHUMU3MPOBaHbI, OCTaTOYHbIN PUCK ABNSETCA LOMYCTUMbIM.

TexnHyeckHe XapaKTepPUCTUKN n3aenma.

abapuTHbIE pasmepbl

"abapuTHbIE pa3mepbl

Hapy>XHbliA
Ne Mogenb Pasviep MonHas AnuHa Ul (Mm) [AVaMeTp Ubl
(OnawveTp X (D) (mm)
OnvHa) (Mm)
1 PEARLIJECT 27GS 0,4 X21 mm (25+2,5) + (21 £0,9-14) =46 £0,5 0,400 - 0,420
2 PEARLJECT 27GL 0,4 X30 mm (25+2,5) + (30 £ 0,9-1,4) =55 +0,5 0,400 - 0,420
3 PEARLJECT 30GS 0,3 X21 mm (25£2,5) + (21 £ 0,9-1,4) =46 £0,5 0,298 - 0,320
4 PEARLJECT 30GL 0,3 X25 mMm (25+2,5) £ (25 £ 0,9-1,4) =50 £0,5 0,298 -0,320
5 PEARLJECT 30GC 0,3 X12 mm (25+2,5) + (12 +0,9-1,4) =37 £0,5 0,298 - 0,320
6 PEARLJECT 30GM 0,3 X16 mm (25£2,5)%£(16+0,9-1,4) =41 0,5 0,298- 0,320
7 PEARLJECT 27GL 0,4 x 38 MM (25+2,5) + (38 £0,9-14) =63 %0,5 0,400 ~ 0,420
8 PEARLJECT 27GL 0,4 x 35 Mm (25+2,5) +(35 + 0,9-1,4) =60 +0,5 0,400 ~ 0,420
9 PEARLJECT 30GL 0,3 X 30 mm (25+2,5) +(30+ 0,9 - 1,4) =55 +0,5 0,298 - 0,320
Cnucok geTasein n matepuanos
TexHunyeckue KOHTaKT ¢
Neo KOMMOHeHTbI Martepuasbl XapaKTepucTnK
" TesIoM YenoBeka
Monuatune}! BbICOKOI NIOTHOCTW.
1 BepxHuiAHKHMA MpoussoguTens: «paiiM  3g50NA He
KONMayku Monvmep Ko, Jita»  (Prime KOHTaKTUpyeT
Polymer Co., Ltd.), AnoHus
STS 304 (HepxaBetoLLas CTa/b)
2 Vrna Mpowussogu'rens: «MKEWT TEK 19 304 KoHTakTupyeT
Ko., Ta.» (JEIL TECW Co., Ltd.),
Pecny6nvka Kopes
MonMaTUNeH BbICOKOW MIOTHOCTY He
3 Pasvem urmbl MpousBouTeN: «paiim  JB5ONA KOHTaKTPYeT
Monumep Ko., JIta.», AnoHus
KpeMHuiiopraH1yeckas cMona He
4  KpemHuiioprahndeck  mpoussogurens: «CEFO W-3M- gaq KOHTaKTPYeT
0€ macsio DKM Ko» (SEGO ENG Co.),
Pecny6nunka Kopest
MonumepHas cMona He
CoefimHeHue
5 . MpoussognTens: «CEFO W-3H- FD-15L2 KOHTAKTUPYET

3NOKCUAHBIM Krieem

DKW Ko.», Pecnybnuka Kopes
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BbiH - Permanent Orange
13 (Pigment Orange 13)
[TponseoauTens: «XaH'wLKOY
Lizekaii Kemnkanc Ko., Jita.» Cl16H24CLI12N
(Hangzhou Jiekai Chemicals Co., | 802
Ltd.), Kurait
Cunuii - MILORI BLUE 27
Kpacurens ang | (PIGMENT BLUE 27)
pazbeMa Hrabi Tpoussoaurens: «XaHuwkoy He
Cnpnaur Tpefiauur Ko., JIta.» C6Fe2KN6 KOHTAKTHpYET
(Hangzhou Spring Trading Co.,
Ltd.), Kuraii
3encHubiif - Organic pigment
Phthalocyanine green (Pigment
Green 7) C32H16CuN8
Ipounzsoaurens: «Cmiic
Hurepnatiwnn» (Space
International), Huaua
Ieaars:
[CounanncTiueckan
PecnyGnnka Brernam
Pation Tas bunb
r. XomHMHH
Otaen wcTHuHU]
Liger pazbema:
Paamep (Jlnamerp. x
Moneas Jnura) (Mm) Lger
PEARLJECT 27GS 0,4 x21 MM Tony6oii
PEARLJECT 27GL 0,4 x 30 MM Tony6oit
PEARLJECT 30GS 0,3x21 Mm 3enenniit
PEARLIJECT 30GL 0,3x25mm 3eneunlii
PEARLIJECT 30GC 0,3x 12 MM Opankesbiit
PEARLJECT 30GM 0,3 x 16 MM Opanxesnbiif
PEARLJECT 27GL 0,4 x 38 mm Tonyboii
PEARLJECT 27GL 0,4 x 35 mm Tonyboii
PEARLJECT 30GL 0,3 x 30 mme 3enernsrii
Bec urnsi B c6ope (Bec Hrabl + Bec KoJinayka + BeC pazbema)
Pasmep (Jinamerp, x
Moaens Tiwisa) (M) Bec
PEARLIJECT 27GS 0,4x21 MM 1,65+0,02 r
PEARLJECT 27GL 0,4 x 30 MM 1,66+0,02 r
PEARLJECT 30GS 0,3x21 MM 1,64+£0,02 r
PEARLJECT 30GL 0,3 x25MM 1,65+0,02 r
PEARLIJECT 30GM 03x12Mm 1,63+0,02 r
PEARLJECT 30GC 0,3 x 16 MM 1,63£0,02 r
PEARLJECT 27GL 0,4 x 38 um 1,674+0.02 2
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PEARLJECT 27GL
PEARLJECT30OCb

0,4 X 35 Mm
0,3X 30 MM

1,66+0.02 1
1,65+0.02 1

BHELLIHWIA 1 BHYTPEHHWIA AMameTpbl TPYOKU UMbl 1 TOALLMHA CTEHKN TPYOKN UIMbL:

Mogenb Twka) (M) TPYOKM Wr/b[, MM AnaMeTp TPYOKU CTEHKM Tpy6Km

WUrnbl, MM WUrnbl, MM
PEARLJECT 27GS 0,4 x 21 mm 0,41+0,01 0,22+0,02 0,095+0,01
PEARLIJECT 27GL 0,4 x 30 mm 0,41+0,01 0,22+0,02 0,095+0,01
PEARLJECT 30GS 0,3 x 21 mm 0,31+0,01 0,16+0,02 0,075+ 0,01
PEARLJECT 30GL 0,3 x 25 mm 0,31+0,01 0,16+0,02 0,075+0,01
PEARLJECT 30GM 0,3 x 12 mm 0,31+0,01 0,16+0,02 0,075+0,01
PEARLJECT 30GC 0,3 x 16 mwm 0,31+0,01 0,16+0,02 0,075+ 0,01
PEARLJECT 27CL 0,4 X 38 .MM 0,41+0,01 0,22+0,02 0,095+0,01
PEARLJECT 27CL 0,4 X 35 Mm 0,41+0,01 0,22+0,02 0,095+0,01
PEARLJECT 30GL 0,3 X 30 mm 0,31+0,01 0,16+0,02 0,075+ 0,01

Pa3wvep (OnawveTp, X

BHeLLHWiIA anameTp

BHyTpeHHWiA

TonwmHa

TpeboBaHMe K pe3bb0BOMY coean[ieHNIO KanH/H:
- MapkupoBka pe3bbbl - PHG 1/8”
- LWar pe3b6bl - 0.907 MM
- BHyTpeHHuIn gnameTtp - 4,8 Mm

MPOYHOCTb COEAMHEHNSA MEXAY KaHHel 1 TPYOKoi urnbl: Kputepuii: CoeanHeHne Mescay KaHionen un
TPYOKOI UMbl LO/MKHO BblaepxmBaTth yeunve 22,0 11 (ve paspbiBaTbca Npu JaHHOM YCUUK B TeYeHUn 1¢)

TpeboBaHVe K CONPOTUBIEHMIO U3rMBY - OTKNOHEHWe TPY60K npu ycunum 0,55 Krc:

MaxkcumasnbHoe
Mogen Pa3mep((,r:l.:?M, x [1) [ONyCTUMOE

OTK/OHEHME, MM
PEARLJECT 27GS 0,4 x 21 mm 0,65
PEARLJECT 27GL 0,4 x 30 mm 0,65
PEARLJECT 30GS 0,3 x 21 mm 0,45
PEARLJECT 30GL 0,3 x 25 mm 0,45
PEARLJECT 30GM 0,3 x 12 mm 0,45
PEARLJECT 30GC 0,3 x 16 mm 0,45
PEARLJECT 27GL 0,4 X 38 MH 0,65
PEARLJECT 27GL 0,4X35M4 0,65
PEARLJECT 30GL 0,3X30.Mv 0,45
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Ycunne npokona: Hopma —He 6onee 0,5 H, npy NpoKanbiBaHUM HATSHYTOW 3aMLLKM TOALLMHOA 0,4 MM.

W3penms BbiMycKatTCs B CTEPUIBHOM WUCMONHeHWW. MoABepraoTcs CTepuinsaLmm pagmauyioHHbIM METOLOM
no EN 1SO 11137, nornouieHHas fo3a (25,0 KI'p - 31kIp), wam OKWCbIO 3TueHa (rasoBbiM METOAOM) B
cootseTcTBuM ¢ EN 1SO 10993-7.

Cnoco6 npuMeHeHus;

1 BblbepuTe Tpebyemblii pasmep WUrfbl (4UameTp Y A7VMHA WUIbl) COrIACHO YCTaHOB/EHHbIM Npasuiam 1
VHCTPYKLWMAM 0 NPOBEAEHNIO NPOLeLypbl MECTHOW aHecTe3un B NPOgecCMOHaIbHOM CTOMATONOMMK.

2. Bo3bmuTe urny. Heo6xoaumo yoeamutbes B LLe/IOCTHOCTU U FepPMETUYHOCTY MHAVBUAYa/IbHOW YNaKoBKY,
MPOBEPUTL CPOK MOAHOCTY Ha MHAVBUAYa/IbHOW YNaKOoBKe.

3. [1n1a OTKPbITUA YNaKoBKW TpebyeTcs NoBepHYTb Masiblii Konnadok (Puc. 1). MHavBuayaibHas ynakoBka
UMbl COCTOUT U3 ABYX KONMAYKoB (60/LLLOr0 U Masioro).

Puc. 1

4.  YCcTaHOBUTe B LUMPWL, Kapry/y C aHECTETUKOM.

5. YcTaHOBWTe UMMy Ha LUMPWL, U 3aKPyTUTE Hampaso A0 ynopa (puc. 2). YCTaHOBUTe Iy Ha LIMpuL, u
3admkempyiTe ee (HEO6XOAMMO BBECTW WY B CrieLMa/ibHOe OTBEPCTME Ha LUNpuLe 1M NoBopaynBarh, Nnoka
nurna He OyAeT HafeXHO 3akpernneHa) - cM. Puc. 2. [eicTByiiTe OCTOPOXHO, 4TOObI He HapylwuTb
CTEPU/IbHOCTb OTKPbITOM YacTh UMbl (He NpUKacanTech K vei).

Puc. 2

BaxkHo: BTOPYHO YaCTb UINbl HE CNEAYET BCKPbIBATb A0 MOMEHTaA MCMNO/1Ib30BaHNA.

6. CHUMUTE BOJbLLOIA KOMNAYoK Ukl (puc. 3).

y-—%A

Puc. 3

7. Pacnonoxute LNpuL, BEPTUKaIbHO (UrNoi BBEPX), HKMUTE Ha MOPLUEHb AN YAaneHWs My3blpbKoB
BO3Ayxa (L0 MOABNEHMA CTPYH aHECTETMKA U3 LINpuua).
8. [lposefuTe npoLenypy aHecTesmu.

CNEAYET  CTPOrO  PYKOBOACTBOBATLCA  MPABUIAMY,  WHCTPYKLMAMW,
PEKOMEHOALUMAMU N MEPAMW  MPEJOCTOPOXHOCTW, YCTAHOBMEHHbIMW  A/16
JAHHOIO BWIA MPOLIEAYPbI!

9. Tlocne ucrnonb3oBaHWs Urfia [o/MKHA ObITb pasobpaHa B obpaTHOM nopsgke. [ns obecneveHums
6€30MacHOCTM MPY CHATAM UMbl CO LUNPULA CHAYaNa HafeHbTe Ha UMy 3alUTHBIA KONNa4oK (60MbLLONA).
10. YTunuanpyiite urny.

MMeyars:
[Coupannctuyeckas
Pecny6inka BbeTHam

PaitoH TaH BrHb
r. XoWwnmmnH
Otpgen octuumm]

Mepbl NpefoCTOPOXHOCTY:

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



- He ncnonb3oBatb UMbl C UCTEKLUMM CPOKOM FOAHOCTU.
- He ncnonb3oBatb Wy, ecnn ynakoBKa BCKPbITa WM MOBPEXAeHa
- Wrnbl npegHasHayveHbl 4ns 04HOPa30BOro NpuMeHeHns. He ncnonb3o0BaTb NOBTOPHO
- He crubaiite nrny Bo BpeMs NpoBefeHUs npouesypbl
He nonb3yinTecb UCKPUBIEHHBIMY UIIaMK, a TaKXKe Urnamuy, UMEoLLMU NOBPeXaeHNs!
- He nonb3yiitecb wrnamu, KoTopble Ke 06ecrneynBaroT MOMHOUEHHbI (6eCcnpensaTCTBEHHbIA) TOK
aHecTeTuKa (Hanpumep, ecnv Urna 3acopseTcs Npu NPOKa/IbIBaHUN Karicy/bl aHecTeTuka U T. 4)1
- Wcnonb3oBaThb TOMBKO CO WNpULAMA, UMEIOLLMMU pe3b0y, COOTBETCTBYIOLLYHO pe3bbe Urfbl. irna gomkHa
NErko HakpyuvBaTbCs Ha LUNpuL, obecneymsas HaLEXHYO Y MIOTHYHO (MKCaLmto.
- Monb3yiTecb TONbKO PeKOMEHA0BaHHbIMY TUMNamMM aHECTETVUKOB B CrieLyasibHbIX Kapry/ax.
- He npuknagbiBaiiTe K Urfe Ype3MepHbIX YCUnii!

XpaHeHwe:

- XpaHuTb npu Temneparype +5- +40 °C.

- XpaHuTb B CyXOM XOpPOLUO MPOBETPMBAEMOM MOMELLEHUM C OTHOCWUTENbHOW BNaXHOCTbIO 80% npu
Temnepatype +25°C.

- W3beraTb BO3LENCTBUA NPAMbIX COMTHEYHBIX NyYel.

- XpaHuTb B HELOCTYMHOM [/ [eTeil MecTe.

YTunnsauuns:

Vicnonb3oBaHHbIE U3AeNNs OTHOCATCA K OTXO4am Knacca b n ytunumsmpyrotca B cootBeTcTeum ¢ CaHlnH
2.1.7.2790-10 «CaHMTapHO - 3NnAeMUONorMyeckme TpeboBaHNs K 06palLeHnto ¢ MeAULMHCKUMI 0TX0AaMu
(yTB. MocTaHoBMEHMEM [1aBHOrO rocyapCTBEHHOrO caHUTapHOro Bpaya PP ot 9 fekabps 2010r. Ne>163)

Cpok rogHocTu:

4 roga ¢ patbl npoussofcTBa. CpOK FOAHOCTW yKasaH va rpynroBOA YMakoOBKE W WHAMBUAYaNbHON
CTEPUNBbHOM YNaKOBKe KaXKAO0N UIibl.

TpaHCNOpPTMPOBKA H 0GpaLLEHME:

Wrnbl ctomaTtonornyeckne «Dispodent» And MHbLEKUMIA, OAHOKPATHOrO MPUMEHEHUS, CTEPUSIbHbIE MOXHO
TPaHCNOPTMPOBaTb BCEMM BMAAMWU KPbITOrO TPaHCMopTa B COOTBETCTBMM C TpebOBaHMSMU W npaBuiaMu
MepeBO3KM TPy30B, AENCTBYHOWMMU ANS [aHHbIX BMAOB TpaHcrnopTa. Crocob Mepecbiiku: MOYTOR, Ha
rpy30BOM aBTOTPaHCMOPTe, aBMaTPaHCMOPTOM, B KOHTelHepax.
YCcnoBus TPaHCMOPTUPOBKK: - TEMMepaTypa OKpy»KatoLLei cpeapl oT +50 ao -50 °C,

- OTHOCUTE/bHAA BNaXXHOCTL 95% npu TemnepaType +25°C
WN36eratb ypapoB M 6epedb OT BO3LEMCTBMA aTMOCHEPHbIX OCaAKOB BO BpPEMS MOrpy3Ku/pasrpysku u
TPaHCNOPTUPOBKM.

TonbKo Ang NpUMEHeHNs B MPOtecCMOHaNbHOM cTomaTonorum!

PerucTpauymnoHHoe yaoctosepeHue: N P3H 2016/5121 ot 07.12.2016 ropga.
He vMeeT gaTbl UCTEUEHMS CPOKA AENCTBUS.

TpeboBaHMe K TEXHUYECKOMY OOCYXXMBAHUIO H PEMOHTY IMEAHLIMHCKOro H3Aenns:
M3pnenve MMeeT MOMHOCTbIO 3aKOHUYEHHYH) KOHCTPYKLMIO U We TpebyeT B MpOLEcCce 3KCnayaTauun Kakmx-

NGO BMeLLATeNIbCTB MO TEXHWYECKOMY OOCMY>KMBAHMIO W PEMOHTY, 3a WCK/OYEeHWeM YTUAM3aLumMn B
COOTBETCTBMM CO CTaHAApTaMM MeAULIMHCKOIO YUpeXxaeHus.

MpowssoaunTens: «Mepn OeiT Ko., /ITA.», BoeTHam, r. XowmmuH, TaH BuH NHaactpran Mapk, ynvua Ne 13,
Noe»3-15B.
TenehoH: (84) 8 3 815 2864~6, dakc: 84) 8 3 815 2863, In. nouta: pearldent@hcm.vnn.vn
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YNOMHOMOYeHHbIN NpeACcTaBUTE b MPOU3BOANTENSA MEAULMHCKOIO nsgenms B Poccun:
000 <<,£||I/ICI‘IOTPEI7I,£|,»

117342, r. Mocksa, yn. BeefeHckoro, gom Ne 1, cTpoeHuve 1, nomeLleHue 226

WHH 7728585728, KIIM 772801001 TenedoH: 8 (495) 589-13-30, 3n. nouta: dispodent@mail.ru
www.dispodent.ru

[MapanTnn npousBoagnTens

M3roToBMTENb FapaHTUPYeT KauecTBO WI/1 MpWU COBMIOAEHUM MPaBWa 3KCM/yaTauumn, XpaHeHUst U
TPaHCMOPTUPOBaHMSA.

OTKa3 OT OTBETCTBEHHOCTW:

Wrnbl ctomatonoruyeckue «Dispodent» A1 MHbEKUMIA, OAHOKPATHOTO MPUMEHEHUS, CTEPUIbHbIE, pasMepbl:
Tunopasmep 27GS (0,4 x 21) mwm; Trnopasmep 27GL (0,4 x 30) mm; tunopasmep 30 GS (0,3 x 21) mm;
Tmnopasmep 30 GL (0,3 x 25) mm; trnopasmep 30 GM (0,3 x 16) mm; Tunopasmep 30 GC (0,3 x 12) mm,
Twunopasmep 27GL (0,4 x 35) mm; Tunopasmep 30GL (0,3 x 30) mm, Tunopasmep 27GL (0,4 x 38) nwu
pa3paboTaHbl U NPOU3BEAEHbI TOMLKO /11 MPOJECCUOHAIbHOTO MUCMOIb30BaHUA B CTOMATO/IONMN Y [O/DKHbI
NPUMEHATLCA CTPOro B COOTBETCTBUM C HACTOALLEN MHCTPYKLWEN.

Mpon3BoaWTENb He HeCeT OTBETCTBEHHOCTb 3a WCMO/b30BaHWE W1 CTOMATO/MOrMYeckunx «Dispodent» ania
WHBLEKLMIA, OJHOKPATHOro MNpUME:leHNs, CTEPUNbHbIX, pasmepbl: Tunopasmep 27GS (0,4 X 21) wmwm;
Tunopasmep 27GL (0.4 x 30) mm; Tvnopasmep 30 GS (0,3 X 21) mm; Tunopasmep 30 GL (0,3 x 25) mwm;
Tunopasmep 30 GM (0,3 x 16) mm; Tunopasmep 30 GC (0,3 x 12) mm, Tunopasmep 27GL (0,4 x 35) mm;
Tunopasmep 30GL (0,3 x 30) mm, Tunopasmep 27GL (0,4x38) MM, He MO Ha3HAYEHWIO U/VNN B HAPYTEHME
VHCTPYKLWW.

Monb30BaTe/lb HECET MOJSIHYKD OTBETCTBEHHOCTb BO BCEX C/y4vasiX MCMOMb30BaHWS UI/T CTOMATO/IOMMUYECKNX
«Dispodent» AnA WHbLEKUWIA, OAHOKPATHOrO MPUMEHEHUS, CTepubprblx, pasmepbl: 27GS (0,4 X 21) mm;
Tmnopasmep 27GL (0.4 x 30) mm; Trnopasmep 30 GS (0,3 X 21) mm; tunopasmep 30 GL (0,3 x 25) mm;
Tunopasmep 30 GM (0,3 x 16) mm; Tunopasmep 30 GC (0,3 x 12) mm, Tunopasmep 27GL (0,4 x 35) mm;
Tunopasmep 30GL (0,3 x 30) mm, Tunopasmep 27GL (0,4x 38) MM, He Mo Ha3Ha4YeHUHO (4TO Noapa3yMeBaeT
No6oe HasHayeHWe, KpoMme CreuuanbHO YKa3aHHOrO B MHCTPYKUMKW) W (M) B HapylleHue N06oro
MOSIOXKEHMS| MHCTPYKLMN.

Jata: 30 axBapa 2019 r.
Mpeacrasutens «Mepn OeHT Ko., Jita.»,
"-H XaH [oHr Xu / Mpe3ngeHT

LLTamn
Mevaru: LLitamn:
[O6LuecTBO € OrpaHMYeHHO OTBETCTBEHHOCTLIO [Konng BepHa
«Mepn [eHT» Momep noaTBepXaeHMA noganHHocTn: 002717
Howmep npegnpusatua 0302097894 Howmep peectpa: 01/2019 SCT/BS
O6LLECTBO C OrpaHNYeHHOI OTBETCTBEHHOCTbLIO [ara: 03.04.2019
PaiioH TaH ®y r. XOLIHMHH] 3amecTuTenb HavanbHUka OTAena CTUUMK paiioHa Tau
BrHb
@am ®y [yHr]
Mevatu:

[CoumanucTnueckas Pecnybnnka BoeTHam
PaiioH Tan BuHb
r. XowwnmMuH
Otgen ocTnumn]
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MHHUCTEJ"CTBO NHOCTPAHHbIX AEJ1
COUNMATTMCTUNYHECKOW PECIYB/INK BBETHAM

KOHCY/TbCKOE YAOCTOBEPEHUVE
1. CrpaHa: BbeTHam

HacTosawmin ouumnanbHbIA 4OKYMEHT

2. 6b11 noanucaH ®dam Py [lyHr
3. B KayecrBe Mavanbiwka nogpasgeneHns
4. CKpenneHo neyarbto / LUTaMrom MogpasgeneHuns KOcTuummn panoHa TaH BHMb
r. XowmnmmHa
Y [0CTOBEPEHO
58 r. XoWwWnmuH 6. para: 04.04.2019

7. OTAenoM MeXAyHapoAHbIX OTHOLLCHHH . XOLUMMUWH

8. 3aNe0066666/SNV
Moanuch H HeyaTb/WTaMH
3amecTuTenb MavasibMHKa KOHCY/IbCKOro OThena
/nopnuncek/
®aH [bey JIHHb

[Mevatsb:

[MuHMCTEPCTBO MHOCTPaHHbLIX Aen
CoumanucTtiyeckoii Pecny6nmkn BoeT]wm, r. XowmnmimH]
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TEKCTa BbINO/IHEH NepeBofYMKOM MbyeHko CepreeM BB>anpesnuem.

opo/ Mocksa Poccuinckaa degepauns

OfVHHaALAaTOro HoA6pA ABe ThiCAYM feBATHaALATOro roga
'=">>'«1bC, TY,0 NOAT TUCCLU

noonucy repesogynka, nbyeHko Ceprest EBreHbesnya.

Mognuck chenaHa B MOeM MPUCY TCTBUN.

JInyHOCTb NoAnucaBLLEero JOKyMeHT ycTavoenena.

3aperncTpuposaHo BpeecTpe: Jb 77/2138-H/77-2019- 5.0

B3bICKaHO rocyfapcTBeHHOM nowmnTbl (Mo Tapudy): 100py6. 00 Kon.
YnnayeHo 3a oKasaHuie yCyr NpaBoBoro M TeXHUYECKoro xapaknléT: 2°00py6. 00 Kon.

B. K. Kopcuk

Bcero npoLUHypoBaHo, NpPoHymepoBaHO
1 ckpennieHo ney™Ak_/XnncT (a)(oB)

HoTapwuyc
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Poccwiickast degepaumsi
"opog Mocksa
OAVHHAALATO HOA6PSA [Be ThiCAYN AeBATHAALATOro

A, Kopcuk Bnagumup KOHCTaHTWHOBMY, HoTapuyc ro| |da ‘'MOCKBbI.
CBUAETENbCTBYIO BEPHOCTb KOMUW C NPeACTaBNeHHOro w r [lok; :eHXxa.,
3apeructpupoBaHo B peectpe: Ne 77/2138-H/77-2019-

B3blCKaHO rocyapCcTBeHHOW nownuHbl (no Tapudy): 160
YnnayeHo 3a OKasaHue ycayr NpaBOBOr0 M TEXHUYECKOr0 Xapakn

py6. 00 kon.
Bcero npouu BaHO, NPOHYMEPOBaHO
N CKpeneH atbto__16 _ nuct(a)(o.)

HoTtapwu
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