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«YTBEPKJIAIO»/ «<APPROVE»
HHupexmop/ Director
(OondicHocmu/position)

JIom Am Xunz/Lam Yat Hing
(umsa/name)

(noonucw/signature)

HUHCTPYKIUA 1O IPUMEHEHUIO
MeauuuHCKOro u31eaus

HAUMEHOBAHUE MEJIHIIMHCKOI'O HU3JIEJINS n ETO
ITPOU3BO/IUTEJIL

Duramedical Sdn Bhd sBnsercs nponsBoauTeneM MeIHIIMHCKOTO M3/1enus Koddepaam,
HalMeHOBaHHE:
Koddepnam Eurotype

Bapuantel ucrionsenus:

1. Koddepaam Eurotype narexcusiit 5" x 5" 127 mm x 127 mm, Tonmuna 0,14 MM, nBeT
CHHHMH, Oe3 BKyca — 52 mT./ynakoBka — (KopoOka).

2. Koddepnam Eurotype sarexcusiit 5" x 5" 127 MM x 127 MM, Tosnmna 0,14 MM, 11BeT
CHHMH, BKYC MATHBIH — 52 mT./ymakoBKa — (KOpoOKa).

3. Kodpdepnam Eurotype snarekcubiit 5" x 5" 127 mm x 127 mm, Tosnmuna 0,14 MM, 1iBet
roiy6o#t, 6e3 Bkyca — 52 mT./ynakoBka — (kopoOxa).

4. Kopdepnam Eurotype marexcuspiit 5" x 5" 127 MM X 127 MM, Tonmmaa 0,14 MM, 11BET
roJiy0o#, BKyC MATHBIN — 52 mIT./yrakoBka — (KopoOka).

5. Koddepaam Eurotype marexcHsii 5" x 5" 127 mm x 127 mm, Tommmna 0,14 MM, et
3eJ/IeHbIH, 0e3 Bkyca — 52 mT./ynakoBka — (KkopoOka).

6. Kopdepnam Eurotype marexcusrit 5" x 5" 127 mm x 127 mm, Tonmmmna 0,14 MM, iBet
3eJIeHBIH, BKYC MATHBIH — 52 mT./ynakoBka — (KopoOka).

7. Kodpdepnam Eurotype snarexcubiit 5" x 5" 127 mm x 127 mm, Tonmusa 0,14 MM, 11BeT
yepHbId, Oe3 BKyca — 52 mT./ynakoBka — (KopoOka).

8. Koddepnam Eurotype narexcubiii 5" x 5" 127 mm x 127 MM, Tommmuna 0,14 MM, nisert
YepHBIH, BKYC MATHBIA — 52 mIT./ynakoBKa — (KopoOKa).

9. Koddepnam Eurotype narexcusiit 5" x 5" 127 mm x 127 mm, tonmuna 0,18 MM, 1Ber
cuHHii, 6e3 BKyca — 52 mT./ynakoBka — (KopoOka).

10. Kodpdpepaam Eurotype marexcupiid 5" X 5" 127 mm x 127 MM, Tommuna 0,18 MM, mBeT
CHHHH, BKYC MIATHBIN — 52 mIT./yIIakoBKa — (KopoOka).

11. Koddepaam Eurotype marexcuprit 5" x 5" 127 MM X 127 mm, Toamuna 0,18 MM, 1iBeT
rosryooit, 6e3 Bkyca — 52 mt./ynakoBka — (KopoOka).

12. Kodpepnam Eurotype marexcHsrid 5" x 5" 127 mm x 127 MM, Tommuna 0,18 MM, miBeT
royry0oi, BKyc MATHBIN — 52 mT./yrakoBka — (KopoOka).

13. Koddepram Eurotype snarekcubiii 5" x 5" 127 mm x 127 mm, Tommuna 0,18 MM, 1iBeT
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3el/IeHbli, 0e3 BKyca — 52 mT./yrakoBka — (KopoOka).

14. Koddepram Eurotype snarexkcusiit 5" x 5" 127 mm x 127 mm, Toimuna 0,18 MM, 11Bet
3eJIeHBIH, BKYC MATHBIHM — 52 IIT./yIIakoBKa — (KopoOKa).

15. Koddepraam Eurotype satekcubiit 5" x 5" 127 mm x 127 mm, Toimmuna 0,18 MM, 1iBet
gepHHIH, 0e3 BKyca — 52 mT./yrnakoBka — (KopoOka).

16. Kodgdepnam Eurotype sarekcuniid 5" x 5" 127 mm x 127 mm, Tommusa 0,18 MM, 1iBet
YepHBIH, BKYC MATHBIH — 52 mIT./ynakoBKa — (KopoOka).

17. Kodpdepnam Eurotype nmarexcupiid 5" x 5" 127 mm x 127 MM, Tommusa 0,22 MM, IIBET
CHUHMI1, O6e3 BKyca — 52 mT./ynakoBka — (KopoOka).

18. Ko dpepaam Eurotype marexcusid 5" x 5" 127 mm x 127 MM, Tommuna 0,22 MM, IIBeT
CHHHH, BKYC MIATHBIN — 52 1IT./yIIakoBka — (KopoOka).

19. Kodpdepaam Eurotype nmarexcusii 5" x 5" 127 mm x 127 MM, Tommuna 0,22 MM, IIBET
roayboi, 6e3 BKkyca — 52 mr./ynmakoBka — (kopoOka).

20. Koddepaam Eurotype marekcHbrit 5" x 5" 127 mm x 127 mm, Tommuna 0,22 MM, 11BeT
roiayOoi, BKyc MATHBIH — 52 mT./yIakoBKa — (KopoOKa).

21. Kopdepnam Eurotype narekcubiit 5" x 5" 127 mm X 127 MM, tormuna 0,22 MM, BET
3e/eHbIH, 6e3 Bkyca — 52 mT./ynakoBka — (KopoOxa).

22. Koddepnam Eurotype natexcupid 5" x 5" 127 MM X 127 MM, Tonmuna 0,22 MM, [IBET
3eJIeHBIH, BKYC MATHBIHM — 52 mIT./yIIakoBKa — (KOpoOKa).

23. Koddepnam Eurotype nmatexcupid 5" x 5" 127 MM X 127 MM, Tommusa 0,22 MM, I1BET
YepHbIi, 0e3 BKyca — 52 mt./ynakoBka — (KopoOka).

24. Kopdepnam Eurotype marexcubiid 5" x 5" 127 mm x 127 MM, Tommuna 0,22 MM, 11BeT
YepHBIH, BKYC MATHBIA — 52 mIT./ymakoBka — (KopoOKa).

25. Koddepaam Eurotype marekcHsli 6" x 6" 152 MM x 152 mm, Toimuna 0,14 MM, 11BeT
CHHHMI1, Oe3 BKyca — 36 mT./ynakoBka — (KopoOka).

26. Koddepanam Eurotype narekcHbiit 6" x 6" 152 mm X 152 MM, Tormmuna 0,14 MM, nBet
CHHMH, BKYC MATHBIH — 36 mIT./ymakoBKa — (KOpoOKa).

27. Kopdepnam Eurotype narekcHbiit 6" x 6" 152 mm X 152 MM, tommuna 0,14 MM, nBet
rosryoo#, 6e3 Bkyca — 36 mT./ynakoBka — (KopoOxa).

28. Koddepnam Eurotype maTexcupid 6" x 6" 152 MM X 152 MM, Tommuna 0,14 MM, 1iBeT
royry0o#, BKyC MATHBIN — 36 mIT./yIiakoBka — (KOpoOka).

29. Koddepnam Eurotype narekcHsiid 6" x 6" 152 MM x 152 MM, Tonmuna 0,14 MM, nBeT
3eJ/IeHbli, 0e3 Bkyca — 36 mT./yrakoBka — (KkopoOka).

30. Kopdepnam Eurotype natexcubiii 6" x 6" 152 MM x 152 MM, Tonmuna 0,14 MM, 11BeT
3eJIeHbIH, BKYC MATHBIA — 36 mT./ynakoBka — (KopoOka).

31. Koddepnam Eurotype natexcusniit 6" x 6" 152 MM x 152 mmM, Tormmuna 0,14 MM, nBet
yepHbIid, Oe3 BKyca — 36 mT./yrakoBka — (KopoOka).

32. Kodpdepnam Eurotype satekcHbiid 6" x 6" 152 mm x 152 mm, Tommuna 0,14 MM, 1iBet
YepHBIH, BKyC MATHBIA — 36 mIT./ynmakoBKa — (kopoOKa).

33. Kodpdepnam Eurotype satekcusiid 6" x 6" 152 mm x 152 mm, Toimmuna 0,18 MM, 1iBet
CUHHI1, 6e3 BKyca — 36 mIT./ynakoBka — (KopoOka).

34. Kodpdepnam Eurotype nmaTexcupid 6" X 6" 152 MM X 152 MM, Tommusa 0,18 MM, 1iBeT
CHUHMI, BKYC MATHBIN — 36 mT./yriakoBka — (KkopoOka).

35. Kopdepnam Eurotype nmatexcHsiii 6" x 6" 152 MM x 152 MM, Tommuna 0,18 MM, 11BeT
rosiyooit, 6e3 Bkyca — 36 mrt./ynakoBka — (KopoOka).

36. Kopdepnam Eurotype matexcHpiii 6" x 6" 152 MM x 152 MM, Tonmuna 0,18 MM, 11BeT
roJiyooH, BKyc MATHBIH — 36 IIT./yIIakoBKa — (KopoOka).

37. Kodpdepnam Eurotype snatekcusiii 6" x 6" 152 mm x 152 mm, Tommuna 0,18 MM, 11BeT
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3el/IeHbli, 0e3 BKyca — 36 mT./yriakoBka — (KopoOka).

38. Koddepnam Eurotype narexkcusiii 6" x 6" 152 mm x 152 mm, Toimmuna 0,18 MM, 11BeT
3eJIeHBIH, BKYC MATHBIHM — 36 IIT./yIIakoBKa — (KopoOKa).

39. Koddepnam Eurotype satekcusbiii 6" x 6" 152 mm x 152 mm, Tommuna 0,18 MM, 1iBet
gepHBIH, 0e3 BKyca — 36 mT./yrakoBka — (KopoOka).

40. Kopdepnam Eurotype narekcubiid 6" x 6" 152 mm X 152 MM, Tormmuna 0,18 MM, nBet
YepHBIH, BKyC MATHBIH — 36 mIT./ynakoBka — (KopoOka).

41. Koddepnam Eurotype narekcHblit 6" x 6" 152 MM X 152 mm, Toammuna 0,22 MM, 1[BET
CHUHMI1, 6e3 BKyca — 36 mT./ynakoBka — (KopoOka).

42. Koddepaam Eurotype marekcHbli 6" X 6" 152 MM X 152 My, Tommuna 0,22 MM, 11BeT
CHHHH, BKYC MITHBIN — 36 1IT./yI1akoBka — (KkopoOka).

43. Koddepaam Eurotype marekcHslit 6" x 6" 152 MM x 152 My, Tommuna 0,22 MM, 11BeT
roayboi, 6e3 BKkyca — 36 mT./ynmakoBka — (KopoOka).

44. Koddepaam Eurotype marekcHbli 6" x 6" 152 MM x 152 My, Tommuna 0,22 MM, 11BeT
roJiyooH, BKyc MATHBIM — 36 ImIT./yIlakoBKa — (KOpoOka).

45. Koddepanam Eurotype narekcHbiid 6" x 6" 152 mm X 152 MM, Tormuna 0,22 MM, 1BET
3e/eHbIH, 6e3 Bkyca — 36 mT./ynakoBka — (KopoOka).

46. Kodpdepnam Eurotype marekcHblit 6" X 6" 152 MM X 152 mm, Toammaa 0,22 MM, 1[BET
3eJIeHBIH, BKYC MATHBIH — 36 mIT./yIIakoBKa — (KOpoOKa).

47. Koddepnam Eurotype marekcHblit 6" X 6" 152 MM X 152 My, Tommuna 0,22 MM, 11BET
YepHblii, 6e3 BKyca — 36 mT./yrnakoBka — (KopoOka).

48. Koddepaam Eurotype matekcHbli 6" x 6" 152 MM X 152 My, Tommuna 0,22 MM, 11BET
YepHBIH, BKYC MATHBIA — 36 mIT./ymakoBka — (KopoOKa).

49. Koddepaam Eurotype 6e3 narexcHbli 6" x 6" 152 mm x 152 MM, TonmuHa 0,22 MM,
[BeT NyPIYPHBIHA, BKYC BaHWIb — 36 INT./yIIakoBKa — (KOpoOKa).

50. Koddepnam Eurotype 6e3 narexcHbiit 6" x 6" 152 mm x 152 MM, Tonmuna 0,22 MM,
IBET MypIYypPHBIH, BKyC MATHBIA — 36 mMT./ynakoBKa — (KOpoOKa).

DKCIUlyaTallMOHHAs JIOKYMEHTaIs

1. UaCTpYKIIMS 110 TPUMEHEHUIO — 1 mIT.

HABHAYEHUE ME/IJMITUHCKOI' O U3JIEJINS

Hcnons3yeTcs Kak 3allMTa BO BpeMs SHIOJOHTHYECKHX IHporeayp. Mcmois3oBanne
ko depama — u30aUpyeT 001aCTh JICUCHHUS W rapaHTHPYeT HambGoliee BO3MOKHBIH KOHTPOJIb
BI@KHOCTU. MsIrKasi TKaHb ¥ 3y0 3aIMIIEeH ¥ OTCYTCTBYET PUCK TOTO, YTO IAIIMeHT BJOXHET WU
NPOTTIOTAT MHCTPYMEHTHL. Y MeHbINIeH pUCK mHepekpecTHON mHpeknuu. Takum obpasom, paboTa
¢ kopdepramom GezonacHa u Hanbosee 3¢ (heKTUBHA.

HHOKA3AHMS K IPUMEHEHHWIO, OBJIACTh HPUMEHEHMWS

Koddepnambr mnpeacrapiusitor coboif HpSIMOYTolibHBIE W3JIeIUs M3 JlaTeKca WU
Oe3maTeKcHOrO MarepHania (IOJIHH30IMPEHa), UCIIOIB3YIOTCA JUI1 M30JIMHA KOHKPETHHIX 3YOOB
BO BpeMs CTOMAaTOJIOTHUecKHX mpoieayp. U3nenue obecnieunBaet u3oimpoBanue 3yda, o0paszys
CyXylw pabodyro o0macth, cBOOOJHYI OT CiIIOHO3arps3HeHmsa. Kak 3ammra Bo Bpemd
SH/I0JIOHTHUECKHX MPOLIEAYP.

O6aacTh IPpAMEHeHnst — CTOMaTOJIOTHS.

IIpono/kaTebHOCTHL KOHTAKTA: [Ipenna3Hadensl /Ui HENPEPHIBHOTO MUCIIOIB30BAHUA
B TeueHHe He MeHee 60 MUHYT U He Oojiee 24 Jacos.
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OIIMCAHHE ITPOJIYKTA

Koddepram H3roToBieH M3 JaTekca HATypaJIbHOIO Kaydyka WM 0e3 JIaTeKCHOIO
MaTepuana (IOJIMU30IpeHa) MPAMOYTOJIbHOW (OPMBI Pa3HOM TOIIIMHBL, KOTOPBIH COIEPKHT
AHTHOKCHJIAHTHI M JIDYTHE HMHIPEIHEHTHI, OOBIYHO HCIOJb3yeMble B IPOMBINUIEHHOCTH. OH
IIpe/IHa3HauY€eH TOJIBKO /I OJJHOPA30BOI'0 HCIIOIb30BaHM H U3IOTOBJIEH H3 CMECH HaTYPaJlbHOI'O
KayqyKa HIH cMecH 0e3 JIJaTeKCHOTO MaTepHalia.

Koddepaam nqarexcubiid

Koddepnam H3roroBieH U3 BRICOKOKaYeCTBEHHOTO YHCTOTO HATYPAIbHOTO KayqyKOBOTO
JaTeKca, KOTOPhIA COAEPKUT aHTHOKCHIAHTEI U IPYI'HE HHI'PEIMEHTHI, 0OBIMHO UCIIONIb3yeMbIE B
NIPOMBIILIEHHOCTH, IPOYHOIO M YCTOMYMBOTO K Pa3peIBYy, IPEJACTAaBJICH, B IpeIBapHTEIBHO
BBIPE3aHHBIX, JIBYX pa3Mepax, TOJIIMHHBI JOCTYIIHBI B COOTBETCTBHH C WHIHBH/yaTbHBIMH
NoTpeOGHOCTAMH, BBIITYCKAETCs B Pa3/IMYHBIX [[BETAX.

Koddepaam de3 naTekcHbIii

Jauueii BuA KoddepraMa M3 NOIMU30IPEHA M3TOTABIMBACTCS M3 IOJHH30IIPEHOBOTO
JaTeKca, KOTOPhIA COAEPKUT aHTHOKCHIAHTEI M IPYTHe HHIPeINeHThI, 0OBIYHO UCIONIb3yeMble B
IPOMBINUIEHHOCTH. OH IIpe/IHa3Ha4YeH TOJBKO UL OJHOPA30BOI'0 MCIIOIL30BAHUSA M H3TOTOBIIEH
13 [OJIMUA30IIPEHOBOTO JIaTeKCa.

[Tonuu3onpeHOBRINA koddepram H3TOTOBJIEH u3 BBICOKOKAYECTBEHHOT O
[IOJIMH3O0IIPEHOBOr0 Kay4uykKa, IIPOYHOI0 M YCTOHUMBOIO K pa3pblBy HIIH IIpe/IHa3HaY€Ha TOJIBKO
JUls  OJAHOPa30BOTO Hcmoinb3oBanHus. llonumsonpeHoBelil koddepnaMm HMeeT cleayromue
pa3Mephl U CTHIIM YIIaKOBKH

ITPOTUBOIIOKA3AHUA

AJUTeprusi Ha MaTepuall, U3 KOTOporo U3roronieH kodgdepaam;
3&prﬂHeHHO€ HOCOBOC JBIXaHHC, 3aboJ1eBaHuSA BCPXHHX JIBIXATCIIBHBIX ny’reﬁ;
[TcHX09MOIIMOHATIBHOE COCTOSHUE YeIOBEKa.

IIOBOYHOE JIEUCTBHUE
Her
IMOTEHITHAJTHHBIE ITOJTHL30BATEIHA

KBammpunupoBaHHelii  MEJMIIMHCKMH  [EepCcOHa] B YCJIOBHSIX  OpraHu3aiuu
3/ipaBooXpaneHus. CToMarosor.

CIIOCOB IIPUMEHEHMUS

ITomectuTe KOdpepaaM Ha POBHYIO TIOBEPXHOCTE.

Onpenemure HYXKHbIH 3y0. BriOepere npaBWiIbHBIM pa3zMep KaHaja 3yOHOTo Jucka y
nepgopartopa U npobeliTe OTBepCTHE IPHMEPHO 2 MM JIHaMeTPOM Ha MPOKJIaKe

Hcnonp3yiiTe KIemM IS yAepKaHWsA/YBeIWYeHHsA KiIaMMepa MW pa3MecTHTe
META/UIHUYECKHUH 3aKUM Ha HpOGHTOM OTBEPCTHH

[ToMecTHTE MPOKIAAKY € 3aKMMOM Ha HEOOX0IUMOM 3y0e.

ITomecture pamky kKoddepiama cHapykKH pra, 4ToObl yAepiKaTh MU3JIMINKA MaTepHalia
ko Pepaama.
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BenomoratenbHble  MeJMIMHCKHE HM3IeNust JUidl  NOpuMeHeHus koddepmam 1o

Ha3HAQUYCHHIKO, HAIIpUMEP KIICHIH, 3aKHMEBI, JOJKHBI OLITh 3apCTUCTPHPOBAHEI B YCTAaHOBJICHHOM

HOpsIKeE.

x e

[IpaBuneHEII
YeTHIPEX yTOJIBHUK
Pa3zmep (MM)

Tonmmna (MMm)
Cnenudukanms

127 mm x 127 Mm

(5 mo¥MOB X 5 1I0HMOB)
152 MM x 152 mm

(6 1r0IMOB X 6 TIOHMOB)

0,14 MM (TOHKHIT)
0,18 MM (cpeanuit)
0,22 MM (TSDKEITBIH)

Pucynoxk — Koddepaam, cxemaTuueckuii ueprex

CIHHEIIH®UKAIIUA ITPO/IYKTA

Xapakrepucruku kodpdepaama

HanMeHOBAHHe Koddepaam Eurotype narexcublii Koddepaam Euroutype 0e3
JaTeKCHbIH
T Koddepram u3 narekca, 6e3 myapsl, | Kodpdepaam u3 momumsonpena, Ges

I'JIaJIKHH, HECTEPHIIbHBIN

IIYJIPBL, TJIaIKHH, HECTEPHIIbHBIA

OcHoBHo# Matepran | 100% mHarypampubli KaydykoBbIH | 100% cHHTETHUECKHH MOTHHU30IPEH
JIaTeKe

IIBet Cunuid, I'omy6oii, 3enensiit, Yepneiii | [lypoypHsiit

Bkyc be3 Bkyca, MaTHbI#H Banwuns, Msara

@uzugeckue pasmepsl | [IpaBuibHbIH | Pazmep (Mm) IIpaBunsHBIH | Pasmep (Mm)
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3 SOOI Koddepaam Eurotype maTekcHblii Koddepaam Euroutype oe3
JIATeKCHbI
JeThIpeXyroiabHuk | Tommmua (MM) | derhipexyronbuuk | Tommunaa (MM)
OrtkioHeHHEe OrKiioHEHHE
(M) (vv)

127 Mmx 127 mm | 0,14 +0,02 152 Mmx 152 MM | 0,22+0,02
(5 mrofiMoB X 5 | (TOHKHH) (6 moimoB X 6 | (TSKEIBIH)
JIOMMOB) 0,18+0,02 JIOHMOB)
152 MM x 152 MM | (cpenunii)
(6 moimoB x 6 | 0,22+0,02
JTFOIMOB) (TSKEBIH)

Jluzaiin u pyHKIHHA BricokokauecTBeHHBIH JaTeke M3 | BrlcokokauecTBeHHBIN
YMCTOIO HATYpPaJbHOIO KaydyKa, | HOJIHH30IPEHOBBIH ko depaam,
IIPOYHBIA H YCTOHUMBBIA K pa3phIBY, | IPOYHEIN M YCTOMYMBEIN K pa3phiBaMm,
JIBa  pasMepa  IIpeIBapUTEIbHO | MpPEAHA3HauUeH JUIS  OJHOPa30BOTO
Hape3aHHBIX  IUIACTHH, TOJIIHHA | HCIIOIb30BaHHMS.
JIOCTYIIHA B COOTBETCTBHH ¢ BaIlIUMHU
HH/IHBU/1ya/IbHBIMH HOTPEOHOCTSIMH,
JIOCTYIIEH B Ppa3IMYHBIX IIBETaX,
TOJIBKO Ui OJTHOPa30BOTO
HCIIO/Ib30BaHHA.

VYeaoBusa XpaHeHUS Jlatexcupiii xoddepaam coxpanser | [TommmzonpeHoBbIH kodepmam
CBOM CBOHCTBa IpPH XpaHCHHH B | COXpaHSET CBOM CBOMcTBa  IIpH
IOPOXJIAJHOM M  CYXOM  MeECTE. | XpaHEHHH B IPOXJIAJHOM H CYXOM
H3zberaiite  npsIMBIX ~ COIHEYHBIX | MeECTE. Hzberaiite IPSIMBIX

nyded npu Temmneparype ot -5 °C o
+40 °C

COJIHEYHBIX JIyY€H IIpH TeMmIieparype
ot -5 °C no +40 °C

Cpoxk rogHOCTH

JlarexcHpil Ko depam UMEET cpok
TOIHOCTH 3 ToAa C  JaThl
H3TOTOBIICHHS IIPH YKA3aHHBIX BBIIIE
YCIIOBHSIX XPAHECHHS.

ITonuusonpeHoBBIH ko depnam
HMEET CPOK TOJHOCTH 3 TOJa C JaThl
H3TOTOBIICHUS IIPH YKA3aHHBIX BBIIIC
YCIIOBHSX XPaHCHHS.

Tun ynakoBku 5" x 5" (127 x | 52 mr./kopobka, | 6" x 6" (152 x | 36 mT./KOpOOKa,
127) mm 40 152) MM 40 xopoGOK/AIHK
KOPOOOK/SIIHK
6" x 6" (152 x| 36 mrT./KopobKa,
152) mm 40
KOPOOOK/ SIMHK
O6macTh IpUMeHeHHs | DHIOOHTHYIECKOE JIEUSHHE, DH/I0JJOHTHIECKOE JICUCHHE,
CTOMAaTOJIOTHs CTOMATOJIOTHS

JlommycTUMEBIe OTKIOHEHUS TapaMeTPOB Ul pa3MepoB, I'/ie He yKazaHo B Tabmune +10 %.

IIPEAYIPEX/IEHUA

BHUMAHHME! W3 enne npeHa3zHadyeHo TOIBKO U OJJHOKPATHOTO IPUMeHeHns !

BHUMAHUE

! TIloBropHOE HCHOIL30BaHHE

MEePEKPECTHRIX UH(EKITUHN.
BHUMAHME! Menunuuckui mepconal o6g3an padboTaTh B mepyarkax.
Ilpenocrepexxenuss — J[aHHBIA ITPOJYKT COAEPIKUT HATYPAILHBIA PE3UHOBBIM JIaTEKC,

YTO MOMKET BBI3BaTh aJUICPIHYCCKHE pPEaKIIHH (HPEHOCTOPO}KHOCTB I[IpHMCHHMa TOJIBKO JIJIA

JaTeKCHBIX KoddepaaMoB).
He HCHOH]}?}'ﬁTB H3CIIHA, €CJIH YIIaKOBKa ObLI1a BCKPBITa UIIH ITOBPEKACHA.

MOJKET TIOBIEYb

BO3HHKHOBEHHE
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H3jenue He CTEPHIBHO U He TpeOyeT CTepHIIn3alliu.

TEXHUYECKOE OBCIYKUBAHHE H PEMOHT

He MpeAYCMOTPEHO, H3JICIIHE OJHOKPATHOT O IIPUMCHCHHA.

YCJIOBHUA IPUMEHEHUMS, TPAHCIIOPTHPOBKH U XPAHEHUA

ﬂaHHOG MCIHIIHHCKOC M3ACIIHME MOXKHO TPaHCIIOPTHPOBATh BCECMH BHIAMH TpaHCIIOPpTa B
KpPBITBIX TPAHCIOPTHBIX CpeACTBaX B COOTBETCTBMH C TIPaBHJIAMH IIEPEBO3KH TPY30B,
JIEUCTBYIOIMX Ha TPAHCIIOPTE KaX/I0T'0 BUJIA.

ﬂaHHOE MEJHITHHCKOE H3JCJIHC IIpH IIPHMEHCHHH, TPaHCIHOPTHPOBAHHH H XPaHCHHH
YCTOHYMBO K BO3JIeHCTBHIO TemuepaTyp oT -5 °C go +40 °C.

HHPOPMAIIHNH O IIEPEPABOTKE WX YTUIM3AIIUHA

Hcnonp30BaHHbIE HM3JEIHS OTHOCHTCS K OTX0JaM Kilacca b M yrwmmsupyercss B
coorBercTBHH ¢ CanlluH 2.1.3684.

W3nenust, ¢ UCTEKIIUM CPOKOM I'OJHOCTH MM YTPATHUBIIME TOBAPHBIA BHJ OTHOCATCA K
orxojmaMm kiacca A B coorBerctBHM ¢ CanlluH 2.1.3684., mojexar yTHIM3allM BMeECTE C
OBITOBBIMH OTXOJIaMH.

[IpuMeHUMBIE CHUMBOJIBI:

CuMBoOJI

Onucanne

HsroroBuTe/b
VKazsIBaeT H3TOTOBHTE MEIHITHHCKOTO H3IETHs

Jata nponsBoAcTBa
Jlara, Korja GBLT MPOH3BEAEHO H3JETHE

HcnoassosaTtb 10
YKasbIBaeT JaTy, [10cjIe HeTeueHHA KOTOPOH H3/e/He He JO/DKHO PHMEHSThCS HIIH HCIIONb30BaThCA

Kon maprau ToBapa

3anper Ha NOBTOPHOe IPHMeHeHHe
MCJII'U-IHHCKOE H3JIele MpeHasHauYeHO 14 eTHHHYHOIO HCIIONB30BaHHA HIIH I HCIIOIB30BAHHA Ha
OJIHOM TIaIHeHTe B TeueHHe OHOil MpoleypEl

IIpenen TeMmepaTypbl
VKa3plBaeT TPaHHIEI TeMIIEPaTypHOTO JAHANA30HA, B TpefleNlaX KOTOPOro MeTHIHHCKOE H3JeTHe
MOKET OBITE NPHMeHeHOo 0e3 ymepoa ero 6e30MacHOCTH

He Hcnoab30BaTh NPH NOBPeAICHAN YIAKOBKH
VKasbIBaeT, 4To B CJIydae MOBPEKIeHHA HIH BCKPBITHA YIaKOBKH MeIHIMHCKOE H3Je/He NPHMEHATh
HEIb34

bepedr oT Blarn

He JOIIYCKaTh BO3/IefICTBHA COTHETHOTO CBETa

OGpaTHTeCh K HHCTPYKIHH 10 TPHMEHEHHIO

CojlepiKHT HATYPAJIbHBIIL TaTeKe (U1 H3JelHA U3 JlaTeKca)
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r )
j OctopokHo! (JUIS H3AETHS H3 JIaTeKca)
L = |
! HectepunsHoe H3enne
( E EBpomneficknii 3HaK COOTBETCTBHA CTaHAApTaM H HIeHTH(OHKAIHOHHEII HOMep YIOTHOMOYEHHOTO
opraHa cepruduKanuy. H3enne cooTBeTCTBYET OCHOBHEIM TPeGOBAHHAM J[HPEKTHBEI O MEIHIIHHCKOM
obopynosanuu (93/42/EEC)
@ He coniepykuT JiateKc (U1 31T He COJlepIKallero JareKc)

ITPOU3BOJIUTE/Ib (M3I'OTOBHUTEJIb) MEJUIIUHCKOI'O HU3JEJIHA H
MECTO ITPOU3BO/ICTBA

DURAMEDICAL SDN. BHD
Lot 4962, Jalan Teratai, Batu 6 Off Jalan Meru, 41050 Klang Selangor Darul Ehsan,
Malaysia

YIIOJTHOMOYEHHBIN ITPEJICTABATEJIL ITPOU3BO/IUTEJIS B P®

OO0mecTBO ¢ OrpaHMYeHHOM oTBeTcTBeHHOCTBHIO «EBporaiin Pyc» (OO0 «EBporaiin
Pyce»)

Anpec: 119334, r. MockBa, BH.Tep.I. MYHHUIMIIAIbHBIA OKPYr JlOHCKOHM, mpoesjx S-H
Jlonckoit, 1. 17, noment.3/4, Ten.: + 7(495) 478-82-13, E-Mail: ceo@eurotype.biz.

TI'APAHTHH ITPOU3BOJHUTEJIA (M3I'OTOBHUTE.JIA)

IIpon3sBojuTells (M3rOTOBHTENB) TAPAHTHPYET COOTBETCTBHE MPOJAYKIUH TpeGOBaHUAM
TEXHHYEeCKOH JOKYMEHTAallMH TpH CcOOMIOJIeHUH YCIOBHH TpPaHCHOPTHPOBAHHSA, XpaHEHHA H
YCIIOBHI SKCILTyaTalliH, YCTAHOBICHHBIX TEXHUIECKOH JOKYMEHTAIIUEH .

CpoK roJiHOCTH METHIIMHCKOTO M3/1e/IUs COCTABIET 3 JIeT ¢ JaThl IIPOM3BOJICTRA.

He vicrions30BaTh M3/1€IHs IO UCTEUSHHH CPOKA TOTHOCTH.

PEKJIAMAIIASA

B cinyuae BeigBieHuss Opaka pa3pabOTYMK ¥ [POU3BOJUTENL (U3TOTOBUTEID)
rapa"HTupyer kauectsa m3jenus. llpu o6Hapyxkenuu Gpaka oOpamaiiTeck K YIOIHOMOUEHHOMY
npencrasuremo B Poccuiickoit Menepanuu.

Y1I0THOMOYEHHBIN Tpe/ICTaBUTEIb pa3paboTuuka W Npou3BoauTelsi B Poccuiickoi
@enepanmun — OOmECTBO ¢ OrpaHHYEeHHOH OTBeTCTBEHHOCTHIO ««EBpotaiin Pyc» (OOO
«EBporaitn Pyc»), 119334, r. MockBa, BH.Tep.I. MyHUIUNAIbHBIN OKpyr JloHCKOM, npoesn 5-i
Jlocko#t, a. 17, momem.3/4. E-mail: ceo@eurotype.biz (ten. + 7(495) 478-82-13) —
OCYIIECTBIAET HPHEM peKIaMaIui.

bpakoM He cuuTaercs HapyIIeHHS W3JeIHs, IIOJyUYEHHBIE IIPH OSKCIUIyaTallud U
HEOCTOPOKHOM 0OpaleHHH.
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Jns  ynoGctBa HCIONB30BaHHS  MEJMIIMHCKOIO HM3JE/Ms  OHO  CONPOBONKIAETCS
MHCTPYKIUEH 110 IPUMEHEHHUIO (YKOPOUYEHHOM Bepcueit).

WHCTPYKUMUA NO NPUMEHEHWIO
Kodpepnam Eurotype

WcnonbayeTca Kak 3aluuTa Bo BpeMA 3HAOAOHTUYECKMX Npoueayp. Mcnonb3oeanue kodydpepaama — usonupyet obnacte NeYEHUA n
rapaHTupyeT Hanbonee BO3MOXHbIA KOHTPOMNb BnaxHocTW. MArkas TkaHb U 3yD 3aliulleH U OTCYTCTBYET PUCK TOFO, YTO MaUWEHT
BOOXHET WNK NPOrNOTHUT WHCTRYMEHTHI. YMeHbLUeH PUCK NepeKkpecTHOW MHgekuun. Takum obpaszom, pabota ¢ koddepaamom
besonacHa v Hawbonee adeKTUBHA.
Kodbcbepoam v3roToBneH M3 nartekca HaTypanbHoOro Kayyyka wunu Ge3 nmaTekcHoro marepuana (nonwvuacnpeHa) NpAMOYronbHOM
opMbl  pasHOW TOMNWWHLI, KOTOPbIA COOEPKMT aHTUOKCWOAHTbl W OpYyrMe WHrpedueHTbl, 0Bbl4HO Wcnonb3yemble B
npombilneHHocTU. OH NpegHasHayeH TOMbKO ANA OAHOPA30BOro UCMONb3OBaAHWA W W3rOTOBMEH U3 CMECH HATypamnbHOro Kayvyka
unu cMmecu BeanaTekcHoro marepuana.
Kodbchbepaoam natekcHsblit
Kodbtpepgam wW3roToBrneH W3 BbICOKOKAYECTBEHHOrO YWCTOrO HATypanbHOTO KaydYyKOBOro mnaTeKkca, KOTOPbIA COOEPXWT
aHTUOKCUOAHTbl U OpYrMe WHIpeaweHTbl, 0OblMHO WCMoNb3yemMble B MPOMbLIWNEHHOCTH, MPOYHOrO W YCTOWYMBOrO K paspbisy,
npeacTaeneHd, B NpedBapUTENbHO BbIpe3aHHbIX, ABYX pasMepax, TONWWHbI AOCTYNHbI B COOTBETCTBMM C WMHAWBUAOYaNbHbIMUW
noTpeGHOCTAMM, BbIMYyCKAETCA B PasnNMYHbIX LiBETaX.
Kodhchepnam Ges naTekcHbiin
OanHbiiA BMO kodddbepgamMa M3 MONWWM3ONPEHa MWM3rOTABMMBAETCA W3  MONMW3ONPEHOBOTO MNaTtekca, KOTOpbI  COAEpPXUT
aHTWOKCUAAHTHI W ApPYre WHrpeaweHTbl, oObIYHO Wcnonb3yemble B NPOMbILNeHHocTH. OH npefHasHadeH Tonbko AnA
0IHOPa30BOro UCMOMNb30BAHUA W U3rOTOBMNEH U3 NONMM3ONPEHOBOrO NaTekca.
MonuuaonpeHoBbIi koddepaam M3roTOBNEH M3 BbiCOKOKAYECTBEHHOTO MONMM3OMNPEHOBOrO Kaydyka, NMPOYHOTO W YCTOWYMBOIO K
pa3pbiBY MNKU npegHasHavyeHa TOMbKO ANA OAHOPA30BOro McnonbaoBaHuA. [MonuusonpeHoBblil Kodhdepaam umeeT cneayolue
pasmepbl U CTUNW YNAKOBKM.

Pasmep TonwmHa, MM Lser Bkyc BapuaHT ynakoBKu
Kodbepaam Eurotype natekcHblii 5"x5" 0,14 (ToHKWIA); CHHMIA; bes BKyca; 52 wrT./kopobka,
127 mm x 127 mm 0,18 (cpeaHun); lonyBoi; MATHbIA 40 kopobok/AWmMK
0,22 (Tskenblid) | 3eneHsblil;
YepHolit
Kodhdpepaam Eurotype natekcHbiil 6" x 6" 0,14 (TOHKWIA); CUHHMIA; Bes Bkyca; 36 wr./kopobka,
152 mm x 152 mm 0,18 (cpegHwii); lony6oi; MsATHBIA 40 kopoboK/ALMK
0,22 (TaKenslid) | 3eneHblit;
YepHoli
Kothdpepaam Eurotype Ge3 natekcHbilh 6" x 6" | 0,22 (Tshkensiid) | MNypnypHbii BaHune; 36 wr./kopobka,
152 MM x 152 mm MATHBINA 40 KopobOK/ALMK
NMPOTUBOMNMOKA3AHWUA

Anneprus Ha maTepwan, U3 KOTOporo U3roToeneH Koddepaam;

3aTpyaHeHHOe HOCOBOE AbixaHue, 3aboneBaHnA BEPXHWUX ObiXaTenbHbIX NYTEi;

McuxoamoumMoHansHoe CoCTORHNE Yenoeeka.

NOBOYHOE AEWCTBUE

Het

NMOTEHUWANBHBLIE NONb30OBATENU

KeanuduumpoBaHHbIi MEQULMHCKWMIA NEPCOHAN B YCNOBWAX OpraHn3auWii agpasooxpaHeHma. CtoMmaTonor.

CNocoBE NPUMEHEHMA

MNomecTuTe Kodhepaam Ha POBHYK NOBEPXHOCTb.

Onpegenute HyHblW 3y6. BoiBepeTe npaBunbHbiA pasmep kaHana 3yBHoro gucka y nepdopatopa W npobeiTe oTeepcTUe
nNpUMepHo 2 MM AWaMETPOM Ha npoknagke

WcnonbayiiTe knewwm ona yaepxaHua/yBenuyeHus KaMMepa U pasMecTuTe MeTannuM4Yeckuii 3aum Ha npobuTomM oTBEpCTUM
MomecTuTe NpoKnagky ¢ 3axWMoM Ha Heobxoaumom ayGe.

MomecTuTe pamky kocbdepaama cHapyxu pta, 4tTobbl yaepKaTte USNULLKK maTepuana koddepaamMa.

NMPEQYNPEXOEHWUA

BHUMAHMWE! Na3genue npeaHasHa4yeHo TONbKO ANA OAHOKPATHOrO MpUMeHeHUA!

BHUMAHME! MNMoBTOpHOE UCNONB3I0BAHWE MOXET NOBMEYs BO3HMKHOBEHWE NEPEKPECTHBIX MHMEKLWIA.

BHUMAHME! MeauumHckmii nepcoHan obaszad paboTath B nep4aTkax.

MpepocTtepexenua — [JaHHbIi NPOOYKT COAEPHKUT HaTypanbHblid PESMHOBbLIA NaTeKe, YTO MOXKET BbI3BaTb annepriuyeckue peakumum
(NpegocTopoXKHOCTL NPUMEHMA TONbKO ANA NaTeKkcHbiX kodepaamos).

He ncnonbayiiTe nagenws, ecnu ynakoska 6bina BCKpbiTa UNW NoBpexaeHa.

W3penue He cTepunbHO 1 He TpebyeT cTepunuaauum.

ycnosuA NPUMEHEHWA, TPAHCNOPTUPOBKW W XPAHEHWA

[aHHoe MeguUMHCKOe M3OenWe MOXHO TPaHCNopTMPOBaTk BCEMWM BMAAMM TpaHCMoOpTa B KPbiThIX TPaAHCMOPTHbIX CPEACTBax B
COOTBETCTBMK C MPaBUNaMK NEPEBO3KU IPYy30B, AEWCTBYIOLMX Ha TPAHCMNOPTE KaKAoro BUAa.

[laHHoe meauUMHCKoe u3aenue npu NPUMEHEHWW, TPaHCMNOPTUPOBaHWM U XPaHeHWW YCTOWYMBO K BOSAEWCTBUIO TeMmnepaTtyp oT -5
°C po +40 °C.

Cumeon OnucaHue

WaroTtoButens
YKasbiBaeT U3aroToBUTENA MEAULIMHCKOrO U3aenus
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CumBon OnucaHue
[darta npou3BoacTea
[ata, korga 661N NnpousBefeHo nsgenue
! ¥ Wcnonb3oBatk A0
g YKasbiBaeT Aaty, nocne UCTEYEHWA KOTOPOW U3AENWE HE AOMKHO NPUMEHATLCH UMK UCNONb3OBaTLCA
L .

Kog naptum ToBapa

3anpeTt Ha NOBTOpPHOE NPUMeHeHue
MeauuuHcKoe uafenue npegHasHa4YeHo ANA €AMHWYHOrO MCMONb3OBAHWA UMK ONA UCNONb30BAHWUA Ha
OfHOM NaLUWeHTE B TEYEHWE OAHOM NpoLeaypbl

Mpenen Temnepatypsl
YKasblBaeT rpaHuLbl TEMNEPATYPHOrO AMana3oHa, B Npedenax KoTOPoro MeQULMHCKOe U3OeNUe MOXET
ObiTe NpUMeHeHo Bes ywepba ero GesonacHoCcTH

He ucnone3soBartb npwv noBpexaeHun ynakoBKu
YKa3sblBaeT, YTo B cly4Yae NOBPEXOEHWA WNW BCKPbITWA YNakoBKW MeguUWHCKOe W3denue NpuMeHdATb
HENb3A

Bepeyb oT Bnarn

He ponyckaTb Bo3AeWCcTBUA CONHEYHOro CBETA

ObpaTUTECh K MHCTPYKLWUW NO NPUMEHEHWIO

CopaepuT HaTypanbHblil NaTeke (ANA W3aenua ua naTexkca)

OcTopoxHo! (ANA U3genua ua natekca)

HecTepunbHoe nagenue

EBponeiickuii 3HaK COOTBETCTBMA CTaHAapTaM U MAEHTUUKALWOHHBIW HOMEp YNOMHOMOYEHHOro opraHa
cepTucbukaumn. WMagenwe cooOTBETCTBYET OCHOBHbIM TpeboBaHwaMm [IMpekTuBbl O MeaWLMHCKOM
oBopyaoeaHum (93/42/EEC)

He copgepxuT naTekc (ANA M34enua He codepikallero naTekc)

NPOU3BOOUTEND (M3roTOBUTENL) MEOWUWMHCKOIO U3OQENUA W MECTO NPOU3BOACTBA
DURAMEDICAL SDN. BHD
Lot 4962, Jalan Teratai, Batu 6 Off Jalan Meru, 41050 Klang Selangor Darul Ehsan, Malaysia

YNONHOMOYEHHbIA NPEACTABUTENbL NPOU3BOOUTENSA B PO

OB6uwecTBO € orpaHM4eHHON OTBETCTBEHHOCTLIO «EBpoTain Pyc» (OO0 «EspoTaiin Pyc»)

Anpec: 119334, r. Mocksa, BH.Tep.r. MyHUUMNanbHbiil okpyr JoHckoi, npoean 5-i JoHckoi, g. 17, nomew.3/4. Ten.: + 7(495) 478-
82-13, E-mail ceo@eurotype.biz

MonHasA eepcus UHCMPYKYUU MO NPpUMeHeHUo pa3Mellaemcs Ha caiime www.eurotype.biz
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