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Ansell NF’ Sdn.-Bhd. asenaw) [

|
Lot 80 T +606 2228111

Kawasan Perindustrian Air Keroh - +606-232 6800
75450 v elaka - www.ansefi.com
Malays:a

Jexnapaiiin fdpo BIAHOBLGHCTS.
Declaration of conformity

Meauwirii pRupit:

- ) Ki- ‘- [l . - “n
Medical device: PYPTELHI PYRABIAKY, CISpHALHL
Surgrical gloves, Sterile

—_— s ———

- TNepesik Bupuum JluB, fohdToKk 1 a0 uicl keknapaii
| Lstofproduces: ot ... SeeAnnex!tothe Decluration
| Bupodang: _ Ansel]l NP, Sdn Bhd
t Manufacturer: ~ Lor 80, Aif Keroh, Industrial Estate, 75450 Melaka, Malaysia
Bitpobuuni siibitnui: Ansell N.P. Sdn Bhd
Manufacturing sites: Lot 80, Air Keroh, Industrial Estate, 75450 Melaka, Malaysin
¥ noetoesanentit TOB «KATHHA KOMAHIS 3 PO3BUTKY GISHLECY »,
APEACTABHHK! 04071, M. ¥uip, syanus Koctanruuibebia, Gyaunok 1/2, ¥V kpaiua,
Authorized represeniative; ' CHPIIOY 35670402

E.LC "KALINA BUSINESS DEVELOPMENT COMPANY", legal address.: 172
} - : Rostvautinivs ka str. Aviv 040721 Ukraine, USREQU 35670402

lfnamr.bixalﬁn: Knac 1la ([lyuxry 14 T2 15, ,Hnnaﬂ}x 2, Texniusoro pernameﬂ'ry
Classification: . WOA0 MeauuHix Bupobie, saTeeprkenore [IKMY Ne753)

Class Ha (Clauses 14 and I3, of technical regulation
on medical devices, approved by DCMU Ae753)

L

| CrepuianHicTs: f Crepuabhi

1 Sterility: ) Sterile )
Mponeaypa odinik ,[Lo,aam}c 3, BUKmOsaIo i posain [epesipka npnem*}f MELMMHOIO BEPODY,
BiAAGRIZHOCTI: * TexHIMHOTO PErTMEHTY WOAO MeaHiX BRpoBiR, saTecpakerioro [IKMY Ne753

1 Conformity dssessmerit Route:. Annex 3, excluding product design examination, of technical regulation

S o ____onmedical devices, upproved by DCMU Me75 3 |

Ceprudikat:. Ceptudikar sianosigHocti Ne PR.030-16, nata peectpauiv sin «03» qepmm
Certificate: 2016p, alilcsuii go «02» wepona 2021p

Certificate of compliance Ne PR.O30-16, from June 37, 2016
valid till June 279 2021

T —_— e g i e = ramrr —

Hpuzna‘ieuuu {}prau 1 OLE KK T auapHcTBﬂ 3 06MeKEHOI BIAMOBIAANLHICTIO
; BignoesiaHoct Ta #Horo «Yrpamcexuit Hayxonnit luetsiryT Cepradiranii:
i nenridisanidnif wog: : Limited Liahifity Company
| Appointed conformity assessment’ vOlrainian Scientific fnstitute Of Certification”
- body with its identification LLC «Uni-Certy
aemher: ~ DA.TR.116

iomnaniz -Ansell N.P, Sdn Bhd NeKNapye BHKONAHHA OCHOBHEX BHMOF 0 BHROOY(iB)- 3a3HaHeuum{ux} EHHlE

arinno Jonparey 1 TexHivHOro perfamMeiTy (L0A0 MelHuHHX 8HpOGIR, 3aTBepaxeroro TlocTanosoie KadiHery

MiricTpia Vkpainy Ne753 sin 2 wortha 2013 poxy.

Anscll NP, Sdn Bhd declares that abovementioned devicefs) complies(y) with the requirements set forth in dnnex

1 1 of techmiveal regulation on medical devices, approved by Decree of Cabinct of Ministers of Ukraine Ne753 un .
October 2nd, 2013. ' :

hMicue sunaul: Manakka, Manaiizin Jtara nignney: 25 Aunua 2016
Place of issue: Melaka, Malaysia Dare of signing: 25 July 2016

\M 35 {69 youk ; ASSOC. DIRECICR QARA, (BU DEVARAJAN

Miatve Ynosiosukeof 0606a; " Hassa nocamn, 11157
ng:mnne of the Authorized person: Position, Full Name:

,Lh"ra 2:1 aunna 2016 Homep Ne D.030- 16 ) T Fe,a.a}«ru;m |
Date: 25 July 2016 Number Ne D.030-16 Version: 1. 3
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Anseli N. P. Sdn. Bhd. csa7mw,

Lot 84 : T -+606_232 3111
Kawasan Perindusirian Air Kéroh : F +606 237 R200
/Hdq) Moelaka www.ansell.com
Malaysia

Hersrapauis fipo sigfiorianicrs
Declaration of couformity

Hoxarox 1
. L . Annex I

} Hazsa meauunoro supoby Haisa Menmnunoro sapody Posmip
ANrnificLEKo0 MOBOO YRpatHeLKOIO MOBOIO Size
Name of medical device in Englisl | Name of medical device in Ukrainian
F_GAMMEK"" Latex, L atex surgical gloves - JlaTeKkchi Xipypriusi pykasHyKu crepuibii — 0¢3 55
powder-free nyape, GAMMIEX™ Latex 6.0

_____ .. : R I 1L A -9'5
| Narexcni XIpYpri‘ini pyKapiiiKu crepunbii — 663 5.5
| gloves - powder-tree nyapi; GAMMEX™ Latex HyGrip™ 6.0

GAMMEX™ Latex Un&éfg&ave, Latex surgi{:ﬁi - Tarexci xipypritmi ;ﬁ?ﬁﬁ%ﬁ%ucmpumni - 6e3 5.3
gloves - powdcr-free with maisturizer HYAPH 13 3B0NOKYBAHEM, 0.0
i GAMMEX™ Latex Underglove 6.5

‘GAMMEX® Lz;i;j':é'M'ibfci; Latex surgical giS;cs Matexcii 'iipm:.:riqﬁi p}»fﬁaﬂwilﬂgcu‘epmmﬂi - Qes 55,
- powder-free -nynpn, GAMMEX™ Latex Micro 8.0

O JE R R [V E R

adt: Manaxka, Manaiiiia Hata nianucy: 25 nunua 2016
iifssue: Melaka, Malaysia Drte of signing: 25 July 2016

e SN ”\Dd”’ (3587 ¥erk ; ASSOC. DIRECICR QURA, (GCBU DEVARAJAN
T TNy fronsosaxe ot Geobi: ‘Hassa nocanm, IIIB: ANSELL N.P. SDN.BHD:
Signature of the Authorized person: Position, Fulf Name: LOT 30 AIR KEROH IND ESTATE

73450 MELAKA
1397 1%-W

...-li.ﬁ.'ra: 25 nunns 2016

E‘IDME[J Ne D.030-16 N | PE,LL&EH,IFII | o CTUDiHKa:é i3 4
+ Iate: 25 Ialy 2016 '

Number Ne D.030-16 - Version: 1 ‘Page 2 of 4
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HyFlex: CAMMEX" SKYN' ALTIVARMR™ MICR®FLEX



Anseli M. P. Sdn. Bhd, asany-wn

Lot 80 I, +60¢ 2532811
Kawasan Penndustr an A Kargh F.+606 252 6800
75450 Melaka winw.ansell.com
Malaysia

- GAMMEX* Lulex Sensilive, Lalex surgical | JlatexcHi xipypril-tIiiw“[;‘l'j;f.i%é'éﬁ.ilhlzﬂl ir.-:-;lr‘gpnlﬁl;ﬁi - 1335 o
‘gloves - powder-free 0e3 nvaph, GAMMEX™ Latex Sensttive 6.0

7.5

E 85

GAMMEX™ Latex Moistirizing, Latex Jldrereni xipypriuui pyxaruuku crepinbel — 5.5

1 surgical gloves - powder-free with bes mynpH 13 3ponaucyBasen, . 6.0

‘| moisturizer GAMMEX™ Latex Moisturizing 6.5

x 8.0

8.5

. D T A Y S A P SICIS : : L 9‘0 Ce ]

i GAMMEX™ Latex Powdered, Latex. Narekcri Klp}’]}l fani ]J}-’hdHI-EL{KH L]memHl - |55

[ surgical gioves — powdered onyapesi, GAMMEX" Latex Powdered I @_{_}_ ___ o
65 N

7. 0

7. 5.

8. (}

S 5

{ GAMMEX™ Non-Latex, Neéoprene surgical . Heompenooi Xipyprisni pykassui crepnnhui 5. 5__

| ploves — powder-free - 8¢z nyapH, 6.0

GAMMEX™ Non-Lalex 6.5

Gr;ffﬂ*rf'ff\-#[EJ'(f"a Non-Latox PI Pol }’ISOPI’EHE 'IﬂﬂJlIIBDI]chDEJ xlpypr:qu pyt:ﬂﬁnqlm 55
surgical gloves — powder-free -cTepiaLii -~ 6es nynpu, 650
GAMMEX™ Non-Latex PL 6.5

paa Muakka, Masalisis Hata nianucy: 25 nigis 2016
.3:;{* Melaka, Malaysia Date of signing: 25 July 2010

W 251071 %0/ ; ASIC. DIRFCIKR QARA, GORU TEVARATAY

aﬁ-:? I" e mmlmmmr_iaa_ncc}ﬁn iazna ﬂﬂ(:ﬂ}i,ll FH b ANSELL N_P, SDN. BHD,
Y grutiure of the Authorized person:. Position, Fuli Name: <OT 80 AIR KEROH IND ESTATE
75450 MELAKA
159719-W
Nata: 25 anpns 2016 | Howmep Ne D.030-16 Peakiginl | Cropisxa3izd |

Date: 25 July 2016

‘Number Ne D.036-16 Version: 1. Page 3of4 ’
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HyFlex: GAMMEX SKYN' ACTIVARMR® MICR®FLEX'



Ansell N. P. Sdn. Bhd. asa7m9-w)

[BEEN T <G0L 232331
Fovwawan PErmesiatnan A warehe EG06s 212 6800
hdn( Boloka www.ansell.com

I RN I

[ GAMMEX™ Non:Latex P MiLt‘L‘I—_ I—l{}Hii'le'lpC;.i.i..'}hi XIpypriuni pyKasHuxH 55
Potyisoprene surgical gloves— powder free | cTepinsnal - Oes nynpu, 6.0
GAMMEX"™ Non-Latex PI-Micro 8.5

ENCORE® Non-Latex PLHybrid, | |loniionpenono-teonpenoni Xipypriani. 5.5
Polyisoprenc and Neoprene surgical gloves | pyxasiiuks cTepuashi - O3 nyap, C 6.0
— powder free { ENCORE™ Non-Latex PI Hybrid 6.5

S P P R T E B . —_—

'ENCORE" Non-Latex P Texiured, | ﬂﬂ]liiEU-I:l.]S!.é.l'.lUBi xipj*priuni PYKaBHYKH 3.5
‘Polyisoprene surgical gloves — powder [ree | crepunnii — Ges ayapsy, 6.0
FNCORE" Non-Latex PI Textured 8.5

“MEDI-GRIP™ Non-Latex, Neoprenc _Hgﬁnﬁeuoni XipypriTi pYKaBHIKI CTEPHABH] | 5.5
surgical gloves - powder free .= 003 nyapu;, 160
MEDEGRIP™ Non-Latex 6.5

ME[}LGRIPW PF Latcw; aurglcai 3101;;5 O ﬁm‘cwzmmp}pnqmpy&caantm;?:*repnmm — 155
powder-free Gez myapi, 6.0
MEDI-GRIP™ PTF 0.5

Micue sumani: Manaxka, Manaiizia Harta minnucy: 25 aunna 2016
Place of issue: Melaka, Malaysia Date of signing: 25 July 2016

__ —ﬂ.\a'\,kkfl 35 1071v0rb 7 ASKT. DIRFCIOR OARA. (U TEVARATAN

III_‘.EﬁHE:y W BB T cu;nﬁn:”” Ha‘.tfﬁ} nocann, [Tk ANSELL N.P. SON. BHIS.
Signature gf the Authorized person: Posidon, Full Name: | o1 g0 a1n KEROH IND ESTATE
75450 MELARA
159719-W
| .,H,am:_uiﬁ nunss 2016 Homep Ne D.030-16 ! Cropinka 4 iz 4
Date: 25 July. 2016 Number Ne D.030-16 §f 3 Page 4 of 4
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