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Denumire Produs: Manusi Medicale din Nitril
Producator: TG MEDICAL SDN. BHD (a Top Glove Company)
EC REP: Top Glove Europe GmbH
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Tipul
Materal

Culoare

Model 1 caractenstici
Pudra
Conditin de depozitare

Duraia de viata

Ambalaj

Marcarea marimii

Manusi de exammnare din nitnl. nepudrate, clorinate, nesterile

Niinl sintetic 100%

Albastu

Ambidextre, cu degete texturate, cu margine rulata

Fara pudia adaugata

Manusile 151 vor pastra propnietafile doar daca sunt depozitate intr-

un loc uscat. A se evita contactul direct cu socarele.

Minusile an o duratd de viafa de 5 ani de la data fabncar, pastrate

i conditule de mar sus

100 buc. x 10 cuti x 1 bax

Manmea minusilor va fi marcata cu cemmeala neagra in caseta de

selectare de pe fiecare bax

Dimensium
Descriere Dhmenst Standard
uni
Lungime, mm T'oate Mm 240
mirinmle
Xs 76 +/- 3
S 84 +-3
Latimea palmei, mm M 94-3
g0 mmate’ prcoin L 105 +/- 3
XL 113 +/-3
123 +/-3
Deget: 0.09 +/-0.02
Valoage npach: 0.09 - 011
Grosune, at
‘";rcl:::k:n::lcm ll);?ln:]e Manseta..0,05-.0,06
¥ Palmi- 0,07 +/- 0,02
Valoare tipica: 0,06 - 0,07

Propnietin fizice

Descriere

Foutda medie la rupere, N

Standard

Inainte de uzwd Dupd wzuri

M 6
Valoare tipicd; 6 - 8

AMm 6
Valoare tipicd: 6 - 8

comenzi@medplaza.ro

distributie@medplaza.

Nivelul de | Niveln . .
Curacteristici ivedul ¢ ! b | Staudard de referuga
mspecti | calitigil
¢ | acceptabil
Dimensiont Medin a 13 bucdn sestate | EN455-2 - 2015
Propuietiiti fizice Media u 13 bucap restate | EN4SS-2 2018
Lipsd de ghuri Gl 15 ENASS-1 - 2020
Test de etanseitate la
apd |
Defecte
vizilnle Gl 2.5 Pracuicd domesnch
Majore 0
Minote ! |
Defecte de Gt .
F &
nwbalare Gl 10 Practica domestica
Reglementare 2 40
Vizibile
Cntice incl. Numdarl de minns: |
EN455-3 - 2015
Ard A N=5 N/ : a
Rezidoun fard pudri 5 A ASTM D6310-10
| i ASTM D6124-06 (2017)
Combasare minng - i Nu pernus
stanga sau dreapta este

Lipsa de gauri
Marimea esantionului si numarul permis de manusi neconforme din esantioane se stabileste
in conformitate cu Planul de esantionare ISO 2859-1 Esantionare simpla, utilizand nivelul de
inspectia si calitate acceptabil prevazute in Partea II: Cerinte de performanta.

Defecte vizibile

Marimea esantionului si numarul permis de manusi neconforme din esantioane pentru
defecte majore si minore se stabileste in conformitate cu Planul de esantionare ISO 2859-1
Esantionare simpla, utilizand nivelul de inspectia si calitate acceptabil prevazute in Partea Il:
Cerinte de performanta.

Defecte de ambalare

Marimea esantionului si numarul permis de manusi neconforme din esantioane pentru
defecte de reglementare, vizibile si defecte critice de ambalare se stabileste in conformitate
cu Planul de esantionare I1SO 2859-1 Esantionare simpla, utilizand nivelul de inspectia si
calitate acceptabil prevazute in Partea Il: Cerinte de performanta. Numar manusi = 100 buc.
per cutie.
Reziduuri fara pulbere

maxim 2 mg per manusa it de

7 Fammsawarts Bt Molumod

lmpoxcmit de Dutn: 14 octombme 2020

Dmitaten & peoductie

Apcobat de
Noor Akilab Saodin
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TG MEDICAL SDN. BHD. 05 s
The World's Manufacturer of Gloves
TOF QUALITY. TOF EFFICIENCY | GOOD HEALTH, SAFETY FILST A BE HONEST
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Lot 5201, Jotan Tt S . OF Jukan Mers, 41050, iy, Swang DE. Malaysa
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| rACIUTES | &2 Factotes (Makryse Thakand & Chisel, 522 Production Lines. 54 8on Gioves Par Anum, 18 000 Evployeos.
T MARRET | Exports 1 155 cosmtres wortdwide with Manaiing Ofices & B USA, Gemmany and Bt

Acord in temeiul Reglementarii 2017/745 privind
dispozitivele medicale

intre: TG MEDICAL SDN. BHD,
Lot 5091, falan Teratai, Baru 5,
Off Jalan Meru, 21050 Klang.
Selangor D.E, Malaezia,

sl MEDPLAZA HEALTH S.R.L [Clientul, derumit in continuare
S0%. De Conturd NR 27-28, Client”}

Hala €2, Birou 2, Chiagna lifav
077040 1o, Romania

[Producatorul legal, denamet in
continuare Producitor”)

Stimats doamna, stimate domnule,
Scrisoare de Intelegere

Subsemnatul, Cristian Potre, n calitate de roprezentant al Clientudul, sunt imputemiclt <3 semne? in
numele societatii, pentru o soficita socetili TG Medical =3 inregstreze denumirile comerciale i
pradusele mentionate in Anexa 1 [Lists cu d I lals, produs ¢ gr llor)

Sunt pe deplin constient 31 sunt de acord 33 accept conditiile de mal jos;

1) CEantul va ceda o licentd (neexchusiva) pentru utilizares dreprudlon pentry denumirea comerciald o
produsul din Anexa 1 so0etdte 16 Medical In vederea indeplinirii obligatdor de colaborare de cdtre TG
Medical, intrdnd in vigoars dupd semnarea acordudui,

2) Cligntul se angajeazd c3 drepturile pentru denumirea comerciald 3 produsul mentionat in Anexa 1
{Ustd cu denumire comerciald 3l produs) sunt detinute de Chent @ cd nu are dreptul 3 transfere
afacerea unul tert alt producator) pand Sa Incetarea acordubil Aceastd restrctle e aglicd doar
produsului din Anexa 1

3) TG Medical nu va depune nicio obiectie in cazul in care Clientul doteste =3 depund 3i 53 inregistreze
drepturile pentru denumires comerciald 3 produscd din Anexa 1

4) Chantul 56 angajeazs cd nu @ exSTaT, NU exXnTd & nu va exlsta nicun transfer sau acord Inchelar de
cdtre Client pentru denamires comerciald s produsul dem Anexs 1, cees oo or irra in condlict cu scest
transder

5) TG Medical e angajeard ca denumirea comerciald §i produsul din Anexa 1 53 fie fabricate si furnizate
Clientudul pe toritarul Ramaniel,

"TO PREVENT CORRUPTION & BRIBERY. CORRUPTION & BRIBERY IS A CRIME,
BE HONEST AND NO CHEATING"

6) Chantul va dezvalui prompt si complet secieratii TG Madical licenta pentru a utiliza drepturile asupra
denuminii comerciale. Clientul va comunica catre TG Medical toate informatiile st datele necesare cu
privire 15 actwitate st va fumiza documentale justificative in legaturd cu denumisea comerciald.

7) Concept, fabricatie si calitate

TG Medical este responsabil de proiectarea 3 fabricarea PRODUSELOR in conformitate cu cerinfele
generale de siguranta si performantd stabdite in Anexa | la RDM 2017/745.

Fiecare modificare & PRODUSELOR care ar putea afecta documentatia tehnica, cerintele generale de
stguranta si performanta, fiecare modificare a utibizaril intentionate si fiecare modificare a procesulul de
fabricatie / materiilor prime / ambalirii / sterilizarii grilizate trebuie 53 fie convenite anterior In forma
scred,

8) Documentatie tehnica

TG Madical are obligatia sa deting ¢l 53 actualizeze documentatia tehnica completd conform Anexelor 1|
sHIEIa RDM 5i 58 evalueze conformitatea Produselor,

TG Madical furnizeazd 13 cererea organismudul notificat sau a autoritatilor competente documentatia
tehnica pentru o perioadd de 10 ani de I3 ultima datd de comercializare a produsului, Aceastd obligatie
se aplica chiar dacd contractul a fost reziliat antenor, Dupsd rezdierea acestul acord, documentatia
tehnic trebule pastrata cel putin 10 anl

Pentru a evita orice indolell, informatille s documentatia dezvaluits de producatorul TG Medicat va fi
pastratd confidenpiald de Client, Clientul nu poate utiliza informatille i documentatia transferate b
noun scop, cu exceptia certificani sifsau Inreglstrdnl dispozitivelor medicale sifsau a servicilor furnizate
pentry Client de citre producitorul TG Medical.

9) Vigilenta i reclamatii

TG Medical este responsabil pentru respectares cerinfelor de raportare in conformitate cu toate legile
aplcabile pentru evenimante adverse s defectiun legate de produse. TG Medical i va notifica in scris pe
Client cu privire 13 orice eveniment fard intdrzier nejustificate.

In cazul i care Clientul primeste de la client o notificare de reclamatie cu privire la distribuirea
produsului de citre TG Medical de citre Client, Clientul trebuie 53 notifice TG Medical in conformitate cu
procedurile de gestionare a reclamatillor. In cazul In care ceclamatia este un evensment care poate fi
raportat, Clientul notifica pe TG Medical fard intarziere nerezonabila,

10) Monitorizare dupi autorizatia de comercializare

TG Medical va desfasura activitdgi de supraveghere dupd inttoducers pe platd in conformitate cu
reglementdrile apbicabile privind dispozitivele medicale. Clientul tine un registru al reclamatiilor, al
dispozitivelor neconforme, al rechemarilor s al retragerilor 3i il Yine la curent pe TG Medical cu privice la
0 astiel de monltorizare 3ile va furniza toste informatiile Ly cerere.

2/6 MDRAOP2Rav3
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11) Etichetare, instructiuni de utilizare 3i ambalaj
TG Medical confirma ca etichetarea produsului respecta cerintele de reglementare.

Clientul va crea si va furniza proiectul catre 76 Medical. TG Medical va verifica conformitatea cu reglementarile si

va elibera lucrarea finala,
Clientul va informa TG Medical cu privire fa orice modifican aduse materlalulul de ambalare,

12) Clientul isi asuma intreaga raspundere in Clauza 2, lar 76 Medical nu va fi trasa la raspundere de
catre nicl o parte cu privire la aceastd problema. Clientul acceptd i se angajeazd, in mod irevocabil, s3
despagubeascd pe deplin 51 53 garanteze pe TG Medical impotriva oricdror cereri, creante, raspunderi,
amenzi, compozitl, pierderl, daune, costurl si cheltuleh de orice naturd impotriva orlciror pretentii,
actiunl, procese sau cererl Impotriva TG Medical, Inclusiv probleme de proprietate intelectuald, fie ele
penale sau civile, cauzate de aceastd problema. Dacd exists vreo actiune legald intentatd sau amenintatd
impotriva TG Medical, Clientul va lua toate masurile necesare pentru a proteja si apdra TG Medical
Impotriva unei astfel de cererl, proces sau plangere. Aceastd despagubire Include, dar nu se limiteazd |a
toate cererile, despigubinle acordate, onorariile avocatilor, decizile extrajudiciare, amenzile si alte
costurl sollcitate de teryi.

13) Responsabilitati legate de produs / Cerinte conform Regulamentului UE 2017/745 privind
dispozitivele medicale la data aplicarii sale, mai 2021.

Aspect / Operatiuni Client  |Producator
(TG Medical)

Elaborarea / Eliberarea instructiunilor de utilizare X

Crearea otichetelor X

Eliberarea etichetelor X

Crearea, eliberarea si actualizares documentatiel tehnice X

Cerinte esentiale pe lista de verificare (cu responsabilitdtl pentru
aspectele indivduale)

Tranzactia sl documentarea evaludrii clinice

Tranzactia si documentarea analizel de risc

Reglementari privind locatia / disponibilitatea documentatiei tehnicd

Procese speciale X
Exemplu:

Curatarea produselor {Citotoxicitate ISO 10993.5)
Validarea procesulul de curdtare, ambalare si sterilizare

Subcontractant / Procesele subcontractantulul X
Observares produselor pe piata X
Rispunderea produselor X

/6 MDRAOP2/Rev3

Aspeact / Operatiuni Client | Producétor
(TG Medical)

Clasificare X
Declaratie de conformitate X
Destinatarul reclamatiilor facute de client x X
Documentarea reclamatillor clientilor - crearea unul raport de X
probleme:

®  Tipul

o Complexitate si amploare:

®  (ritic
Evaluarea reclamatiilor facute de client X X
Evaluarea roctamatiilor ficute de cliont cu privire la ROM i MEDDEV X X
212
* Informatii despre client, nume, adresa
® relevantd pontru analiza riscurtlor $i controlul riscurilor
o emitatorul cererii/raportubul
Verificarea si documentarea modificarilor si schimbarii produselor. X
Testare si implementarea modificarllor.
Aprobarea madificirilor 5i schimbarile produsului. X
Supravegherea post-comescializare a evaludril clinkce s raportarea catre X
cumparator
Notificarea organismelor notificate si a autoritdtilor competente cu X X
privire la riscurile pentru siguranta si rechemérile de produs
informare / Instructiuni privind aplicarea sl instruirea pentru Client s X
personalul aplicatiel pentru produsele mentionate in acest acord.
Pertodica st la nevole.
Instructiuni de ambalare X
Obligatia de a oferi informatil acolo unde existd modificie ale statutulul X
certificatelor Producitorului legal.

14) Prezentul Acord va Intra In vigoare la data semnarii acordulul de ambele Parti §i este valabll trei {3)
ani, Prezentul acord poate fi reinnoit cu un {1} an in urma acordului reciproc scris intre Parti, printr-o
notificare scrisd cu sase (6) luni inainte de expirarea prezentului Acord. Prezentul Acord poate fi reziliat
orand, de oricare parte, pe baza unul preaviz scris de treizec (30) de zile catre cealalts Parte.

15) Orice modificare in legatura cu prezentul Acord va fi convenita de comun acord in scris de ambele Parti

16) Prezentul Acord va fi guvernat ji interpeetat in conformitate cu legislatia din Malaezia. Orice litigiu
sau reclamatie care decurge din sau face referire la prezentul Acord va fi solupionat pe cale amiabild pein
negocieri intre Pérti In cazul in care Partile nu ajung la o intelegere, toate litigiile vor fi adresate, iar
Partile vor trimite spre solutionares exclusiva de citre instantele din Malaezia.
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Semneazd pentru:
MEDPLAZA HEALTH 5.R.L.
Nume: Cristian Petre
Pozitie: Director

Executiv Data:

Anexa 1: Lista cu produse, denumire comerciali si greutatea manusilor

Produs

Denumire
comerciald

Gradul si
greutatea
manusii

Data

MANUSI DIN NITRIL, NEPUDRATE,
CLORINATE

SERIX

ENWO35

16/03/2021

IG MEDICAL SDN, BHD,

Semneaza pentru si in numele:
TG MEDICAL SDN. Bhd.

Mume: Dato’ Lee KM

Pozitie: Director General

Data:

Semneaza pentru si in numele:
TG MEDICAL SDN. Bhd.
(vanzari, Sef de echipa)

Nume: lvy Tee Ai Wei

Pozitie: Director Executiv

Data:

Semneaza pentru si in numele:
TG MEDICAL SDN. Bhd.
(Wanzari, Director Regional)
Nume: Leong Chew Mun
Pozitie: Director Executiv

Data:

Semneaza pentru si in numele:

TG MEDICAL SDN. Bhd.

Mume: Noor Akilah Bt Saidin

Pozitie: Director General Adjunct, RA
Data:

10

11

12

13

14

Data primirii (Se va completa de catre RA):
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TG MEDICAL SDN BHD

ANALIZA A STUDIULUI PRIVIND PERIOADA DE VALABILITATE A PRODSULUI:
STUDIU IN TIMP REAL (EN 455)

MANUSI DE EXAMINARE DIN NITRIL — FARA PUDRA
(CLORURARE)

A, Descri i
Motiv studiu - Standard nou, EN455-4:2009
Data incepere : 8 martie 2010

Inceput de : Chimistul Chee Boon Ting

B. Descriere produs

Nume produs : Manusi de examianre din nitril, Fara pudrd

Specificatie - EN455-1, EN433-2

Features : Ambidextru, Fard pudrd. Margine captusita

Sterilization : Nu exista.

Treatment : Clorurare

L. Procedura de testare

Orientare - EN455-4:2009

Descriere : 3 lotun de probe preluate de la bununle finite care sunt documentate

Condinii de depozitare. Condiniile care vor fi avute in vedere sunt:
1. Data fabricani

11. Durata de depozitare in depozit

1it. Locatia depozitulu

1v. Controlul temperaturii in depozit

v. Controlul wmiditatii in depozit

Pagina 1 din24

TG MEDICAL SDN BHD

ANALIZA A STUDIULUI PRIVIND PERIOADA DE VALABILITATE A PRODSULUI:
STUDIU IN TIMP REAL (EN 455)

MANUSI DE EXAMINARE DIN NITRIL — FARA PUDRA
(CLORURARE)

D.Mepand lada de testare
Specificanile produsului - EN455-1, EN455-2

Plan de recoltare 1 IS0 2859
a) Mepana lad3 de testare pentru manusi:
1. Faré gaun : Mepana lada de testare EN455-1
1. Cnteni fizice : Mepana lada de testare EN455-2
Nivelul inspectiei 51 dimensiunea prober:
Nivel [Dimensi P
Produs inspectie | umea Ace/ ?f’ Limita acceptata Criteriu de acceptare
SAQL | probei (buciti)
(bucati)’
Fard gaun Gl sl e Respectarea
0L 200 s Touciigiunt | ndardului EN455-1
15
Criterii fizice Valoarea | Lungime: min 230 mm
(@ ume) 13 buc 13 Medies = 2
P Grosi £ standardului EN455-2
EN455-2 EN455-2
Cnteni fizice Valoarea 2 &
(rezictents 12 BBbue | 13 Medies | Redstentila taved
X rupere = Newton standardului EN455-2
upere) conform Medie 6
EN455-2
Pani latal 226
manusi/set

Estimarea bucdglor necesare de manusi = 8 seturi de recoltare x 226 bucau = 1.808 péna latal

bucati/lot

3 lotun testate pentru studiul privind perioada de valabilitate a produsului, cantitate pana latala

estimati = 1,808 buc x 3 loturi = 5.424 bucati
Observari: Set 1: Inainte de tesutul de invechire. in termen de 96 de ore.
Set2: Dupa 2 huni.
Set3: Dupa 6 luni.
Set4: Dupa 12 huni (1 an)
Set 5: Dupa 24 luni (2 ani)
Set 6: Dupa 36 luni (3 ani)
Set 7: Dupa 48 luni (4 ani)
Set8: Dupa 60 huni (5 ani)

Mediu de invechire

: Probele sunt pastrate in laborapana lar unde temperatura si unniditatea se afla sub control, spre exemplu:

a) Controlul temperaturii =23= 5 °C
b) Unuditate=50=35 %.

: Consultan anexa A pentru informatii privind conditionarea.
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TG MEDICAL SDN BHD TG MEDICAL SDN BHD

ANALIZA A STUDIULUI PRIVIND PERIOADA DE VALABILITATE A PRODSULUI:

STUDIU IN TIMP REAL (EN 455)
MANUSI DE EXAMINARE DIN NITRIL — FARA PUDRA

ANALIZA A STUDIULUI PRIVIND PERIOADA DE VALABILITATE A PRODSULUI:

STUDIU iN TIMP REAL (EN 455)
MANUSI DE EXAMINARE DIN NITRIL — FARA PUDRA

(CLORURARE) CLORURARE
E. i i conditi
E.Inf i privind recol Test D
Locul recoltani : zona bununlor finite / depozit F09 Scurgeri de - masind de testare a impermeabilititii semi-aupana WIT A&B
Data recoltarii - 22 martie 2010 - lamats "ﬁ"’m‘ A 573
2 ; T me - Dispozitiv cu bupana masurare a grosimii
Crazecabisnpodoet #¥lam MITUPANA LAYO (Model: 7301)
Temperatura in depozit :263°C Lungime - Ruleti din ofel 300mm SHOWA 20030098
Umiditatea in depozit :305%RH Elasticitate - Masind de testare a elasticitatii semi-aupana lamata TM-1. TM-2
GoTech
Cuppéna lar : Cuppéni lar laborapédni lar MEMMERT LAB-02
Informani referipana laare la cele 3 loturi de probe. mai jos: Timer (2 minutes) : Cronometru digital cu alarma Omron TI&T2
Lot1: Termohigrometru :Termohigrometru dgital TFA HG-1
1. Data fabncani : 18 Martie 2010 Céntar electronic  : Céntar electronic pentru masurarea greutatii Ws-2
ii. Durata depozitarii in depozt :3zle
1. Locana depozitulu : depozit FO9 *Observatii: Aparatele si alte dispozitive de laborapéna lar necesare au fost calibrate

iv. Controlul temperatuni in depozit
v. Controlul umiditati in depozit

: Necontrolati (Medie = de 1a 2312 27°C)
: Necontrolatd (Medie = de la 47% la 55%)

corespunzipani lar.

vi. ID produs : S2L5 180210 C5 (4)
vii. Marime :S
viii. Ambala) : Cutie de examinare Pana lap Glove
G
Rezultatate
Lot2: 1. Lot 1 (Consultati AnexaB. CsiD detalii referipani laare la rezultate):
1. Data fabnicani - 18 Martie 2010 a) Lipsa gaurilor: Probele respecti standardul EN435-1 pentru o perioadi de pani la 5 ani
1i. Durata depozitarii in depozit 3zile b) Dimensiune: Probele respect standardul privind dimensiunile EN455-2 pentru o
1. Locatia depozitului : depozit FO9 perioada de panala 5 am
iv. Controlul temperaturii in depozit : Necontrolati (Medie = de la 2312 27°C) c) Rezistenta la rupere: Probele respecti standardul privind rezistenta la rupere EN455-2
v. Controlul umiditigi in depozit : Necontrolati (Medie = de la 47% la 55%) pentru o perioada de panala 5 ani
vi. ID produs :S212 180210 C5 (2)
vii. Marime ‘M
viii. Ambalaj : Cutie de examinare Pana lap Glove
Lot3: a) Lipsa gaunlor Probele respecta standardul EN455- lpentmopenoadadepmla)am
1. Data fabricani : 19 martie 2010 b) Dimensiune: Probele respecta standardul privind dimensiunile EN455-2 pentru o
ii. Durata depozitirii in depozit 12 zile perioadi de pand la 5 am
iii. Locatia depozitului : depozit F09 c) Rezistent la Tupere: P{ot_:ele Tespectd dardul privind rezistenta la rupere EN455-2
> pentru o perioada de pani la 5 ani

iv. Controlul temperaturii in depozit
v. Controlul umiditagi in depozit

: Necontrolati (Medie = de la 23 1a 27°C)
: Necontrolata (Medie = 47% pana la 55%)

vi. ID produs :S213 190210 C8 (5)
vii. Manme 3
viii. Ambalaj  Cutie de examinare Pani lap Glove 3. Lot 3 (Consultan Anexa B. C si D pentru detalii referipana laare la rezultate):

a) Lipsa gaunlor: Probele respecta standardul EN453-1 pentru o perioada de pana la 5 am

b) Dimensiune: Probele respecta standardul privind dimensiunile EN455-1 pentru o
perioada de pandla 5 am

c) Rezistenta la rupere: Probele respecta standardul privind rezistenta la rupere EN455-2
pentru o perioada de pana la 5 ami
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TG MEDICAL SDN BHD

ANALIZA A STUDIULUI PRIVIND PERIOADA DE VALABILITATE A PRODSULUI:
STUDIU iN TIMP REAL (EN 455)

MANUSI DE EXAMINARE DIN NITRIL - FARA PUDRA
(CLORURARE)

H. Analizi

S-a constatat cd pana laate rezultatele testelor pentru pind laate cele 3 lotun de probe respectd
specificanile standardubu EN435-1 51 EN455-2 pentru o pericadii de 5 ani pentru testele de mai

jos:
a. Lipsa giurilor
b. Dimensiune.
¢. Rezistenta la rupere

L Conclugie

Minusile au o un termen de valabilitate de 5 am de la data productier.

fnpini lacmit de: Verificat de:
MNuriah binti Mohamad Ida Zuhana Sahrum
Cercetapana lar, R&D Manager, R&D
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Pt Sanes

EC Certificate

Production Quality Assrance Systam
Directivs SIM2EEC on Madcal Devicas (MDD), Annex V
(Omvices in Class lla, b or 111}

No. G2 055729 0008 Rev, 01

Manufacturer: Top Glove Sdn, Bhd.
Let 4569, Jalan Teratai Baty 6
Off Jsfan Mery
41050 Klang, Selangr D E
MALAY S

Product Latex and Nitrile Surgical Powder free
Category(les): Glove, Sterile

The Cenficaton Body of TUV SUD Product Servics GmbH decisess that the sioremuntionsd
manuiacturer has mplemented a qualty assutance system for manutacture and finad inspection of the
respective davices ( device calegenas in acoontance with MOD Annex V. This quallly sesurance
System conformes 10 T requinerrents of this Drective snd & subpct 1o penodical suwvslisrce. For
marketng of class |ib and It devices an odditional Annex Il cerificals & mandatory. See also notes
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Report No.: MYQMHO319070Rev2-729423220
Valld from: 20200218

Valid wnti: 2024-05-25

Date, 20200219

OO

Crristoph Dicks
Heaad of Cemfication/Notified Body

Poage 1012
TOV SO0 Product Servica GmbH is Notified Body with idantfication no. 0123

ZERTIFIKAT & CERTIFICATE o &
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ZERTIFIKAT @ CERTIFICATE ¢

*. t‘* AT A TTe Doagrared by
W Deanscete s Liese &

£ W e
* - [ttty |
* oy TAG-NS-284 510,08

EC Certificate

Productcn Qually Asdurancs System
Diractive 9342EEC on Medical Devicae (MDD). Annex V
{Devices in Class (la, b or )

No. G2 055729 0008 Rev. 01

Facility(ies): Top Glove Sdn. Bhd

Lol 4568, Jalan Teratal Batu &, O¥ Jalan Mens. 41080 Klang,

Setarger D, E,, MALAYSIA

Page 202

TUV 800 Product Service GmbH is Natfied Body wih identification na, 0123

TUV SUD Product Service Gmbt « Cortfeation Bosy « Ridlersralie 65 « 30538 Murnich « Germany
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JOB REF NO. 1 2020.04.02-003
DATE RECEIVED : APR O 2020
DATE REPORTED: APR 15, 2020

PAGE: | 014
Test Report No,  : CRSSA/200437126-CA36672
Company : Top Glove Sdn Bhd
Lot 4969, Jalan Teratai, 6% Miles,
Off Jalan Meru, 41050 Klang. Selangor.
TESTREPORT

Sawple Descnpltion Nitrile Examisation Powder Free Glove

Otler Detail RADI1022020'D1

Size : Mednun

Quannty Tested 200 pleces

Test Conducted Freedom from hodes

Test Method ENASS Paar 1 2000

Testing Period 02 Apr 2020— 15 Apr 2020

Hased on suhmaitted samgples, the following results obtained »

Acceptable Quality Litmit (AQL) 1 1§ Accupt 1T Found 1 2

Resalt ¢ Wilkin AQL
SIGRED FOR AND Ot BEHALY OF
SGS (MALAYSAL SDN BHD
CHEE TUCK CHOON
SECTION MEAD
KM No. M3883s011 214
Twe Sowarard b et by P Compury bt © A Gy Cowiiien of S4race PYRC Surtenl praietn so Smatt o sucineiie o1 -
T T GRcumerts abgect 10 Teeve o {Lonenmt, Acdernce w o
e, Ay tobder ot S sovat s Be Cowmany's fodge o T W of 8 Sareem

e oy o e

L A e ey Ay R s SRR

A RAh O T St & A W O P PEIeE T B Nt Wt of T W Ls G S T s WO ) B B ) e by
Wl -

L4 Perwwen At0 Paren Sevapen 22 40000 Dhat Marn Betargor Gunt Evern Wewpes
.l.mmuu.n.amunm e W e

Vst of Be SGR Do (503 84

comenzi@medplaza.ro

distributie@medplaza.ro

JOB REF NO, : 2020-04-02-003

DATE RECEIVED : APR 02, 2020
DATE REPORTED: APR 15, 2020
PAGE: 2 of4

Test Report No.  : CRSSA/200437126-CA36672
Company : Tap Glove Sdn Bhd
Lot 4969, Jalan Teratal, 6™ Tiles,
Off Jalan Meru, 41050 Klang, Selangor.
TEST REPORT
Sample Description Nitnle Exasusanon Powder Free Glove
Otber Detail RA/0310272020D1
Saze Mednun
Quannty Tesied 13 preces
Test Conducted Dunensons
Test Method EN 455 Pant 222015
Testmg Penod 02 Apr 2020 - 15 Apr 2020

Based on whnutred samples, the following results obtamed -

Sae M M M M M M M M M M M M M Med
Widith ? 3 3 2 2y 2 3 2 3
Median: 95210 92 92 94 92 93 ™ 93 92 2 92 93 92 2 9
Lengts > b 3 2 > + ) b > b > 5 2 2
Median' > 240usm 256 256 |253 | 260 | 259 | 258 | 254 | 260 | 254 | 251 | 256 | 251 |254 | 256
SIGNED FOR AND Oty BEHALF OF
SGS (MALAYSIA; SDN BHD
CHEE TUCK CHOON
M No. M3BE3sI N Zne

-

Ton Soarard s bt by P Compury gt © fa Geemre Coiinem of S1rvice SVRIC Swmeet Svaiebn 5o a0 suciavie o1

I AT G et st %0 Tecve

-y ey Sk ¢ 3 ]

Aehevncn & o
Whects B Cowmany s Pdige # M W of 81 ST

= nre

o

T et
- —— .

- Camany i
A h O T I - S M G S T PO T B Rk et O T W LNRh GO S T e Whoe ) B B et e ey
Wl -

e )

L4 Perwwen At0 Paren Sevapen 22 40000 Dhat Marn Betargor Gunt Evern Wewpes
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SGS

JOB REF NO.: 2020.04.02.003
DATE RECEIVED | APR02. 2020
DATE REPORTED: APR 15 2020

PAGE: 3of4
Test Report No. : CRSSA/200437126-CA36672
Company : Top Glove Sem Bhd
Lot 4969, Jalan Teratad, 6% Miles,
Off Jalan Meru, 41050 Klang, Selangor.
ITEST REPORT
Sample Descaption Nitrde Examsnanon Powder Free Glove
Other Detaal RADIL022020D1
Size Medum
Quantry Tested 13 peecrs pex each
Test Conducied Force at Break Dunng Shelf Life and Afver Challenge
Test Mechod EN 455 Pagr 2:2019
Ageng 70 = 2 Deg C for 168 hus
Testing Period 02 Ape 2020 - 15 Apr 2020
Farce m Break, N
SIZE SAMFLE NO.
M 1 | 81 67
2 14 63
i T4 £3
] 77 63
5 18 74
6 83 16
7 84 66
8 64 4
9 18 87
10 50 65
i 24 g7
n 30 13
13 79 621
Medan 19 73
Requnanest. 260 289
SIGRED FOR AND Oty BEHALF OF
SGS (MALAYSIAL SON BHD
He.
DEEYI!?KD/OON
SECTION MEAD
KM No. M3883s011 214
hmh—~-h~--—b—i-.~—--—--- n-
T T GRcumerts abgect 10 Teeve {xneet

M“--‘l-—*“ n-—nn——-nn-—-—--—nhe-—nh-n--‘-”

-

- — Campany Ay h-q--.—”
—tc-—d-—.——‘-qh—ﬂ-ﬁ_—dnuu_—--—-—--—m—---
Wl -

Lo 4 Porwwen A0 Paren Setapen 22 40000 St M Betargor Dt Even. Weyes
| o 7T 1 o 0 ST 52 i

} Bt vy

Vst of Be SGR Do (503 84

SGS

JOB REF NO. : 2020-04-02-003
DATE RECEIVED : APR 02, 2020
DATE REPORTED: APR 15, 2020

PAGE: 40f2
Test Report No, : CRSSA/200437126-CA36672
Company : Top Glove Sdn Bhd
Lot 4969, Jalan Teratai, 6* Miles,
Off Jalan Meru, 41050 Kiang. Selangor.
TEST REPORT
Sample Description Nitnle Exammation Powder Free Glove
Odlu Detail : RA/031/02/2020/D1
Mediumn
antml’emd 5 paeces
Test Conducted ~ Powder Cootent
Test Method EN455 Part 3:2015
Testig Peniod 02 Apr 2020 - 15 Apr 2020
On testing the samples, the following results were obtamned -
SIZE Average Powder Mass per Glove
M 0 0Smg
SIGNED FOR AND Of BEHALE OF
SGS (MALAYSIAL SON BHD
He.
M No. MaBE3BA011 214
hmh—~-h~--—b—i-.~—--—--- n-

I VAT GRcumerts wabgec 1 Terve
M“--‘l-—*“ n-—nn——-nn-—-—--—nhe-—nh-n--‘-”

-

R Cumpany Ay h—q-“—”
—tc-—d-—.——‘-qh—ﬂ-ﬁ_—dnuu_—--—-—--—m—---
Wl -

Lo 4 Porwwen A0 Paren Setapen 22 40000 St M Betargor Dt Even. Weyes
| o 7T 1 o 0 ST 52 i

* B o

Vst of Be SGR Do (503 84
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8

Issued to: Top Glove Sdn Bhd 1

SATRA T

Off Jalan Meru
TECHNOLOGY 41020 KLANG

SelangorDE

Malaysa

Notified Body: 2777 SATRA customer number: PO130

EU Type-Examination Certificate

Certificate number: 2777/10648-04/E00-00
This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
tandard hnical specifications and ination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex |l of the PPE Regulation (EU) 2016/425 as a Category IIi product.

Product reference: Description:
EB201 Nitrile examination powder free gloves available in:

Black, White, Red, Pink, Blue, Light Purple, Green, Forest Green, Cool Blue, Comflower
Blue, Violet Blue, Marlin Blue, Sky Blue, Dodger Blue, Peariescent Pink, Harmony Blue,

Avocado.
Sizes: Classification:
6 (XS)-10 (XL) EN ISO 374-1:2016/Type B Level EN374-4:2013
37% Formaldehyde 6 31%
40% Sodium Hydroxide 6 -256%
30% Hydrogen Peroxide 2 17.0%

EN ISO 374-5:2016
Resistance to Bacteria and Fungi  Pass
Resistance to Virus Pass

T

Technical ificati ied:

applied:
EN 420: 2003+A1- 2009; EN iSO 374-1:2016; EN ISO 374-5:2016

-

i CPOMSIAPP
SATRA: CHMO265112/1740WEN/A, CHMO265112/1749/EN/B, CHMO2685112/1740/SPT, CHM0272621/1826/S,
CHM0275215/1836/LH, CHM0275215/1838/LH/E, CHM0275215/1836/LH/D, CHMO275215/1836/LH/A/Final
TUV: 7101143338-CHM16-01-RC

Signed on behaf of SATRA: > Hannah Coe iy an Geoff Graham
Date first issued: 25/06/2018
Dateof issue:  14/03/2019 Expiry date:  25/06/2023

Eage o2

TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and
those given in the current certification agreement.

The cerfificate holder is licensed to mark the products detailed within this certificate in accordance with
Annex V' (Module B) of the Regulation (EU) 2016/425 of the European Parliament and of the council of
Gth March 2016 on personal protective equipment once you have drawn up an EU declaration of product
conformity. Please note:

1. Where the product is classified as category Il then CE Marking of production is reliant on
current compliance with Regulation 2016/425 medule C2 or Medule D. (Except that specifically
produced to fit an individual user).

2. Full details of the certification and product are contained within the manufacturer's technical
documentation.

3. Where a franslation of this certificate exists, the English language version shall be considered
as the authoritative text.

4. Certification is limited to production undertaken at the sites listed in the manufacturers technical
documentation.

5. Ongeing manufactured product shall be consistent with the product(s) certified and listed on
this certificate.

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical
documentation.

7. This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state government.

8. This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown.

9. SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, matenals or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.

J

SATRA Technciogy Europe Uimited. Sracetown Eusiness Park. Clonee. DISYNCF. Repubic of etand.
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TEST REPORT: 7191143339-CHM16-01-RC

TEST REPORT: 7191143339-CHM16-01-RC 28 JUL 2018
Date: 28 JUL 2016 Tel: +#65 68851345 Fax: +65 67732912
Client's Ref: 221410189 Email: Randy. CHIN@tuv-sud-psb.sg
Note: This rpor Is kssusd subject % the T v Cartifcation Reguiatons of e TUV SUD Group and e RESULTS
Genara Tems and Condtions of Eusiness of TUV SUD PSE Pte Lid In acdition, this raport is governsd by the B
terms sat out within this raport
Choose certainty. Loatrol Tests
Add value,
SUBJECT Detection of Phi-X174
—_— Control Test _
Bacteriophage P Test of Glow = =
i enetration Test es
i Airbome Contamination Settle plates each found to have
Control Tests Less than 1 PFU per plate
CLIENT
Negative Control ngfm 1 Pl;l‘.:'ger mi
Top Glove Sdn Bhd oy
Lot 4969, Jalan Teratai Batu 6, 2 Bacteriophage challenge suspension
Off Jalan Meru, Paositive Control x4 )
41050 Kiang positive control test specimen
Selangor D.E.,
Malaysi
e Test Specimens
Attn : Ms. Azizi Rasidah
Detection of Phi-X174
: . Bacteriophage in
SAMPLE SUBMISSION DATE / TEST DATE et Specinens Titer of Bacteriophage challenge | o SRR | pacs ) Fai
(Triplicates) suspension used (PFU/mI) st ;
05 Jut 2016 /18 Jul 2016 (PFUI/mMI)
Nitrile Examination
DESCRIPTION OF SAMPLE Powder Free Glove
1 sample of gloves was received. #1 360 000 000 Less than 1 Pass
# 340 000 000 Less than 1 Pass
Type of Product Qty (pes) Reference No. #3 380 000 000 Tans than 1 Pass
Nitrile Examination Powder Notes:
Eree Glove 10 RA/M36/007/2016/E Notes.
PFU : Plague Fomming Unit
METHOD OF TEST
ASTM F 1671-13, “Standard Test Method for Resistance of Materials Used in Protective Clothing to
Penetration by Blood-Bomnme Pathogens Using Phi-X 174 Bacteriophage Penetration as a Test System®
Specimen Exposure Procedure B MS AW HWEE YING MR RANDY CHIN KOK FEI
Test specimens, each of dimensions 75 mm square were cut for the tests. TECHNICAL EXECUTIVE a%ksgé%[ggeouc.r MANAGER
Tests peiformed in triphcates: CHEMICAL & MATERIALS
TUV SUD PS8
Laboratory: Bhane : +65-6385 1333 Regional Head Office:
TUV SUD 258 Pre. Ltd. Fex. -B55TT6EETD TOV 50D Asia Pacific Pre. Ltd.
No.1 Science Park Drive S-rel: texSng@ha-sudprbag 1 Science Park Drve, #0201
¥ e

Sirgapore 118221 &.qu'moogﬁ Singspore 118221 Page 1 of3 Page20i3
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TEST REPORT: 7191143339-CHM16-01-RC -
28 JUL 2016 @

PS8 Segapore

Pleass note that this Reaport i issuad under the folowing tams

1 Ths report sppias to the sampls of the specific productequpment gven & the tme of ts tsingicalbeton  The msuts a% nat wed o
nddnundyhlhqnq;iz&hdhtmhi-n In addtion, such meults mest not be used to ndcale of imply #at TOV SO0

PSS,, A N £, . suppber or war of such productiequpmset. o that TUYV SUD PSB in any wey
" the later parfi of the productiequips Unizss ofh stated in this report, 0O lests were conducted 10 determne
ugm-hsdughm&mwm
2 The samplels menSoned in e repont slare sub d'supphediman, byhavtﬂ!v&ﬂmhﬁ-mm
sporsitsbty for B y of wiormad mhuﬁmmw”d dacturs, o oy
rupgbed

3 Nothing in thes seport shall be inteepratad %o mean hat TUV S0 PSB has verified or ascertaioad any sndorsement or marks from any ot

testng auhonty or bodies that may be found on #at sample

' mwumummumummuumwucmnmmm or 1o the regort of rendls
promoton.

furmished by TOV SUD PSE in any adverisements or sdos
5 Uskess ofonese staed, e tests wars camod out m TUV SUD FE8 Plo Lid, No. | Scance Park Drive Singapore 118221

by 2011
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Tesring. Development. Problem Solving, AN BN LEVELCINENT ALCANTERT 32 \Wardah Mohd Pavdzs
Top Glove Sdn. Bhd.

Pags 2 of 3 - PN 87365

TESTING CONDITIONS:
Standard Test Method Usea ASTM D 6678-05
Analytical Method UVAIS Spectrometry
Testing Tamparsture: 380°C+20
Codection System Closed Loop
Specimen Area Exposed 5.057 om2
July 19, 2011 Selocted Ota Ports 25Mest
. Number of Specmens Tested ANest
* TEST REPORT Locabon Sarpian Pron Guftarea
Comments/Othar Condtans: Magnatic slir bar was used in the sampling chambsr
PN 97365 , —— _
Instrument.  Perkin Elmer UV/VIS Spectrometer Lambda 25
UVVIS Absorption Spectrometry was used to measure the abe of test chemicals which permeated through
YTI the specimens into the colection medium. The collection medium was circulated In & closed loap at 11 miiminute of
CHEMICAL ANAL CAL SERVICES flow rata through the teating panod  Data collectan was performed eccording o ihe programmed schedule by means
of UV Winisb software from the Parkin Elmar Corporation. The ist of the characterstic wavelongths is shown below.
Tadle 3. Characienstic Wayekngihs used in UVAVIS Absorpton Spactromeatry
Prepared For. TESTING CHEMOTHERAPY DRUGS WAVELENGTH (nm)
C_armustine (BCNU) 229
Wardah Mohd Paudzi Crspl 189
Top Glave Sdn. Bhd _Qaﬂwme)lcmm) 33
Lot 4957 Jalan Taratai, Dacatarie .
Batu 8, Off Jalan Meru Emm w”g:‘z‘,r:g‘“w’*’"“ g
4950 Mahg.sy:u 0 0E Fliorawacil 269
Pacitaxe! (Taxcl) 21
. Thiolepa 156
Mathotrexats 303
Mﬁ i Mitarmyein C 217
Vincnstng Sulfae 220
Prepared By R Approved By
y L eller Ana C. Barbur, M .
Telhnician Manager e characteris o testod specimens Powder Free B i .
Frannaciden Shnces Chomicn, MeOboiogosl & Franmacuies’ Swons 3 i — - e
- pyOrugs = #1 | #2 | ¥ mm) {gim2)
rggrmusnne (BCNU) 0.082 0.055 0.059 0,085 823
AN AZLA Actradted Testing Laboratory — Canfioase Numbees 25501 8 256.00 = latn 0085 | 0062 0.070 055 523
" 80 5007 2608 Registersd 1S0 9001:2008 | Cycophosphamide (Cytoxan) | 0.052 0058 | 0080 083 2.
Bagwne | Dacamazne {DTIC) | 0083 0.063 0085 | 0084 2.3
| Doxorubicn Hyarochionde 0034 | 0080 | 0050 0.051 823
—— A me Etoposide (1oposar] 0.057 0084 | 0083 0.085 623
Flaorouraci = 0.087 0.062 0.051 2,083 627
e e e s oy Pacitassl [Taxol) 0083 | 0057 0.067 0,052 82
Tha Sty IARDIL b oot b s o et 3 st s o v AL P SR by AZLA S e el S SEad 1 e Sl b Thiotepa 0.052 0053 | 0082 0.082 62.3 N
| Malhotraxsie 0.059 0.059 0.057 0058 62
S [ Sbtomycin © 0.081 0080 0.058 0.080 82,3
oo A S ot [Vincristine Sufate 0.033 0058 | 0,059 0.060 823

2887 Glichnal Rd. | Akron. Qhio 44305 | sraswersford.com S =L
Tok Frae (800) S30-ARCK, | Werdwicks (3307 704-6500 | Fax (330) 704-66 10
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TEST CHEMOTHERAPY DRUG AVERAGE AVERAGE
AND CONCENTRATION BREAKTHROUGH STEADY STATE OTHER
DETECTION TIME PERM. RATE OBSERVATIONS
{Specimen/2/3) (Speciment/2i3)
- (Minutes) ﬂgfem’lmlnuu)
Carmustine (BCNU), 3.3 mgiml 1647 Moderate swelling
{3,300 ppen) (45.28,15.87,15.15) (14 1 7 1.7 and no degradaticn
Cisplaing 1.0 mgimi (1,000 ppm) No breakihrough up NA Slight eweling and
10 240 min. na degradation
Cyclophosphamde (Cytoxan) 200 Na breakihrough up NA Sight sweling ana
myglerd {20 000ppm) 12 240 min na degradation
Dacarbazine (DTIC), 10 0 mg/mi No braakihrough wp NA Sight swelding and
(10,000 ppm) _ 4 240 min 1o degradation
Coxorubicn Hydrochloride, 2.0 No breakihrough up NA Slhight sweling and
| maimi {2,000 ppm) %0 240 min no degradation
Eloposide (Taposar), 20.0 mg'ml No bragkthrough up NIA Modorau swelling
(20,000 ppm} 10 240 min no degradaticn
Fiuorouracii, 50.0 mgiml {50,000 No breakthrough up N/A Slngm sweling and
| opm) %o 240 min ra degracaticn
Pacitaxel (Taxol), 8.0 mg/ml (6,000 | No breakthrough vp NIA Moderate sweilng
ppm) 0 240 min &nd no degradaticn
Thictepa, 10.0 mg/mi (10,000 ppm) 338 13 S\QN sweding nnd
{3.26209.3 82) (14.1.1.13)
Methotrexate, 25 mgimi (25,000 No breakihraugh up NIA Slgn Mlmg and
ppm ) 10 240 min no degradanon
Mitomycin C, 0.6 mg/mi (500 ppm) No breakdhvough up NIA Signt swelling and
e 240 min no degradation
Vincristne Sufate, 10 mgimi {1,000 | No breakihrough up NIA Slight swellng and
opm) 1o 240 min no degradaton
Til L ﬁ Ana C. Barbur, M. s ey
Senice Technican anw
Pramaceutical Secvioes 4 wnd Fhae Sersces

AKRON RUBBER DEVELOPMENT LABORATORY, INC,
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