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Crescent Knife Angle = 60'
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Comparison with

conventional products
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Crescgnt Knife Ansre=2s'

"t, .f.,."

*-,,.,,,,,,-^ *N6g6g llil!flffi

,Ophthalrnicl{nife

cMain Apptication: screrar,r"::::li":i ",

q.rer*err: &evel u p .?'A**

lrl i ii ;:.

Actual size

Actual slze

Actual size

l"*": 
I

6pcs/box

OMain Application: Scleral tunnel, Scleral flap

ti*ill Product Name (Blade Width) ORDER#

brescent Bevel Up (2.3mm) M'eu26

Crescent Bevel Up (2.0mm) MCU2O

Cres-cent Bevel Down (2.3mm) MCD26

Crescent Straight (2.3mm) MO$e6

Froduct Name (Blade Width) ORDER#

erescent Bevel Up (2.3mm) (Short-Head) MCUz6SH

Crescent Bevel Up (2.Omm) (Short-Head) MCU2OSH

Pioduct Name (Blade Width) OHDEii#

Crescent Double Bevel (l .Omm) MEBI O

Crescent Double Bevel (l.25mm) MCBI2

MCB



The crosslapped edge -"r. ":MANIo's 
original n"rd OO., stainless ,o., o-O*es the ultimate sharpness.

ffi Slit Knife Aaee=4,, 6pcs/box

'\lli:,+,.,,*

CMain Application: Corneal Incision, Scleral Incision

Actual sizeMSL.MSS

Produdt Namel ORDEF#

Slit Angled l.Omm MSLI O

Slit Angled 'l .l mm MSLI I

Slit Angled l.2mm MSLI 2

Slit Angled l.3mm MSLI 3

Slit Angled l.4mm MSL'I4

Slit Angled l.6mm MSLI 6

Slit Angled l.Bmm MSLI B

Slit Angled l.9mm MSLI 9

Slit Angled 2.0mm MSL2O

Slit Ancled:i, t mm MSLzI

Slit Angled 2.2mm rvSlzi

Slit Angled 2 3mm MSL23

Slit Angled 2.4mm MSL24

SIit Angled 2.5mm MSL25

Slit Ansled 2.65mm MSL26

Slit Angled 2.7Smm MSLAT

Slit Angled 2.Bmm MSLzB

Slit Angled 2.9mm MSL29

Slit Angled 3.Omm IVSLSO

Slit AncleJ s.er* MSL32

Slit Angled 3.5mm MSL35

Slit Straisht l omm MSS'I O

Slit Straight 2.Bmm IVSS28

Slit Straight 3.0mm ili,;;,MSS3O

rA/



EC Certificate
Directive 9:3l42lEEC Annex ll. excluding Section

Full OualitY Assurance $Ystem
Medical Devices

Registration No.: HD 60097627 0001

Report No.: 12022703 001

Manufacturer: MANI. INC.
8-3 Kiyohara Industrial Park,

Utsunomiya,
TOCHf GI. 321-3231,
JAPAN

Products: Medical Devices and InsLrurnenLs in Surgical and
DenLal ri-elds
(see aLLachrnent for sites and products included)

Replaces Approval, Regislration No': HD 50041244 000r

Expiry Date: 2019*12-10

The Notified Body hereby declares that the requirements of Annex ll, excluding section 4 of the directive
g3l42lEEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex ll'
section 5 of the aforementisned dir"ective, For placing on the market of class lll dovices covered by

this certificate an EC design-examination certificate according to Annex ll, section 4 is required.
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Effective Date;

Date:

2015-10-05

2015-10-05

fUV Rheinland LGA Products GmbH - Tillystra$e 2 - 90431,-.'!l-W1lb_e,rU

t ..i'
tUV Rneintand LGA Products GmbH is a Notified Body according to Directive -

concerning medical devices with the iclentification number 0197;'ri'i -- "::
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TUVRheinland

rUV Rhei,nland

LGA Products GmbH

TillystralSe 2, 90431 Ntirnberg

HD 60097627 0001
12022VA3 001

MA,NI, INC.
8-3 Kiyohara Industrial Fark,
Utsunomiya,
TOCHIGI, 321-3231,
JAPAN

Doc. l/2, Rev. 0

Attaphment
Gertificate
Registration
Report No.:

to

No.:

Manufacturer:

Products irrcluded:

- Surgical Needles
- (rrroi rn'l qrri-lrrFs

- crrrni n: l Qrrirrri nn T]erri neqesrYarqr vq!s!r!r:

- Denbal- Rotary Instruments
- narF:'l FnAnAnnj- i d Tnc{- rllmpnl. q

- Dental Fins and Posts
- Medical Knives
- Bone FixaLion Devices
. Medical Sa$r.s

- Ophthalrnic Cannulae

Date;2015-10-05



Doc- 2/2, Rev. 0

llttaehment to
Cer{ificate
Registration No.:
Report No.:

Manufacturer:

TUV Hheinland

LGA Froducts GmbH

TillystraBe ?', 9043 1 Niirnberg

HD 60097627 -0001
12022703 001

MANI, INC.
ii-C kivot"tara Industrial Park'
UtsunomiYa,
TOCHf GI, 321'3231,
JAFAN

Design and Developmer'IL, Manufacturing sibes included:

MANI, INC., KiYohara Factory
*-r, U:-yohara lndusLrial Park' Utsunomiya'

Tochigi, 3?l--3231-, JaPan

IVLANI , INC., Takanezawa Factory
,ut,' *"*aakulsu, Takaneeawa' Tochigi' 329-L234"Japan

EOG st.erilizaLion slLe:

MANI, fNc', KiYohara Faceory
B-3, Kiyohara Industrial Park' LltFunomryai

Toclrigi, 321-3231-, JaPan

* Surgical Suture's
- Surgical Suturing Devices
* tledieal Knives
- Egne Fixation Devices
- Medical Saws

- ophthalmic Cannulae

Date: 2015-10-05
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Gertificate
Th6 Certification Body of

tUV nneinland LGA Products GmbH

hereby certifres-that the organization

MANI, INC.
8-3 ,Kiyohara lndustrial Park,- 

Utsunomiya,
Tochigi, 321-3231 ,

Japan

has established and apol ieffi 
:,i,yi,ffi,lir:Si!l "t,.r 

to r medical devices

see attachments for scope of certification

Proof has been furnished that the requirements specified in
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Eill ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective,Date'. 2019-03-12

Oeftificate Registration ttlo,: SX 60137134 0001

An audit was performed. Report No.: 12022703 012

This Certificate is valid until: 2020-11-26
Gertification Body

Akkreditierungsttelle
D-ZM-14159€t+2

Date 2019-03-12
Masahiro

tUV Rheintand LGA Products GmbH - TillystraBe 2 - 90431 Niirn
Tel.i +49 221806.1371 Fax: +49 221 806-3935 e-mall:cert-valldity@de,tw.com http://www.tuv.com/safety
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TUVRheinland

TUV Rheinland
Doc " L/5, Rev.0

LGA Products GmbH

Tilly'stiaBe ,2i, 90431 NUrnberg

sx 60137134 0001
12022703 012

MANI, INC.
g-g flyohara Industrial Park,
Utsunomiya,
Tochigi, 321-3231,
Japan

nesigrn,and Development, Manufactur:e, Distribution
Medical Devices and Inslruments in Surgical and
Dental rields

i

:

1,.
l+:
,$,ii\

-$':lili""
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Attachment to
Certiiicate
Registration No.:
Report No.;

,

OrCanizitisn:

Scope: of

#i
ftnAkkstil&o**":. ;' Deutsche\iffift' e[[realtllrunssstette

trzM-14169-01{Z

Date: 2O19-03-12

i&s.:{
j, lmNi*ffi*T
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TUVRheinland

TUv .Rheinland

LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Dae. 2/5; Rev.o

AttaChment
Gertificate
Registration
Report.,No.:

to

No.:

Oganization:

Scope:

sx 6o137134 O0g1
12A22703 A12

MANI, INC.
8-3 Kiyohara Industrial Pafk,
Utsunomiya,
Tochisi, 321-3231,
Japan

::.

iit
:=

i.$.

Products and Site incLuded:

xiyohara Factory
8-3 Kiyohara Industrial Park, Utsunomiya,
Toshrgti, 32:.-32g't, Japan 

. ,l

Design and Development, Manufacture, DisLribution of
Surgical Needles, Surgical Sutures, Surgical SuLuring
Devices, Medical Knives, Medical Saws,
Bore FixatioR Bevices, ophthalmic cannulae and Surgical
Mi-cros-copes '-

oesigm and Devel-opment and Distribution of Dental Endodontic
Instruments, Dental Rotary Instruments, DentaL
Pins and Posts

Distribution of Dental Root canal Filling Materials

ffiiliffh**,.$
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Doc. 3.f5, .Rev.0TUV Rheinland

LGA Products GmbH

to

No.:

Attachment
Gertificate
Registration
Report No.:

Organieation:

$cope:

,i*\:
,l.irril
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iE1
,ffi
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ffi

tr.ffiffi5l\

ft nAkkst+rtlc*, , Deutsche"i'q'f ' Akkreditierungsstelle
$zM-14169-01-O2

TillystraBe 2, 90431 Niirnberg

sx 60137134 0001
12022703 012

MANI, INC.
8-3 Kiyohara Industrial Park,
Utsunomiya,
Tochigi; 321..3231,
Japan

Products and Site included:

Takanezawa Factory r
743 NakaakuEsu, Takanezawa, Tochigi, 32g-L234, ,Japan

ManufacEure of Dental Endodontic Instruments, Dental Rotary
Instruments and Dental pins and Postg

MANI HANOI CO., IJTD. PHO YEN F'ACTORY

Tan Huong Cofimune, Pho Yen Town, Thai Nguyen Province,
vietnam
'" : 

a : : . ,,
Manufacture of Surgical Sutures, Surgical- Suturing Devices,
MedicaL Knives, Medical Saws, Bone Fixatsion Devices,
ophthalmic Cannu1a., o.tl.f Endodontic Instruments, Dental
Rotary Instruments and Denta1 Pins and Posts

Cer"tification Body

'+

Masahiro Asami

.ffitW'

2019-O3-12

.qt ',l+jrl r : 'i::{
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'i=iil:;



$jrl$!s): ##

&
,SKffi-

UVnheinla

Do.e.4y'g, Rev.oTUv Rhelffid
LGA Products GmbH

,:ll:,

ir.

TillystraBe 2, 90431 ,Nfirnberg

sx 601 37134 0001
12022703 012

MANI, INC.
8-3' Kiyohara Industrial Park,
Utsunomiya,
Tochigi, 321-3231,
Japan

Products and Site included:

MANI HANOI CO., LTD. PHO YEN 2 FACTORY

Plot CNS, Diem Thuy Induetrial Zone, Hong Tien cammune,
Ph'o Yen Tovrn, Thai Nguyen Province, vietnam

:ti 
,,'

uanufacture of surgical Needles and Surgical suEures

Attachment to
Gertificate
Registratio'n No.:
Report No.: 

,

oiganliation:,

Scope:

rffioo,
'{$P: " iffiili.,,ne,,,urru

D-ZM-14169-01-02

ffi
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#ryq
gi.i!il*+i*ltrt'

Masahiio ACami
e.s

Date: 2019-03'12
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TUV Rheinland

LGA Froducts GmbH

Attachment to
Cerlificate
Registration No.:
Report No.:

: ,...' ,

$ i;

$cdpe:

#g
ff[-net.tst{*l*.,.,.:.. 

Deutsche-,*;;.*.,' 
Akkreditierungsstelle
D-ZM-14169-01-O2

:DatOl
. t-

--.r|;:;;*ll*l*:tll;) aej+ : ItY.,lia?!r"
,f ,f riir:r.rri1:r:.1?7/i]J,iii]j]]:]:]::::!u

i.
I

1.".

Tillystrafie 2, 90431 Ntirnberg

sx 60137134 0001
120',227u3 A12

MANI. INC.
8-3 Kiyohara Industrial Park,
Utsunomiya,
T6ehigi,' 321-g231,
Japan

Producus and Site included:

MANI YAI{GON I,TD.
Plot No. 530, HIe Ngote Chaung Kwin, Yangon-Pyay Road,
Hmawbi Township, Yangon, Myanmar

Manufacture of Surgi.cal Needtres and'Dental Endodontic
Instrumentss

Doc. 5/5, Rev.0

&m.
TUVRheinland

20'1,9.o3-12
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Nu reutilizafi

trebuie sd fie pe deplin fa.miliarizat cu procedurile gi tehnicile chirurgicale
iruigical. Utilizarea tn
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F'u.qctionare gi utiliza{g
l. I-ltilizaren in conformitatc cu procedurile de incizie ordinlrc
2, Nlanipularea cazuJ

a:)scoaterea eulitu;- 
"","' 

" ':" 
I 

:{

Cu grij[ deosebit5 pcntru a mentine lama dc pe orice altl parte a cazului, ridica o parte
,,1" 9i ridica culitul. Retineti ca culitul pr-rate pierde claritatea ci odatl lam[ s*le atinge un
obiect
b) inlocuirea culitul.
Tinffnd cufitut cu marginea Iamei clcscendent, ap6safi completin partea 2. Apoi apirsafi
uFor partea 1 pflnI purta un clic. Celc trei crestiturile prezenfate cu sigeli pot fi folosite
pentru a se odihni cutitul

Precautii pcntru utiliz,are
1. Precautii pentru utilizare
Acest cutit :rr putea duce la cutit sensibilizare si alergie la metale.
2.Avertizea z.A bttzi importante.

l. L'tilizati cutitul cleinclati ce este dcspachctat. Aruncati cutitul folosite cu grijd
pentru a preveni infectia

2. Acest culit nre o laml lbarte ascutit5.Avea grijl extrcml la manipulare.
l're.iudiciu cxterne gencrfite cle lami contaminatl poate duce la infec{ii pat<lgenI legate cle
tulhrari cle singe. "::

3. Nu utiliveayi cutite dcformate sau frrcturat
4. Ntt demontati sau sii tlenatureze frrrmir dc culif inaintc de utilizarc
5. Elirninafi cutit second - hand intr-un co; de cle{euri meclicale pe care ceea cein

interior se mcntioneazl
6. Cutit potfi plasate pc cutit scos clc procecluri, pentru a cr,ita detcriorareir

marginii atingintl nimic. Re{ineti cd cutitul poate pierde claritatea ei oclati lanrl sale atinge
un obiect.

7. Cutit ar trebui sI fie plasat intr-un caz la livrare gi primire
f;recairsi nentru.utjlizare a lalnei arTqit '1. I-,ocalizare rand

Loca{ia de a crea inciziei este tlef'fbrit de cel al lami platd normalii, cleoarece lama
arcuit este dc trei lama dimcnsionaln. Daca lama arcuit plaseazi incizicin aceeaqi
localie ca gi cap plat facc, la sfdrgitul marginii ar putea princle conjuctivei care ar putea
duce edem conjuctival. Acordati aten{ie pentru a mentine incizia clc pe conjuctivei
In incizie clar cornee, aqezaf'constructia rana la o distafi mic6,sple centmlcorneeidid
Iimbul corncrlen ':

I ;l:lrji ;rle rrirr ln[ltilne St:utdarcl cle dur de locatic

. , Pentru a cres incizie 
ia,i 

' O,e ** Incizia trebuie creat 0,6 - i

3,4 i i 0,9 mm central deparfe de 
i

, : timb corneei-
!.-t:3-0 0.5 nrm lncizia lrebuie creat 0,5 -

, 0,8 mm {g0tral cleparte'd€ 
l

limb corncei :-
incizia tre buie crcaf 0,4 -
{),7 mm centrirl dcparte de
limb corneci

2,0
') ",-)-

2,65
1il

1i{

0,;l mm

:

: Incizia trebuie creat 0,3 - 
i

0,6 mm central rleparte clc
l.tlm0 cornccl

0,3 mm



'':::..::':':..
^ 
Marcarea y'ona planificatl a,Lnciziei ar"il'a un ghid pentru"incizie

In inciyie corneani scleral5, iris pot fi tnchiqi in rana incizie. Prih urmare, planul de incizie
cornean nu trebue si fic prea aproapc de sclera. Disectia qi suturarca conjuctivei va fi
necesar in sclera pioceduri cornee incizie.

3. Mlrirca e

2. Duph ce incizie cu cu{iful arcuit, de lirgire a inciziei este necesar* pentru motivul de
.aschimhaaplicar.e..chirurgic$i'SerecomandiunaItconstruc{ieranI.

4.Alte
l- Utitii,al,i'iOI, in;jector pentru implantare t,entile intraoculare, pentru a evita orice

deteripare a rana inciyie.
z. ;;i;;;;;';;#;.';;; aiecvati a citit arcuit care se va potrivi dimensiunea

incizie cu lamd arcuit estc imposibil. Nu utiliza{i Implant Cu{it

. .,' :.i,'i

1. Evitali eipunerea la temperaat#id'ldate, umidith1q,. dicat' .,lu.m,ina:di ctf a',
soarclui gi api

z. ;t;i;;ii;i;;i'.i.i +i pori de pe materiatut de ambatare
3., Acesi produs se poate schimba caietul dc sarcini. tjtilizati aceste cu(ite pe primul

i :' 
'ietit bazfi |" 4. *dflrc4i outia o. expirare d" p* pr,rdus. Aruncati:daci interziere. De are*!n€a, se

arunci cu{itc rimase neutilizate mult timp dupd ce acesea sunt despachetat

Data cxpirfrii
. 
Uo*ffi#ffis te :in:dicat pe a m hala.j ul inclividual sau ambalaju I exterior, atAi ti,m+mr
sc men!ine, inrconfii@tate cu o procedur[ de stocare corespuRzltor.

ffifi.atim:butie
,.;i

ii;lHTf, ra Indus rriat pa rk, IJ tso n o m ia, r'c h i gi

321-323i .lapdn,
TEI,, *8t 28 667 75 65

Renrezentat autorizat

-

Lenses Grup SRL
Chisinau 200t,
Str. Frierarilor 2.

Tel. 069 11 33 56

i,, ,, **' f; -;:i

I)epozitnrea

..itf t#$


