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I MOTIVO PARA REVISAO

Revisao Histoérico Data

- Adequacdo do titulo do documento e itens 1I. OBJETIVO e I1l. ESCOPO.
- Alteracdo do layout do cartucho no item 4.1.5 para o layout com a descricdo dos 31/03/2021

04 simbolos bilingues (200020004 Cartucho Keraring Rev 05).
Conforme proposta de alteracdo ID 25/2021
00 Emisséo inicial. 19/12/2019
1. OBJETIVO

Fornecer as especificagdes das embalagens e rotulagens utilizadas nos modelos do produto anel corneano
intraestromal Keraring (SI-5, SI-6, SG, AS-5, AS-6).

I11.  ESCOPO

Este documento se aplica aos setores de Qualidade e Limpeza de Implantes (QLI), Embalagem, Suprimentos,
Logistica e Geréncia de Qualidade e Assuntos Regulatdrios.

IV. ESPECIFICACOES TECNICAS
4.1 Modelos e EspecificacBes
4.1.1 Etiqueta embalagem primaria:

4.1.1.1 Anel intraestromal simétrico

@ . |MEDIPHACOS iavel: Inseri
- _s SI5-120 1508 Dado variavel: Inserir modelo
E 5 e espessura
g £ |AD: 5.0 mm
:‘.I: 120“0.'} 4038542 Dado variavel:
e . Inserir n° OP

Dado variavel:
Inserir angulo

e Layout: 200050026 Etiqueta Estojo Universal Keraring Simétrico Rev 01
e Dimensdes: 44,0 x 22,0 mm

e Material: Couche borracha
¢ Disposicao: Afixada no estojo.
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4.1.1.2 Anel intraestromal assimétrico
Dado variavel: Inserir modelo
e espessura
MEDIPHACOQOS

AS5-160 150/250 C¢

AD: 5.0 mm AL: 160¢ Dado variavel:

Inserir angulo

Pull
Keraring
Inside

COUNTERCLOCKWISS—
- |- OFP: 4015535
T Dado variavel:
Dado variavel: L Sentido anel (horéario
Inserir n° OP ou anti - horario)

e Layout: 200050026 Etiqueta Estojo Universal Keraring Assimétrico Rev 01
e Dimensoes: 44,0 x 22,0 mm

e Material: Couche borracha

e Disposicdo: Afixada no estojo.

4.1.1.3 Anel Intraestromal SG
Dado variavel: Inserir modelo

e dioptria

MEDIPHACOS
SG-330 40D |
330° TK: 2304
ID: 5mm/ED:8,2mm

Rev.00 b 1038947 < Dado _varlaveI:
Inserir n° OP

Dado variavel:
Inserir angulo

e Layout: 200050026 Etiqueta Estojo Universal Keraring SG Rev 00
e Dimensdes: 44,0 x 22,0 mm

e Material: Couche borracha
o Disposicao: Afixada no estojo.
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4.1.2 Lacre de seguranca de embalagem primaria

35I'I"IrTI amm

HHINBIEHIHE
J T E——Picote

Fio da Faca

amm
3mm

LT JO T ) e
Ty,
83mm |

Layout: 200030059 Etiquetas Lacre de Seguranca para Estojos Rev 00
Dimensdes: 35,0 x 8,0 mm

Material: Bopp Transparente

Adesivo: Acrilico

Disposicao: Afixado na tampa e corpo do estojo, conforme DET IC 35.
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4.1.3 Etiquetas embalagens secundaria, final e do paciente:

4.1.3.1 Anel intraestromal simétrico

5 EXP.DATE
19/01/2023

S156-90

¢
I

~N

330008113(17)230119(37)01(21)S00

SISASDMWSO

INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG

APICAL DIAMETER :
BASE WIDTH :600p

50mm ARCLENGTH: 90°

2460

[54] oooooosses A181902v2L 4022656

ANVISA: 10161000006 ¢l 1910172018

RT: ALINE L. FREITAS - CRFMG 23364 s
MEDIPHACOS MEDIPHACOS

S15-90 150 p S15-90 150 p \

AD:50mm [SH] 0000008544

AD:50mm [SH 0000008544

Etiqueta da embalagem final (afixadas no cartucho)
Dados variaveis:

> - modelo, espessura e dimensionais do anel;

- lote;

- nimero de série (SN);

- fabricacéo e validade.

AL:90° [T A181902v2L AL:90° 33 A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 0 DEG
MEDIPHACOS MEDIPHACOS
S15-90 150 p S15-90 150 p
AD:50mm  [SH] 0000008544 AD: 5.0 mm  [5H] 000o0oes4 Etiquetas encaminhadas ao cliente (inseridas no
AL:90° [T A181902v2L AL:90° 23 a181902vaL
cartucho)
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG INTRASTROMAL CORNEAL RING SEGMENT, AD Smm, 30 DEG Dados Varlavels
MEDIPHACOS MEDIPHACOS - modelo, espessura e dimensionais do anel;
S15-90 150 p S15-90 150 p - |0’t97 »
AD:50mm  [EH] 0000008544 AD:50 mm  [SH] 0000008544 - nimero de série.
AL:90° 3T A181902v2L AL:90° A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 0 DEG
MEDIPHACOS MEDIPHACOS
S15-90 150 p S15-90 150 p
aD:50mm [SH ooooo0ss44 aD:50mm [SH 0000008544
AL:goc OO atete02veL  AL:eoc oD Atstg02vaL j
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 0 DEG INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 0 DEG
MEDIPHACOS S15-90 150w (I ) Etiqueta da embalagem secundaria (afixadas no
APICAL DIAMETER :5,0 mm  ARC LENGTH: 90° , o
INTRASTROMAL CORNEAL RING SEGMENT, AD Smm, 90 DEG g ¥ 8 envelope)
w =28 2
[E8 0000008544 [[oT] A1s1902v2L § 558 Dados variaveis:
PATIENT - s 3 2 > - modelo, espessura e dimensionais do anel;
. S
BIRTHDATE : PHONE - 9= 3 - lote;
ADDRESS - £$8E % - ndmero de série; _
SURGEON: 558 & - data de fabricagéo e validade.
Wdgo @
IMPLANT DATE meLanTevE RO Eax=x @l J

Y

Etiqueta a ser afixada no cartdo do paciente

(inserida no cartucho)

Dados variaveis: modelo, espessura e dimensionais do anel,

lote e nimero de série.

Layout: 200050003D Etiquetas Keraring SI Rev 05
Dimensoes: 214,0 x 97,0 mm
Material: adesivo resina

(envelope) e a ser afixada no cartdo do paciente.

Disposicao: afixadas na embalagem final (cartucho), inseridas no cartucho, na embalagem secundéria
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4.1.3.2 Anel intraestromal assimétrico

o peoe,  ASE-160 (
LT T

330013889(17)220519(37)01(21)S
Assweows 25C
ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE,

APICAL DIAMETER : 50 mm ARCLENGTH: 160 et

BASE WIDTH ;600 150 - 250 u
@ 0000003418 E171901V2L 4015535

ANVISA: 10161000006

- 1910612017

Etiqueta da embalagem final (afixadas no cartucho)
Dados variaveis:

- modelo, espessura e dimensionais do anel;

- lote;

- nimero de série (SN);

- fabricacdo e validade.

RT: ALINE L. FREITAS - CRFMG 23364 feves )
MEDIPHACOS MEDIPHACOS
AS5-160 150/250 C  AS5-160 150/250 C

AD:50mm [SH] 0000003418 AD:50mm [SH] 0000003418

AL:160°  [LT] E171901v2L AL:160° [0 E171901v2L
CCOUNTERCLOCKWISE CCOUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

AS5-160 150/250 C AS5-160 150/250 C

AD:50mm [SH] 0000003418 AD:50mm [SH] 0ooooo3ats

AL:160°  [Ladl E171901vaL aL:160°  [ad e171901vaL
COUNTERCLOCKWISE (COUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

AS5-160 150/250 C AS5-160 150/250 C

AD:50mm [SH] 0000003418 AD:50 mm  [SH] 0000003418

Etiquetas encaminhadas
cartucho)

Dados variaveis:

- modelo, espessura e dimensionais do anel;
- lote;

- nimero de série.

ao cliente (inseridas no

AL:160°  [OT] Et71901veL  AL:1e0°  [[OT] E171901v2L
COUNTERCLOCKWISE COUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

AS5-160 150/250 C  AS5-160 150/250 C

AD:50mm  [SH] 0000003418 AD:50mm  [SH] 0000003418

aL:160°  [I E171001veL  AL:1e0c  [LED Et71001vIL j
COUNTERCLOCKWISE COUNTERCLOCKWISE
MEDIPHACOS AS5-160 150/250 C I\IIIIIIIIIIHIII||I\II\I\
APICALDIAMETER :50 mm  ARC LENGTH: 160° w 8
ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE 8 ™. S
w = 8§ 2
[E ooooo03a1s [T e171901v2L ® 38k
. § == >
PATIENT : ool
BIRTHDATE - PHONE - o8 e
gz 32
ADDRESS - £TE- 8
ego3 g
SURGEON: 8i°7 <2
Q
IMPLANT DATE IMPLANT EYE: RCI L[] =<3 @/

e

Etiqueta a ser afixada no cartdo do paciente

Dados variaveis: modelo, espessura e dimensionais do anel,
lote e nimero de série.

Etiqueta da embalagem
envelope)

Dados variaveis:

- modelo, espessura e dimensionais do anel;
- lote;

- nimero de série;

- data de fabricacdo e validade.

secundéria (afixadas no

e Layout: 200050003E Etiquetas Keraring AS Rev 04

e Dimensoes: 214,0 x 97,0 mm
e Material: adesivo resina
e Disposicao:

afixadas na embalagem final (cartucho),

inseridas no cartucho, na embalagem

secundaria (envelope) e a ser afixada no cartéo do paciente.
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4.1.3.3 Anel intraestromal SG

~N
EXF.DATE

2 amazos SG-160 350D @

{04)07899 330009547 (17)251224(30)01{21)S0000000122

INTRASTROMAL CORNEAL RING SEGMENT $G-160

SG5R3IS0A160 >

Etiqueta da embalagem final (afixadas no cartucho)
Dados variaveis:

- modelo, dioptria e dimensionais do anel;

- lote;

- nimero de série (SN);

- fabricacdo e validade.

OPTICAL DIAMETER. 5,0 mm arcLenTh: s C €
THICKNESS: 230 460
0000000122 LoT] Lz02101vaL 4058314

ANVISA: 10161000008 ~I| 211202020

RT: ALINE L. FRETTAS - CRFMG Z1364 _— /
MEDIPHACOS MEDIPHACOS

S$G-160 350D SG-160 350D \
AD:50mm  [SH] ooooooo122 aD:50mm  [SH] ooooooo122
AL:160¢  [OD Leoz1over ALcisoc [ Lzoz1oive
NTRASTROMAL CORNENL RING SESMENT 16160 INTRASTROBAL CORMEAL RIMG AEGMENT $5-150
MEDIPHACOS MEDIPHACOS

SG-160 350D SG-160 350D
AD:50mm  [SH] ooooooo122 aD:50mm  [SH] ooooooo122
AL:160¢  [OD Leoz1over ALcisoc [ Lzoz1oive
NTRASTROMAL CORNENL RING SESMENT 16160 INTRASTROBAL CORMEAL RIMG AEGMENT $5-150
MEDIPHACOS MEDIPHACOS >
$G-160 350D S$G-160 350D
AD:50mm [SH] ooooooo122 AD:50 mm  [SH] ooooo00122
aL:60¢  [oD Leoztoavzr AL-isoc [LOd] Lzozieival
NTRAITROMAL CORNEAL TING SEGMENT J6-180 INTRASTROMAL CORNEAL RING JEGMENT $5-180
MEDIPHACOS MEDIPHACOS

$G-160 350D S$G-160 350D
AD:somm  [SH] ooooooo1z2 AD:50mm  [5H] ooooooo122
AL:e0c  [OD teoz1oever AL-1s0¢

INTRASTROMAL CORMERL FING JEGMENT 16160

Lo vzoz101vaL j

INTRRSTROMAL CORNEAL RING JEGMENT $5-150

MEDIPHACOS sG160 3500 [N
APICAL DIAMETER 5,0 mm  ARCLENGTH: 160° @ 2
INTRASTROMAL CORNEAL RING SEGMENT SG-150 g am 2
[Enl ooooooo122 o] L202101vaL S 858
PATIENT : ¥ 55 @
BIRTHOATE : PHONE : § o ]

= 5
ADDRESS : £3E, g
e =8
SURGEOM: g gg 2
IMPLANT DATE IMPLANT EYE: R L[] Ewdz El
4

N/

Etiquetas encaminhadas
cartucho)

Dados variaveis:

- modelo, dioptria e dimensionais
- lote;

- nimero de série.

ao cliente

do anel;

(inseridas no

Etiqueta da embalagem

envelope)
Dados variaveis:

secundaria (afixadas

- modelo, dioptria e dimensionais do anel;

- lote;
- nimero de série;
- data de fabricacdo e validade.

no

Etiqueta a ser afixada no cartdo do paciente

Dados variaveis: modelo, dioptria e dimensionais do anel, lote
e nimero de série.

Dimensoes: 214,0 x 97,0 mm
Material: adesivo resina

(envelope) e a ser afixada no cartdo do paciente.

Layout: 200050003L Etiquetas Keraring SG Rev 00

Disposicao: afixadas na embalagem final (cartucho), inseridas no cartucho, na embalagem secundaria
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4.1.4 Cartdo do paciente:

NOLLNTOAS NI NOISIA

SODVHIdIW

IMPLANT IDENTIFICATION CARD

KERARING

INTRASTROMAL CORNEAL RING SEGMENT

e Layout: Cartdo do Paciente Keraring Rev 03

e Dimensdes: 80 x 95 mm

e Material: tinta preta em cartdo vitabianco, 325 g.
e Laminag&o: brilho

e Disposicdo: inserido no cartucho
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4.1.5 Cartucho:

[ MEDIPHACOS

MSION IN EVOLUTION

J MEDIPHACOS

ION IN EVOLUTION
[ ] ONE INTRACORNEAL FING SEGMENT
1 UM SEGMENTD DE ANEL INTRAGORNEAND
.0 WTRACORNEAL

N
ung
UNE

@) ===

M Faca

I Pantone BLACK C

Layout: 200020004 Cartucho Keraring Rev 05
Dimensoes (fechado): 96 x 26 x 145 mm
Dimens0es (aberto): 25,5 x 24,0 cm

Material: tinta preta em cartdo vitabianco, 325 g
Cores: 3x0

Laminac&o: brilho.

Pantones: pantone 8082 M e pantone Black C

4.1.6 Instrucéo de uso:

e Layout: IU Keraring Rev 08
e Disposicdo: inserida no cartucho

V. ANEXOS
Anexo | - EE EMB 14 Keraring (English version)
VI. REFERENCIAS

ABNT NBR ISO 13485/2016 - Itens: 4.2.1; 4.2.4 e 4.2.5.
ABNT NBR ISO 15223.1:2015

ANVISA RDC 16/2013 - Item: 5.2.

IPA GQA 08 - Controle de Embalagem e Material de Marketing
IPP EMB 03 - Alocacéo e Impressdo de Etiquetas

DET IC 35 - Lacre de Seguranca Estojo Keraring

Anexo | — EE EMB 14 Keraring (English version)
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Elaboration: Karine Lima | Review: Claudia Azevedo Approval: Marcelo Camargos | Date:
I REASON FOR REVIEW
Review Historic Date

- Adequacy of the title of the document and item 11. GOAL and Ill. SCOPE.
- Change of the cartridge layout in item 4.1.5 to the layout with the description of 31/Mar/2021

04 the bilingual symbols (200020004 Keraring Rev 05 cartridge)..
As proposed for amendment ID 25/2021
00 Initial issue. 08/Jan/2019
1. GOAL

Provide the specifications of the packaging and labeling used in the models of the Keraring intrastromal
corneal ring product (SI-5, SI-6, SG, AS-5, AS-6) under the scope of the CE marking.

I1l.  SCOPE

This document applies to the Quality and Cleaning of Implants, Packaging, Supplies, Logistics and
Quality Management and Regulatory Affairs sectors.

IV. TECHNICAL SPECIFICATIONS
4.1. Models and Specifications
4.1.1. Primary packaging label:

4.1.1.1 Symmetrical intrastromal ring

_ E_s MEDIPHACOS Variable data: Insert model
S5 = 515120 150p < and thickness
“ 8 E |ap:50mm
AL: 120°
- o, OP: 40380947 [« Variable data:
Insert OP number

Variable data: Insert
angle

e Layout: 200050026 Symmetrical Universal Keraring Case Label Rev 01
e Dimensions: 44,0 x 22,0 mm

e Material: Rubber couche
e Disposition: Affixed to the case.



MEDIPHACOS
EE EMB 14 - Keraring

Review 04
Page 2 of 8
4.1.1.2 Asymmetrical intrastromal ring
Variable data: Insert model
and thickness
2 ., |MEDIPHACOS
EE% ASS5-160 150/250C < bl data:
& 8 Z |AD:50mm AL:160° < Variable a‘lta' Insert
X |COUNTERCLOCKWISE < angle
e | 0P 4015535

T

Variable data:
Insert OP number

Variable data:
Ring direction (clockwise

or counterclockwise)

e Layout: 200050026 Asymmetric Universal Keraring Case Label Rev 01

e Dimensions: 44,0 x 22,0 mm

e Material: Rubber couche
o Disposition: Affixed to the case.

4.1.1.3 SG Intrastromal ring

Variable data: Insert

angle

e Layout: 200050026 Universal Keraring SG Case Label Rev 00

MEDIPHACOS
SG-330 40D <«

Inside

AL: 330° TK: 2304
ID: 5mm/ED:8,2mm
Rev. 00

Rull
Kenaring

1

and diopter

Variable data: Insert model

Variable data:

OP:4038947

e Dimensions: 44,0 x 22,0 mm

e Material: Rubber couche
o Disposition: Affixed to the case.

Insert OP number
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4.1.2. Primary packaging security seal
35mm .
— Fio da Faca
smm| (L) C I
amm I Il ][ I' i

(MDD e
L J ],_1
83mm |

Layout: 200030059 Security Seal Labels for Cases Rev 00
Dimension: 35,0 x 8,0 mm

Material: Clear Bopp

Adesivo: Acrilic

Disposicdo: Affixed to the cover and case body, as DET IC 35.
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4.1.3. Secondary, final and patient packaging labels:

4.1.3.1 Symmetrical intrastromal ring

EXP.DATE
28 oz S16-90 150 1] ( N
N | s o
SISAS0M150 Variable data:

- model, thickness and dimensions of the ring;
- batch;

- serial number (SN);

- manufacture and validity.

INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG c € >

APICAL DIAMETER : 50mm  ARC LENGTH: 90°
BASE WIDTH ;600 p 2460

@ 0000008544 A181902V2L 4022856
ANVISA: 10161000006 ] 190112018

RT: ALINE L. FREITAS - CRFMG 23364 Rev 05

~
MEDIPHACOS

S15-90 150 p \

MEDIPHACOS
S15-90 150 g

AD:5,0mm  [SH] 0000008544
AL:90* [0 A181902v2L

INTRASTROMAL CORNEAL RING SEGMENT, AD Smm, %0 DEG

MEDIPHACOS

S15-90 150 p
AD:5,0mm  [EH] 0000008544
aL:eo®  [oH A1s1902vaL

INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, %0 DEG

AD: 5,0mm  [SH] 0oooooes44
AL:90° 50 A181902v2L

INTRASTROMAL CORNEAL RING SEGMENT, AD 5, 90 DEG

MEDIPHACOS

S15-90 150 p
AD:50mm [SH] 0000008544
at:eoc  [Lod Ats1e02vaL

INTRASTROMAL CORNEAL RING SEGMENT, AD 5, % DEG

Labels sent to the customer (inserted in the cartridge)
Variable data:

- model, thickness and dimensions of the ring;
- batch;

MEDIPHACOS MEDIPHACOS
S15-90 150 p S15-90 150 p

AD:5,0mm  [SH] oooooossaa AD:50mm  [SH] 4

- serial number.

AL:90° [0 A181902v2L AL:90° =0 A181902vaL

HTRASTROMAL CORNEAL RING SEGNENT, AD 5mm, 90DEG  INTRASTROMAL CORNEAL RING SEGMENT, AD 5, 9 DEG

MEDIPHACOS
S15-90 150 p
AD:5,0mm  [SH] 0000008544

MEDIPHACOS
S15-90 150 4

AD:50mm  [SH] 00ooo0ssas
aL:go>  [of a1s1sozvaL  AL:s0®

[ Ats1s02vaL
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG INTRASTROMAL CORNEAL RING SEGMENT, AD Smm, 0 DE(

MEDIPHACOS 815-90 150 [0 i i
APICAL DIAMETER -5.0 mm  ARC LENGTH: 90° - Sec_ondary packaging label (affixed to the envelope)
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG § 8 Variable data:
[ ooooooeses L] atersozvat g 2 - model, thickness and dimensions of the ring;
PATIENT : o U _ batCh,
o .

o FHONE $5¢ & - serial number;

. £ 558 - date of manufacture and validity.
SURGEON: E E; > S
IMPLANT DATE IMPLANT EYE: RCJ L[] Sax @

Y

Label to be affixed to the patient's card (inserted in the
cartridge)

Variable data: model, thickness and dimensions of the ring, batch
and serial number.

e Layout: 200050003D Keraring Sl labels Rev 05

e Dimensions: 214,0 x 97,0 mm

e Material: resin adhesive

o Disposition: affixed to the final packaging (cartridge), inserted into the cartridge, the
secondary packaging (envelope) and to be affixed to the patient's card.
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4.1.3.2 Asymmetrical intrastromal ring

EXP.DATE
g 19/05/2022 A35-1 60 150/250 C @ 7
(01)07899330013889(17)220519(37)01(21)S0000003418

AS5160M15-25C

ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE, >
APICAL DIAMETER : 50mm ARCLENGTH: 160°
BASE WIDTH : 600 150 -2500
[sN] 0000003418 E171901v2L 4015535

ANVISA: 10161000006

o 1910612017

RT: ALINE L. FREITAS - CRFMG 23364 ceves
MEDIPHACOS MEDIPHACOS
AS5-160 150/250 C  AS5-160 150/250 C

AD:50mm [SH] 0000003418 AD:50mm [SH] 0000003418

AL:160°  [LT] E171901v2L AL:160° [0 E171901v2L
CCOUNTERCLOCKWISE CCOUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

AS5-160 150/250 C AS5-160 150/250 C

AD:50mm [SH] 0000003418 AD:50mm [SH] 0000003418

AL:160°  [Ladl E171901vaL aL:160°  [ad e171901vaL
COUNTERCLOCKWISE (COUNTERCLOCKWISE >
MEDIPHACOS MEDIPHACOS

AS5-160 150/250 C AS5-160 150/250 C

AD:50mm [SH] 0000003418 AD:50 mm  [SH] 0000003418

AL:160°  [LoT] E171901v2L  AL:1e0°  [LOT] E171901v2L
COUNTERCLOCKWISE COUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

AS5-160 150/250 C  AS5-160 150/250 C

AD:50mm [SH] 0000003418
aL:160°  [Ladl E171901vaL

COUNTERCLOCKWISE

AD:50mm  [SH] 0000003418 j

aL:160° o e171901vaL
(COUNTERCLOCKWISE

MEDIPHACOS |\

Ass-160 1501250 ¢ [[{NINI
GTH: 160 ° w,

Final packaging label (affixed to the cartridge)
Variable data:

- model, thickness and dimensions of the ring;

- batch;

- serial number (SN);

- manufacture and validity.

Labels sent to the customer (inserted in the cartridge)
Variable data:

- model, thickness and dimensions of the ring;

- batch;

- serial number.

Secondary packaging label (affixed to the envelope)
Variable data:

- model, thickness and dimensions of the ring;

- batch;

- serial number;

- date of manufacture and validity.

APICALDIAMETER :5,0 mm  ARC LENGTH : , o
ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE .u-,“: e w B
[E8] ooooo03a1s o] e171901vaL ] g g =
. % FE
PATIENT : ool
BIRTHDATE * PHONE - S8 e
aRE 2
ADDRESS - ITE. 8
- .go8 8
SURGEON: a a.wa - s
[ I}
IMPLANT DATE IMPLANT EYE: RCI L[] =g @/
Label to be affixed to the patient’s card (inserted in
the cartridge)

Variable data: model, thickness and dimensions of the ring,
batch and serial number.

e Layout: 200050003E Keraring AS labels Rev 04

e Dimensions: 214,0 x 97,0 mm
e Material: resin adhesive

e Disposition: affixed to the final packaging (cartridge), inserted into the cartridge, the secondary
packaging (envelope) and to be affixed to the patient's card.
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4.1.3.3 Intrastromal ring SG

EXP.DATE
2 amazes SG-160
{01)07899330009547 (17)251

INTRASTROMAL CORNEAL RING SEGMENT $G-160

350D @

0001

OPTICAL DIAMETER. 5,0 mm arcLenTh: s CE
THICKNESS: 230 460
0000000122 Lo1] L20z101vaL 4059314

ANVISA: 10161000006 -l 211212020 )
RT: ALINE L FRETTAS - CRFMG 23364 o
MEDIPHACOS MEDIPHACOS

SG-160 350D SG-160 350D \

AD:50mm  [SH] ooooooo122
AL:160°  [[ED Leoz1odvaL

INTRASTSOMAL CORMEAL RING SECMENT 45-180

MEDIPHACOS

$G-160 350D
AD:50mm  [SH] voooooo122
AL:160°  [IO] L202104vaL
WTRAITSCMAL CORMERL FIWG SECHENT 13160

MEDIPHACOS
SG-160
AD: 50 mm
AL:160 %

350D
[EH] vooovoo122
[0 L202101v2L

INTRASTROMAL CORMERL FING JEGMENT 16160

MEDIPHACOS
SG-160

ALD: 50 mm
AL:160*

350D

[EH] oooooon122
[0 L202101v2L

INTRASTROMAL CORMERL FING JEGMENT 16160

aD:50mm  [SH] ooooooo122
AL:160° [T Lzo2101vaL

INTRASTROMIAL CORMEAL RMG AEGMENT S5-180

MEDIPHACOS

S$G-160 350D
aD:50mm  [SH] ooooooo122
AL:1s0c IO Lzoz2101veL

IWTRAKTRMAL CCRNEAL RNG SEGUENT §5-160
MEDIPHACOS

S$G-160 350D
AD:50 mm  [SH] ooooo00122
AL:160°  [LoD L2o21o1va

INTRRSTROMAL CORNEAL RING JEGMENT $5-150

MEDIPHACOS

5G-160 350D
AD:50mm  [5H] ooooooo122
AL:160°  [IDD L202101vaL j

INTRRSTROMAL CORNEAL RING JEGMENT $5-150

SGER3IS0A160 >

Final packaging label (affixed to the cartridge)
Variable data:

- model, diopter and dimensions of the ring;

- batch;

- serial number (SN);

- manufacture and validity.

Labels sent to the customer (inserted in the cartridge)
Variable data:

- model diopter and dimensions of the ring;

- batch;

- serial number.

Secondary packaging label (affixed to the envelope)
Variable data:

- model, diopter and dimensions of the ring;

- batch;

- serial number;

- date of manufacture and validity.

MEDIPHACOS sG160 3500 ([N )
APICALDIAMETER 50 mm  ARCLENGTH: 160° w &
INTRASTROMAL CORNEAL RING SEGMENT 5G-150 g am 2
[sn] oooooo0122 L202101V2L @ HE 8
gd83
PATIENT : ¥ 55 @
BIRTHDATE : PHONE : § a ]
= 5
ADDRESS : £8E. g
& .28
SURGEON: 585"
Eico
IMPLANT DATE IMPLANT EVE: R L] sa=zl@l )

e

Label to be affixed to the patient's card (inserted in

the cartridge)

Variable data: model, diopter and dimensions of the ring, batch
and serial number.

e Layout: 200050003L Keraring SG Labels Rev 00

e Dimensions: 214,0 x 97,0 mm

e Material: resin adhesive

e Disposition: affixed to the final packaging (cartridge), inserted into the cartridge, the secondary
packaging (envelope) and to be affixed to the patient's card.
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4.1.4. Patient card:

NOLMTOAS NI NOISIA

SODVHJIAIW

IMPLANT IDENTIFICATION CARD

KERARING

INTRASTROMAL CORNEAL RING SEGMENT

e Layout: 200050012 Keraring Patient Card Rev 03
¢ Dimensions: 80 x 95 mm

e Material: black ink on vitabianco card, 325 g.

e Lamination: shine

¢ Disposition: inserted in the cartridge
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4.1.5. Cartridge:

gz
E 1
14
1
14
ws
YE

[ MERIPHACOS

MEDIPHACOS

EVOLUTION

‘ONE INTRACORNEAL RING SEGMENT
U1 SEGNENTO DE ANEL INTRACORNEANG
UN SEGMENTD DE AMLLO INTRACOR!
UNO SEGMENTO DI ANELLD|

m
UNE SEGMENT DE

I Faca

I Pantone BLACK C

e Layout: 200020004 Keraring Cartridge Rev 05
Dimensions (closed): 96 x 26 x 145 mm
Dimensions (open): 25,5 x 24,0 cm

Material: black ink on vitabianco card, 325 g
Colors: 3x0

Lamination: shine.

Pantones: pantone 8082 M and pantone Black C

4.1.6. Instruction for use:

e Layout: 200010006 1U Keraring Rev 08
e Disposition: inserted in the cartridge

V. ANNEXES
Not applicable.
VI. REFERENCES

ABNT NBR ISO 13485/2016 - Itens: 4.2.1; 4.2.4 e 4.2.5.
ABNT NBR ISO 15223.1:2015

ANVISA RDC 16/2013 - Item: 5.2.

IPA GQA 08 - Control of Packaging and Marketing Material
IPP EMB 03 - Label Allocation and Printing

DET IC 35 - Security Seal Labels for Cases Keraring



