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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

MEDIPHACGS Dado variavel: Inserir modelo
S15-120 150p < e espessura
AD: 5,0 mm
AL: 120° i
! Dado variavel:
R A Gp 40389‘4? |nserir no OP

Dado variavel: angulo

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

e Material: Couche borracha

o Disposicao: Afixada no estojo.
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4.1.1.2 Anel intraestromal assimétrico

MEDIPHACOS
AS5-160 150/250 C

AD: 50 mm AL: 160°
COUNTERCLOCKWISE

R OF: 4015535

Dado variavel: modelo e

espessura

A

Dado variavel: n°
OoP

EDIPHACOS

A

Dado variavel:
angulo

Dado variavel:
Sentido anel (horario
ou anti - horario)

Dado variavel: modelo e
espessura

6-320 150/250/150

Inside
)
= T

t6,8mm AL: 320" <

p—- (. OP: 4065042

e Layout: 200050026 Etiqueta Estojo Universal Keraring Assimétrico Rev 01

e Dimensoes: 44,0 x 22,0 mm
e Material: Couche borracha
e Disposicéo: Afixada no estojo.

4.1.1.3 Anel Intraestromal SG

Dado variavel: n°
OP

Pull
Keraring
Inside

|

MEDIPHACOS

Dado variavel:

angulo

5G-330 40D

AL:330° TK: 2304 "—l_

ID: 5mm/ED:8,2mm

Dado variavel: modelo e
dioptria

Dado variavel:
angulo

e op: 4038947 ¢

e Layout: 200050026 Etiqueta Estojo Universal Keraring SG Rev 00

e Dimensoes: 44,0 x 22,0 mm
e Material: Couche borracha
e Disposicéo: Afixada no estojo.

Dado variavel: n°
OoP
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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

C

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

SISASDMWSO

INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG

APICAL DIAMETER :

BASE WIDTH 1 600

[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

AL:90° [T A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG
MEDIPHACOS

S15-90 150 p

AD:50mm [SH] 0000008544

AL:90° [T A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG
MEDIPHACOS

S15-90 150 p

AD:5,0mm  [EH] 0000008544

AL:90° 3T A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG
MEDIPHACOS

S15-90 150 p

aD:50mm [SH ooooo0ss44

50mm ARCLENGTH: 90°

2460

AD:50mm [SH 0000008544

AL:90° 33 A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 0 DEG
MEDIPHACOS

S15-90 150 p

AD:50mm [SH 0000008544

~N

AL:90° 23 a181902vaL
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 30 DEG
MEDIPHACOS

S15-90 150 p

AD:50mm  [SH] 0000008544

AL:90° A181902v2L
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 0 DEG
MEDIPHACOS

S15-90 150 p

aD:50mm [SH 0000008544

'

Dados variaveis:

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

- nimero de série (SN);

-OP

- fabricacéo e validade.

Etiqueta da embalagem final (afixadas no cartucho)

Etiquetas encaminhadas ao cliente
cartucho)

Dados variaveis:

- modelo, espessura e dimensdes do anel;

- lote;

- ndmero de série.

(inseridas

no

aL:90°  [OI A181902veL  AL:90° [T Ats1902vaL j
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 30 DEG

™
MEDIPHACOS §15-90 150 HIIIIIIIIIIIIHII\IMI
APICAL DIAMETER :50 mm  ARC LENGTH: 90° , o
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG ] _“ - 5
[E5 ooooooss44 [LTT] A181902v2L g é g g
) -
PATIENT - o U
BIRTHDATE : PHONE : S . 3
2
.. as3eE B
ADDRESS - I<E, g
L og g
SURGEON: Ega5 8
Leg @

IMPLANT DATE mPLANT EYE: RCJ L] ax I 0l J

Y

Etiqueta da embalagem secundaria
envelope)

Dados variaveis:

- modelo, espessura e dimensdes do anel;

- lote;

- numero de série;

- OP;

- data de fabricacéo e validade.

(afixadas

no

Etiqueta a ser afixada no cartdo do paciente

(inserida no cartucho)

Dados variaveis: modelo, espessura e dimensdes do anel, lote e

numero de série.

Layout: 200050003 Etiqueta Zebra Autofit
Descricdo: Etiquetas Keraring SI Rev 05
Dimensdes: 214,0 x 97,0 mm

Material: adesivo resina

Disposicao: afixadas na embalagem final (cartucho), inseridas no cartucho, na embalagem secundéria

(envelope) e a ser afixada no cartdo do paciente.
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4.1.3.2 Anel intraestromal assimétrico

o peoe,  ASE-160 (
LT T

330013889(17)220519(37)01(21)S
AS5160M15 25C
ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE, >
APICAL DIAMETER : 50 mm ARCLENGTH: 160
BASE WIDTH ;600 150 - 250 u

[5N] 0000003418 4015535
ANVISA: 10161000006

2460

E171901V2L

- 1910612017

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

- modelo, espessura e dimensdes do anel;

- lote;

- nimero de série (SN);

- OP;

- 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 ao cliente
cartucho)

Dados variaveis:

- modelo, espessura e dimensdes do anel;

- lote;

- nimero de série.

(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 j

AL:160° [ E171901veL  AL:1e0c  [Lad E171901vaL
COUNTERCLOCKWISE (COUNTERCLOCKWISE
MEDIPHACOS AS5-160 1501250 C I\IIIIIIIIIIHIII||I\II\I\
APICAL DIAMETER :50 mm  ARC LENGTH: 160 ° w 8
ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE 83 ¥ S
w = § 2
[E ooooo03a1s [T e171901v2L ® 38k
. g == >
PATIENT : ool
BIRTHDATE - PHONE oR e
s 2
ADDRESS - £TE- 8
ego03 2
SURGEON: 8i°7 <2
(=]
IMPLANT DATE IMPLANT EYE: RCI LD = <<% @/

e

Etiqueta a ser afixada no cartdo do paciente

Dados variaveis: modelo, espessura e dimensdes do anel, lote e
namero de série.

Etiqueta da embalagem
envelope)

Dados variaveis:

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

- nimero de série;

- OP;

- data de fabricacdo e validade.

secundaria (afixadas

no
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A LR VTY 150/250/150 [
09330199569(17)251019(30)01(21)300
AS5320M152515

INTRASTROMAL CORNEAL RING - SINUSOIDAL THICKNESS PROGRESSION
APICAL DIAMETER : 5,7 mm ARCLENGTH: 320°

BASE WIDTH : 700 150 -250 - 150 y 2460
@ 0000000244 J201901V2L 4057526

ANVISA: 10161000006 1 1911012020

RT: ALINE L. FREITAS - CRFMG 23364

Rev 04

MEDIPHACOS MEDIPHACOS 7
AS5-320 150/2501150  AS5-320  150/250/150
AD:6,7mm [SH] 0000000244 AD:5,7mm  [SH] 0000000244 \
AL:s20¢ [og] s201s01veL ALis20c [ J201901vaL
MEDIPHACOS MEDIPHACOS

AS5-320 150/2501150  AS5-320  150/250/150
AD:57mm [SH] 0000000244 AD:5,7mm  [SH] 0000000244
AL:s20°  [og] v201901veL  AL:s20° [Lod] J201901vaL
MEDIPHACOS MEDIPHACOS

AS5-320 150/2501150  AS5-320  150/250/150

AD:57mm  [SN] 0000000244 AD:57mm  [SN] 0000000244

AL:320° [0 J2ote01vaL  AL:320°  [I3R] J201901vaL
MEDIPHACOS MEDIPHACOS
AS5-320 150/250150  AS5-320 150/250/150

AD:57mm [SH] 0000000244 AD:57mm [SH] 0000000244

AL:320°  [LoT] J201901vaL AL:s20° [ J201901V2L/
MEDIPHACOS AS5-320 15012501150
APICAL DIAMETER :5,7 mm  ARCLENGTH: 320° i )
INTRASTROMAL CORNEAL RING - SINUSOIDAL THICKNESS PROGRES! &4 1 ",
] 9
[=n] 0000000244 [LoT] y201901vaL R8s
e = =
E T £ 2
PATIENT - M |:| >
BIRTHDATE - PHONE - S g
ADDRESS - T 3E.
Leo~g
SURGEON: o308
weo
IMPLANT DATE . MPLANT EYE: RCI L[ E<xx )

YT

Etiqueta a ser afixada no cartdo do paciente

Dados variaveis: modelo, variagao da espessura e dimensdes do
anel, lote e nimero de série.

e Layout: 200050003 Etiqueta Zebra Autofit

e Descricdo: Etiquetas Keraring AS Rev 04

e Dimensdes: 214,0 x 97,0 mm

e Material: adesivo resina

e Disposicdo: afixadas na embalagem final (cartucho),

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

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

- modelo, variacdo de espessura e dimensdes do anel;

- lote;

- nimero de série (SN);

- OP;

- fabricacéo e validade.

Etiquetas encaminhadas ao cliente (inseridas no
cartucho)

Dados variaveis:

- modelo, variacdo da espessura e dimensdes do anel;

- lote;

- nimero de série.

Etiqueta da embalagem secundaria (afixadas no
envelope)

Dados variaveis:

- modelo, variacéo da espessura e dimensdes do anel;

- lote;

- numero de série;

-OP

- data de fabricacéo e validade.

inseridas no cartucho, na embalagem secundaria
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4.1.3.3 Anel intraestromal SG

EXP.DATE

= om0z SG-330 350 D

AT A (@

SGA330 D35M300 >

INTRASTROMAL CORNEAL RING SEGMENT SG-330 DEG
INTERNAL DIAMETER: 4,7 mm ARC LENGTH: 330° c €

THICKNESS: 300 p BASE WIDTH: 1750 2480

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

- modelo, dioptria e dimensoes do anel;

- lote;

- nimero de série (SN);

- OP;

- fabricacdo e validade.

[sn] oooo000004 G222107V2L 4075424

ANVISA: 10161000006 ol 20mz022 )
RT: ALINE L. FREITAS - CRFMG 23364 o
MEDIPHACOS MEDIPHACOS

S$G-330 350D S$G-330 350D \

ID :47mm [SN] 0000000004
AL:330° [0T] G222107V2L

INTRASTROMAL CORNEAL RING SEGMENT SG-33 DEG

ID :4,7mm [SN] 0000000004
AL:330° [0 G222107v2L

INTRASTROMAL CORNEAL RING SEGMENT S6-330 DEG

MEDIPHACOS MEDIPHACOS

S$G-330 35,0D
ID :47mm [SN] 0000000004
AL:330°  [Lo7 G222107vaL

INTRASTROMAL CORNEAL RING SEGMENT $6-330 DEG

S$G-330 350D
D :47mm [SN] 0000000004
AL:330°  [[OT] G222107v2L

INTRASTROMAL CORNEAL RING SEGMENT S6-330 DEG

MEDIPHACOS
SG-330 350D
ID :47mm [SN] 0000000004

MEDIPHACOS
SG-330 350D
ID :47mm [SN] 0000000004

Etiquetas encaminhadas ao cliente
cartucho)

Dados variaveis:

- modelo, dioptria e dimensoes do anel;

- lote;

- nimero de série.

(inseridas no

AL:330°  [Lof] G222107v2L
INTRASTROMAL CORNEAL RING SEGMENT SG-33) DEG

AL:330°  [LOT] G222107v2L
INTRASTROMAL CORNEAL RING SEGMENT SG-330 DEG

MEDIPHACOS
S$G-330 350D

ID:47mm [SN] 0000000004
AL:330°  [L0T] G222107vaL

INTRASTROMAL CORNEAL RING SEGMENT $G-33) DEG

MEDIPHACOS

SG-330 350D
D :47mm [SN] 0000000004
AL:330°  [Lo7 G222107vaL
INTRASTROMAL CORNEAL RING SEGMENT SG-33 DEG

\
MEDIPHACOS $G-330 3500 [N
INTERNAL DIAMETER : 4,7 mm  ARC LENGTH: 330 ° g
INTRASTROMAL CORNEAL RING SEGMENT SG-330 DEG 3 QVR S
[SN] 0000000004 [LoT] G222107v2L v 8§
PATIENT : ¥ =R >

(]

BIRTHDATE : PHONE 8= &
ADDRESS : E 3% -
SURGEON: 8 5*’3 s
IMPLANT DATE IMPLANTEYE: RCJLC] = 922 @/
_ J

Etiqueta a ser afixada no cartdo do paciente

Dados variaveis: modelo, dioptria e dimensdes do anel, lote e
nUmero de série.

Layout: 200050003 Etiqueta Zebra Autofit
Descricdo: Etiquetas Keraring SG Rev 00
Dimensoes: 214,0 x 97,0 mm

Material: adesivo resina

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

Etiqueta da embalagem
envelope)

Dados variaveis:

- modelo, dioptria e dimensoes do anel;
- lote;

- nimero de série;

- OP;

- data de fabricacdo e validade.

secundaria (afixadas

no

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

soovHdiaaw D

b - g e
O G A LA W w——— W

<1 LR T

VN —— N S v el e peeas

IMPLANT IDENTIFICATION CARD
CARTAO DE IDENTFICACA O DE IMPLANTSE

KERARING

INTHASTROMAL CORNEAL RING SEGMENT
SEGMENTO DE AMEL CORNEAN O INTRASTROMAL

e Layout: 200050012 Cartdo Paciente Keraring Rev 04
e Dimensdes: 80 x 95 mm

e Material: tinta preta em cartdo vitabianco, 325 g.

e Laminag&o: brilho

e Disposicao: inserido no cartucho

e Pantones: 8062 C, 7633 C e Black C
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4.1.5 Cartucho:

HOWITENN MOBW

soovHdidaw [ S
woo"soaeydipaw AN - J2B.E ° G LE-G/S0E

DI * FIWCTHOH DR * ££L WIPRIEND WNAGIS) 90 W

0E7L000/S8E"BEE"LE TdND

/5 SE0Ip SELanpUY soomydipayy AQ pauniaejnueyy Auad opEogE

£ MEDIPHACOS

VISION IN EVOLUTION

£ MEDIPHACOS

VEION IN EVOLUTION

MEDIPHACOS

ASION IN EVOLUTION

ONE INTRACORNEAL RING SEGMENT
UM SEGMENTO DE ANEL INTRACORNEAND
UN SEGMENTO DE ANILLO INTRACORNEAL

UND SEGMENTO DI ANELLO INTRACORNEALE
UNE SEGMENT DE ANNEAUX INTRA-CORNEENS

D

ponor s oonon eoreraxe qgfC/] e oA
NAD REUTLRZAR NAQ REESTERILIZE UIMITE DE TEMPERATURA

(A A\ o

ACCOMPAYING DOCUMENTS
COMSLLTINSTRUCTIONS FORLUSE  syprqL ieD LG ETHYLENE GHIOE PARA PRECAUCEES, CONSULTE
COMSLILTE A INSTAUCAQ DE LSO ESTER PPADO POR G500 DE ELENG INSTRUCAD DE USO

[l Pantone BLACK G

Layout: 200020004 Cartucho Keraring Rev 06
Dimensdes (fechado): 96 x 26 x 145 mm
Dimensdes (aberto): 25,5 x 24,0 cm

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

Laminacao: brilho.

Pantones: 8062 C, 7633 C e Black C
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4.1.6 Instrucéo de uso:

e Layout: 200010006 IFU Keraring Rev 10
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 ¢ 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 Impresséo de Etiquetas

DET IC 35 - Lacre de Seguranga Estojo Keraring

Anexo | — EE EMB 14 Keraring (English version)
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Elaboration: Maria Clara Almeida| Review: Karine Lima Approval: Claudia Azevedo Implementation
N ) A1 i Date:
‘-J\C,‘\w(/\ ['. QA N TYULALKA k&k?/“l th - L/‘
U - Dec 21, 2021
I REASON FOR REVIEW
Review Historic Approval
Date
Changed the version of item 200010006 IFU Keraring.
08 According to the proposed amendment ID 324/2021. Dec 20, 2021
No training required as the packaging specification has just been updated.
00 Initial issue. Jan 08, 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.

I11.  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

a E‘_s MEDIPHACOS Variable data: model and
EF T 515120 150p < thickness
- 8 £ |AD:50mm
AL: 120°
- |5 A OP: 4038947 |« Variable data: OP
number

Variable data: 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.
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4.1.1.2 Asymmetrical intrastromal ring
Variable data: model and
thickness
2 ., |MEDIPHACOS
iﬁ% AS5-160 150/250C <« ble data: anl
& S S |AD:50mm AL:160° < Variable data: angle
X |COUNTERCLOCKWISE <
- ... 0P 4015535
T Variable data:
Variable data: OP Ring direction (clockwise
number or counterclockwise)
Variable data: model and
_ P MEDIPHACOS I_ thickness
X E ASE-320 150/250/150
"‘E E |AD:68mm AL: 320° E
e | OF:- 4065042 Variable data: angle

Variable data: OP
number

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: model and

Variable data: angle 5 MEDIPHACOS
ZTE[SG-330 40D <

S-oENAL: 330° TK: 2304

»~ " |ID: 5mm/ED:8,2mm

diopter

Variable data: OP

P 1790 op- 4038947 |«

e Layout: 200050026 Universal Keraring SG Case Label Rev 00
e Dimensions: 44,0 x 22,0 mm

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

number
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4.1.2. Primary packaging security seal
35mm ;
“mm Fio da Faca
8mm N i
e I I ] [ I i

(MDD e
minmmemnnmi
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
25 1oz ©16-90 150 d ( A
T o RS e e
SISA90M150 Variable data:

INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG - model, thickness and dimensions of the ring;
APICAL DIAMETER : 50mm ARCLENGTH: 90° _ batCh

BASE WIDTH : 600p 2460 i

[S8] ooooo0ssas A181902v2L 4022656 - serial number (SN);

ANVISA; 10161000006 1 1910172018 -OpP o

RT: ALINE L. FREITAS - CRFNG 23364 cevos - manufacture and validity.

~

MEDIPHACOS MEDIPHACOS \

S15-90 150 p S15-90 150 p

AD:50mm [SH 0000008544
AL:90° [0 A181902vaL

HTRASTROMAL CORNEAL RING SEGNENT, AD 5mm, %0 DEG

MEDIPHACOS

S15-90 150 p
AD:5,0mm  [SH] 0000008544
aL:eoc [ A1s1902vaL

HTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 40 DEG

MEDIPHACOS

S15-90 150 p
AD:5,0mm  [EH] 0000008544
AL:9oc [T ats1902vaL

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

MEDIPHACOS

S15-90 150 p
AD:5,0mm  [EH] 0000008544
aL:90°  [od ats1902vaL

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

AD:50mm  [SH] 0000008544
AL:90° =0 A181902vaL

INTRASTROMAL CORNEAL RING SEGMENT, AD 5, 9 DEG

MEDIPHACOS

S15-90 150 p
AD:50mm  [SH] 0000008544
aL:goc  [I Ats1e02vaL

INTRASTROMAL CORNEAL RING SEGMENT, AD 5, 90 DEG

MEDIPHACOS
S15-90 150 4

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

- model, thickness and dimensions of the ring;

- batch;

- serial number.

aD:50mm [SH 4

AL:90° 50 A181902v2L

INTRASTROMAL CORNEAL RING SEGMENT, AD 5, 90 DEG

MEDIPHACOS
S15-90 150 p
AD:s0mm [SH] 0000008544

AL:90° = A1swguzszqj

INTRASTROMAL CORNEAL RING SEGMENT, AD 5, 9 DE(

MEDIPHACOS S15-90 150 MmN
APICAL DIAMETER :5,0 mm  ARC LENGTH: 90°¢ w 8
INTRASTROMAL CORNEAL RING SEGMENT, AD 5mm, 90 DEG 2 .7, 8
Rl 0000008544 [L5T] Ats1902vaL § 8 g
s

PATIENT .
BIRTHDATE PHONE 9. 3
- a3E 2
ADDRESS : ITE, §
. & oo 8
SURGEON a §Z =
IMPLANT DATE IMPLANT EYE: RCJ L[] =ax< @

Y

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

- model, thickness and dimensions of the ring;

- batch;

- serial number;

-OP

- date of manufacture and validity.

cartridge)

and serial number.

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

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

Layout: 200050003Etiqueta Zebra Autofit

Description: Keraring Sl labels Rev 05

Dimensions: 214,0 x 97,0 mm

Material: resin adhesive

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

1052022 ASH6-160
(01)07899330013889(17)22
AS5160M15-25C

ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE,
APICAL DIAMETER : 50mm ARCLENGTH: 160° c
BASE WIDTH : 600 150 - 250 u

@l 0000003418 E171901V2L 4015535

ANVISA: 10161000006

519(37)01(21)S0000003418

0

2460

1] 19/05/2017

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

aD:50mm [SH] oooooo3a1s AD:50mm [SH] 0ooooo3ats

aL:160° [T E171901vV2L aL:160° [0 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°  [od E171901v2L ac:1e0°  [od e171901va
COUNTERCLOCKWISE COUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

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

AD:50mm [SH] ooooo0341s AD:50mm [SH] 0oooo03a1s

aL:160° [Tl E171901v2L AL:160°  [[o7 E171901vaL
CCOUNTERCLOCKWISE CCOUNTERCLOCKWISE

MEDIPHACOS MEDIPHACOS

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

aD:50mm [SH] oooooo3a1s

aL:160° [T E171901va2L aL:160°  [oD E171901vaL

COUNTERCLOCKWISE COUNTERCLOCKWISE

MEDIPHACOS
APICAL DIAMETER :5,0 mm

ARC LENGTH: o w8
ASYM RING SEGMENT- COUNTERCLOCKWISE THICKNESS INCREASE @@, §
[SEl oo00003418 [=1] e171901v2L 8 g8 E
PATIENT - 8 2 =g
w o1 = (8
BIRTHDATE - PHONE - Sg 2
2 3
: age 2
ADDRESS : TPE- 8
&3 8
SURGEON: 32s< S
g ﬂﬂ - @

IMPLANT DATE IMPLANT EYE: RL L[] <<

e

p
©

AD:50mm [SH] 00ooo03a1s j

AS5-160 150/250 C I\IIIIIIIIIIHIIIIIIMI\
GTH: 160° w

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

- model, thickness and dimensions of the ring;

- batch;

- serial number (SN);

- OP;

- manufacture and validity.

Variable data:

- batch;
- serial number.

> - model, thickness and dimensions of the ring;

Labels sent to the customer (inserted in the cartridge)

Variable data:
- model, thickness and dimensions of the ring;
- batch;

> - serial number;

- OP;
- date of manufacture and validity.

Secondary packaging label (affixed to the envelope)

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.
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o oo AS5-320 ﬂ
|\|I||||||||||I|\I|||||I|I|||\|||I\||\\HIIII|||||HII|I\\|I||||||||||||\|I||\II\I AL

09330199569(17)251019(30)01(21)S00

A85320M152515

INTRASTROMAL CORNEAL RING - SINUSOIDAL THICKNESS PROGRESSION

APICAL DIAMETER :

BASE WIDTH - 700 4
[s8] ooo00000244

ANVISA: 10161000006
RT: ALINE L. FREITAS - CRFMG 23364

MEDIPHACOS
AS5-320 15012501150

AD:57mm [SH] 0000000244
AL:320°  [Lo7] y201901vaL

MEDIPHACOS
AS5-320 15012501150

AD:57mm [SN] 0000000244
AL:320°  [Lof Jz01901vaL

MEDIPHACOS
AS5-320 15012501150

AD:57mm [SN] 0000000244

J201901vaL

57mm ARCLENGTH: 320°

150 -250 -150 p  2a80
4057526

el 191102020

Rev 04

MEDIPHACOS
AS5-320 15012501150

AD:57mm [SH] 0000000244
AL:s20°  [og] s201901vaL

MEDIPHACOS
AS5-320 15012501150

AD:57mm [SN] 0000000244
aL:320°  [Lof J201901vaL

MEDIPHACOS
AS5-320 15012501150

AD:57mm [SN] 0000000244

AL:320°  [CO7] J201901vaL AL:320° [ J201901vaL
MEDIPHACOS MEDIPHACOS

AS5-320  150/250/150 AS5-320  150/250/150
AD:57mm [SN] 0000000244 AD:57mm [SN] 0000000244
AL:320°  [Lof Jz01901vaL aL:320°  [Lof J201901vaL
MEDIPHACOS AS5-320 15012501150

APICAL DIAMETER :5,7 mm

ARC LENGTH: 320°
INTRASTROMAL CORNEAL RING - SINUSOIDAL THICKNESS PROGRES: N |

82 48
[sa] 0000000244 [e1] J201901vaL ',; s 8
o = T
PATIENT - + - =
7 ?‘ ! D
BIRTHDATE - PHONE SE
S¢
ADDRESS - T2E.
Lor~g
SURGEON: 8w
wO
IMPLANT DATE : IMPLANT eYE: R LT <3

YT

—

J

Label to be affixed to the patient's card

Variable data: model, variation of ring thickness and
dimensions. lot and serial number.

Layout: 200050003 Etiqueta Zebra Autofit
Description: Keraring AS labels Rev 04
Dimensions: 214,0 x 97,0 mm

Material: resin adhesive

Disposition: affixed to the final packaging (cartridge), inserted into the cartridge, the secondary

Final packaging label (attached to cartridge)
Variable data:

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

- serial number (SN);

- OP;

- manufacture and validity.

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

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

- batch;

- serial number.

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

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

- batch;

- serial number;

-OP

- date of manufacture and exniration date.

packaging (envelope) and to be affixed to the patient's card.
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5 EXP.DATE
21/07/2027

INTRASTROMAL CORNEAL RING SEGMENT SG-330 DEG
ARC LENGTH: 330°

BASE WIDTH: 1750 p
G222107v2L

INTERNAL DIAMETER: 4,7 mm
THICKNESS: 300 p

[sN] 0000000004

ANVISA: 10161000006
RT: ALINEL. FREITAS - CRFMG 23364

MEDIPHACOS
S$G-330 350D

ID:47mm [SN] 0000000004
AL:330° G222107V2L

INTRASTROMAL CORNEAL RING SEGMENT SG-3% DEG

MEDIPHACOS

S$G-330 350D
ID:47mm [SN] 0000000004
AL:330°  [o7] G222107v2L

INTRASTROMAL CORNEAL RING SEGMENT SG-3% DEG

MEDIPHACOS

SG-330 35,0D
ID:47mm [SN] 0000000004
AL:330°  [L0T] G222107v2L

INTRASTROMAL CORNEAL RING SEGMENT SG.3% DEG

MEDIPHACOS

SG-330 350D
ID:47mm [SN] 0000000004
AL:330°  [LoT] G222107v2L

INTRASTROMAL CORNEAL RING SEGMENT SG-33) DEG

S$G-330

AP A0

4.1.3.3 Intrastromal ring SG

350D

R

SGA330D35M300

C€

2460

4075424
1] 2110712022

Rev 00

MEDIPHACOS
S$G-330 350D

ID :4,7mm [SN] 0000000004
AL:330° G222107V2L

INTRASTROMAL CORNEAL RING SEGMENT SG-3%0 DEG

MEDIPHACOS

SG-330 350D
ID :4,7mm [SN] 0000000004
AL:330 ° G222107V2L

INTRASTROMAL CORNEAL RING SEGMENT SG-3%0 DEG

MEDIPHACOS

SG-330 350D
ID :4,7mm [SN] 0000000004
AL:330° G222107V2L

INTRASTROMAL CORNEAL RING SEGMENT SG.3%0 DEG

MEDIPHACOS

SG-330 350D
D :47mm [SN] 0000000004
AL:330° G222107V2L

INTRASTROMAL CORNEAL RING SEGMENT 633 DEG

MEDIPHACOS $G-330 3500 [[HINANMIG)
INTERNAL DIAMETER: 4,7 mm  ARC LENGTH : 330 ° g
INTRASTROMAL CORNEAL RING SEGMENT SG-330 DEG 3 a",_ 5
[Sn] 0000000004 [LoT] G222107v2L B == g
8 ==
PATIENT . i [E]
BIRTHDATE PHONE ge g
ADDRESS SsE. g
.. ~88
SURGEON 8 gv © 8
IMPLANT DATE IMPLANTEYE: RCJL] = 922 &)

>

J

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

- model, diopter and dimensions of the ring;

- batch;

- serial number (SN);

- OP;

- 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;

- OP;

- date of manufacture and validity.

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.

Layout: 200050003 Etiqueta Zebra Autofit

Description: Keraring SG Labels Rev 00
Dimensions: 214,0 x 97,0 mm
Material: resin adhesive

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:

soovHdiaaw D

&

B e N o
G IR A LLL SN et -F
LR T
9N ——— T S———" 54 el v

IMPLANT IDENTIFICATION CARD
CARTAO DE IDENTFICACA O DE IMPLANTSE

KERARING

INTHASTROMAL CORNEAL RING SEGMENT
SEGMENTO DE AMEL CORNEAN O INTRASTROMAL

e Layout: 200050012 Keraring Patient Card Rev 04
e Dimensions: 80 x 95 mm

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

e Lamination: shine

o Disposition: inserted in the cartridge

e Pantones: 8062 C, 7633 C and Black C
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4.1.5. Cartridge:

HOWTDA MBI
Wo9"S008uHIPILI MMM
DN * S3U0ZHOH OPE * LLL BPRIELD

soovHdidaw B e

/6 seopaN Sepsnpuy soowpayy AR pRunaeinusyy /iod opEsqes

£ MEDIPHACOS

VISION IN EVOLUTION

3 MEDIPHACOS

VEION IN EVOLUTION

MEDIPHACOS

AISION IN EVOLUTION

UN SEGMENTO DE ANILLO INTRACORNEAL
UND SEGMENTO DI ANELLO INTRACORNEALE
UNE SEGMENT DE ANNEAUX INTRA-CORNEENS

ONE INTRACORNEAL RING SEGMENT
UM SEGMENTO DE ANEL INTRACORNEAND
e

ooncrmsareme 4gfC/] e resenanne
i sezTeRRE pere o resERATURA

3] N
I

O loss iyt

EOASULTEASTAUGIODE LS £5TERRZALX) POR SKIDG DE ETENG NSTRUGAS DE USa

B Pantone BLACK G

Layout: 200020004 Keraring Cartridge Rev 06
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: 8062 C, 7633 C and Black C
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4.1.6. Instruction for use:

e Layout: 200010006 IFU Keraring Rev 10
o 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



