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Topics:

1. Strategies taken by the mexican goverment to streamline the
process and reduce the regulatory burden.

2. Approval Requirements for the Ordinary Lane and Authorized Third
Parties

3. Approval Requirements for the Equivalence Agreement FDA/HC
4. Approval Requirements for the Equivalence Agreement Japan
5. Agreement for Low Risk Medical Devices
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Constitution of the Mexican United States

General Health Law (LGS)
Regulation of Heatlh Products (RIS)

Pharmacopoeia of the Mexican United States (FEUM)

Official Mexican Norms
Agreements

Guidelines
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STRATEGIES TAKEN BY THE MEXICAN GOVERMENT TO
STREAMLINE THE PROCESS AND REDUCE THE REGULATORY
BURDEN ON THE APPROVAL OF MEDICAL DEVICES IN MEXICO
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Mexico has a Traditional Line to submit a medical devices dossier with the necessary
information to comply with the Mexican Law, however, in the last 4 years strategies were
designed to streamline the process and reduce the regulatory burden on the approval of

medical devices :
 Equivalence Agreement FDA/HC (30 business days to obtain a Response)
» Equivalence Agreement with Japan (30 business days to obtain a Response)

» Agreement for Low Risk Medical Devices (reduce the regulatory burden for medical devices
consider in Mexico to have Low Risk)

 Authorized Third Party (15 business days to obtain a Response, Pre-review)
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REQUIREMENTS FOR THE APPROVAL OF MEDICAL DEVICES BY
THE TRADITIONAL LINE AND AUTHORIZED THIRD PARTIES
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SECRETAR |

ADMINISTRTIVE REQUIREMENTS:

1. Registration Application Form.
2. Proof of Payment of fees (Class I, Il or Ill, as appropriate)

3. Copy of Notice of Reatil Operation in Mexico and Copy of Notice of
Health Responsible.

Coefepris[ 3>
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GENERAL REQUIREMENTS

Brand Name

Generic Name

Intended of Use.

Description of the Medical Device.
Category (art. 262 L.G.S.)

Class I, Il or Ill (Art. 83 RIS)
Presentations (including codes and description)

Project Tag according to the established in the NOM-137-SSA1-2008,
“Labeling Medical Devices”



발표자
프레젠테이션 노트
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SCIENTIFIC AND TECHNICAL INFORMATION

e |nsert of Use:

v'Description, intended of use, components, storage, warnings
contraindications, adeverse events, etc.

When all fails.
read the insert of

e Opetrational Manual

v'Description, intended of use, components, operation,
calibration, warnings, etc.


발표자
프레젠테이션 노트
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SCIENTIFIC AND TECHNICAL INFORMATION:

Technical Drawings or diagram of functional parts
= The drawing need to contain the material specifications and indicate
the parts that come into contact with the patient

eMedical Devices with a Formula:
Quali-quantitative Formula

* Raw Material :

Information of the Active Ingredient that includes the chemical name, generic,
physical and chemical structure, especifications, certificate of Analysis for the
Raw Materials to demostrate that ensures the safety of the product.


발표자
프레젠테이션 노트
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SCIENTIFIC AND TECHNICAL INFORMATION:

eManufacturing Flow Chart

«Certificate of Analysis of the product It's the report with results for a specific
batch number(serial number) of the product, this document has to correlate
with the Final release specifications and prove the safety and efficacy of the
product, the CoA needs to be submitted on letterhead, signed by the person |
responsible of the quality (in the manufacturing site) and with translation to
Spanish.



발표자
프레젠테이션 노트
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SCIENTIFIC AND TECHNICAL INFORMATION:

 Description of the sterility process
— Complete Sterelization Process Protocol
— Complete Protocol Validation for the Sterilization Process.
— Certificate of Sterilization

e Stability

— Complete Stability Studies in real time and accelerated, Issued by the
manufacturer with wich endorses expiration date.

» Complete reports of biocompatibility studies conducted to the product
or raw materials of the product, if applicable.
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SCIENTIFIC AND TECHNICAL INFORMATION:
 Packaging information: Technical information regarding the packaging material
(Primary and Secondary)
— Must present the hermeticity test for sterile Medical devices in contact with the patient
 Report of Technolvigilance: information on adverse events that have been
Introduced during marketing or use, issued by the manufacturer on letterhead,

signed by the person responsible of product quality (Manufacturing Site) with a
simple Spanish translation.

e Complete clinical studies and a copy of the publication.
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LEGAL DOCUMENTS

 QOriginal or certified copy of the Free Sale Certificate issued by the health
authority of the country of origin, which guarantees the product to be registered
(and their codes), legalized (Apostille / consularized) and translated into
Spanish (Legal translation).

14


발표자
프레젠테이션 노트
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FREE SALES CERTIFICATE .

1. Country:  REPUBLIC OF
This public document
2. has been signed by
3. acting in the capacity of NOTARY

1 4. bears the seal/stamp of

Certified
at 6. M JUNE tm
by
No. s OF 27

1. Authenticated
(Apostille/Consularized).

CERTEKATE 0 FOREIGN DOVERRMENT

o 4o g

g f st e ot 45 v
g g gy

. g 2t

Seal/Stamp 10. Signature

2. Legal translation

COUSTY OF MONTGOMERY
STATE OF MAVLAND

e e B et g,

3. Original or Certified Copy
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LEGAL DOCUMENTS

e Original or certified copy In original Certificate of Good
Manufacturing Practices (ISO 13485, CE Mark) that endorses the
actual manufacturing sites, duly legalized (Apostille / consularized)
and translated into Spanish (Legal translation).
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CERTIFICATE OF GOOD MANUFACTUTING PRACTICES

CERTIFICATE

A OO XX 00K XXX
RS LAR 00000000 8 0001

= CERTIFICAT

1. Authenticated
(Apostille/Consularized).

hereby centiias that
A AN XN NNAX
b 0.6, 6.0.6.0.0.9.0.9.0.5.6. 8.9, 9.4
AU N XN XN N XY NNNNXY

Pl mm d 8 HWWWMMM
im acc e with:

ISO 13485:2003

- CEPTHO®UKAT - CERTIFICADO

2. Legal translation

The scope of this Quality Managemant Systam includes

AOOCRN OO XY OO X NN X XXX
AN KR XX XXOOOOXKIRN XXXX XX
AR NN OO XXX XXX

3. Original or Certified Copy
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LEGAL DOCUMENTS

 QOriginal or certified copy of the Letter of Representation issued by the manufacturer's
letterhead and signed sheet. It is very important that this letter specify that the Distributor in
Mexico will market, distribute, import, and make the necessary arrangements with COFPRIS,
and if necessary to be authorized renaming him or the products, properly legalized (Apostille /
Consularization) and translated into Spanish (Legal translation)
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SECRETARLA DE SALLILY

LETTER OF REPRESENTATION

1. Authenticated
(Apostille/Consularized).

2. Legal translation

3. Original or Certified

Copy

conkbra Hiesgos Samndoricos

=

APOSTILLE

{Convention de la Haye du 5 Octobre 1961)

1. Country:  REPUBLIC OF

HEerEErariesusesreareaatsrasesan s Teasa e ae o TEY
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EQUIVALENCE AGREEMENT FDA/ HEALTH CANADA

.

Canada
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ORIGIN OF THE APPROVAL

g Class1

i Class 2

s 1
I Y g

@
s

i Class 3

(©
O
(©
C
©
O
-
fis
(©
)
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g Class 4

Impotant: Class 1 of Health Canada is Not
included in this Agreement


발표자
프레젠테이션 노트
El primer pasoes determinar que clasificación que le corresponde al dispositivo que se pretende registrar, DE ACUERDO AL PAÍS DONDE SE ENCUENTRA AUTORIZADO


© N o O

Registration Application Form.
Proof of Payment of fees (Class I, Il or lll, as appropriate)

Copy of Notice of Reatil Operation in Mexico and Copy of Notice of Health
Responsible.

Project Tag according to the established in the NOM-137-SSA1-2008,
“Labeling Medical Devices”

Insert of Use / Operational Manual
Certificado de Analisis wf >,
Letter of Representation l\j e
Monography (Technical and Scientific Information)
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MONOGRAPHY

Brand Name

Generic Name

Intended of Use.Description of the device

Presentations (including codes and description)

Technical Drawings or diagram of functional parts/ Formula Quali-Quantitative
Specifications of the product

Manufacturing Flow Chart

The intended of use and the
Description of the Device must Health Canada
www_hc-sc.gc.ca

correspond to those authorized by FDA/HC

NOo Ok wdE
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MONOGRAPHY

8. Summary of the Biocompatibility Studies.
Que incluya:

Protocol

Methodology

Results

Conclusions

Report Number and Date
Especify if the studie was made for the final product or for each raw material.

ook owdE



SALUD | {8 Cpfepris[3>

MONOGRAPHY

9. Sterilization Method: ESTERIL I :I
ESTERILI H'

o Summary of the Sterilization Method.
o Summary of the Sterility Validation Process
 Conclusions.

10. Packaging information: Technical information regarding the pa i N
material (Primary and Secondary) 1 -
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WONOGRAPHY

11. Stability Studies (Shelf Life):

— Summary with Results of the studies made in real time and/or accelerated that demostrate the shelf
life proposed by the manufacturer

 Methodology
» Results
e Conclusions
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MONOGRAPHY

12. Clinical Studies. (Current)

— Studies of Security and Efficacy:
« Summary and conclusions of the published clinical studies.

13. Bibliography
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SPECIFIC REQUIREMENTS FOR MEDICAL DEVICES
FOOD & DRUG ADMINISTRATION (FDA)
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 Certificate to Foreign Goverment - CFG

Including ALL the devices
to register

* Codes
* Description

In force

e

b" DEPARTMENT OF HEALTH

HUMAN SERVICES

Public Health Service

HX

HHM

MMM

Certificate No. X330 XX Xxxx  XHXXAA

CERTIFICATE TO FOREIGN GOVERNMENT

below:

Name of Product(s)

See Attached List
{One Page)

above.

This certificate expires 24 months
from the date notarized.

\C OUNTY OF MONTGOMERY

STATE OF MARYLAND

Food and Drug Administration
2098 Gaither Road
Rockville, Maryland 20850

In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the praduct(s) to be exported listed

Name of Mar /Distributor, Address

Manufacturer:

PO M H 2020 MM KX
MMM MM MMM 2 MMMX

SO0 2020 HOC22002C0

Subscribed and sworn to beforeme this_, - dayof. - . month _ year.

e =

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States
of America at this time. The manufacturing plani(s) in which the product(s) is produced is subject to
periodic inspections. The last such inspection showed that the plani(s), at that time, appeared to be in
substantial compliance with current good manufacturing practice requirements for the product(s) listed

Establishment name and
Address of place of
manufacture

Project Tag (Label)

Inspection Report (EIR)
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 Certificate to Foreign Goverment - CFG

1. Authenticated (Apostille). S

2. has been signed by

|

2. Legal translation

3. Original or Certified
Copy
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Establishunent Inspection Report
HEHEKKHKHEX XXXX XX

2 N KK XX XXXX

Establishment name

FEI
EI Start
EI End

— Inspection number (FEI)

BLE OF CONTENTS
SUMMARY . -
ADMINIST RATI\ F DA
HISTORY .oovviiiiiciaaniane
INTERSTATE
JURISDICTION
RESPONSIBILITY
MANUFAC
MANUFACTURING CODES.
COMPLAINTS / PRODUCT DE
OBIJECTIONABLE CONDITION
REFUSALS
GENERAIL
INSPECTIONAL GUIDANCE
VOLUNTARY CORRECTIONS...
EXHIBITS
ATTACHMENTS . ...

and Address of place of
manufacture

Tag
CFG

SUMMARY
Written by

P e 9. 8.$.6.8.0.6.6.0.0.9 60600880

)..\. .\.\‘\,\\\ \\\\ \

KERX XKXXXX \\\\ \\\\ \\\\
HEEXK XMNXXX

KEKK KXXKKX X
KEEK KEXEX KXXX XX

COMMERCE ...

I'URING 7 DESIGN OPE

DISCUSSION WITH MANAGEMENT ...

AND SAMPLES COLLEC

KRR KAHENX MMXN XK MMHEN XEXXK XN XM MMM KNMNEN XXX XXXXX X

\.\_\_\_\_\_\_\.\\ AKRXX _\_\_\_\_\._\\\ \\

C X XK KHHKN KRN MK KN NEK XXX

RATIONS

Most recent inspection
date

P8, 0.6.9.6.6.9.6.6.8.60.6.8.006888088000 088888
PO 9 0.0 0 5 0.9 0000000000 0004 .\’_\'_\_\_\ X
X.\XX ,\‘X \ 4

Observations and corrective
actions

< WX 20 XX x
PO 9.0.0.0.0.6.0.6.6.0.000.0.0 4 _\.\_\_\.\ \ KX XXX \\\

1 of1
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 Establishment Inspection Report - EIR

1. Authenticated
Apostille

2. Legal Translation

3. Simple Copy
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A

Fotablislument Inspection Repart FEL AXKXXXXK
FOOOMKAN KNK XX ET Stact MK
HHNHX KKK KN KKNX E1 End HO0HHHHNK
FABLE OF CONTENTS

SUMM A

ADMINISTRATIVE DATA

His .

INTERSTATE ERCE - == 3

JURIS

RESPONSIE

MANUFACTURING / DESIGN OPER ATIONS

MANUFACTURING CODES

SUMMARY

FERCCOOOX XXX XXOCCOOX X AAXK XX NOOOOOEEXX X0 X0000X X
X3¢ 00000 X000 XK KO0 00X, RIOOOOOOOENE KOO
XIOOCOOX X0 XXKXX \\\\\\\\\\\\\\\\\.\\\ X XXX

XN

o BN
XXXK XXHHX KKK XN XNNHK

COECO0EE SEX KXOKXNK 000X 0
X XXX

XX
xX 0 \\\.\\\\\ 30 X AKX ANKNX

23 X XOEXOOKX 000 ITXXNA X
X XX X
sy x:

R N
T T R R S s
0 MOOOOOOOOON O 000N 10000 20000000 J0000000OENKK XXNKKX
O MIOOOONNIOEN XN XOO0EN M0 X000 JO0000MOOUNNRK. XAXNKX

X XX FONK KAMN KNHK X HHAIENRNKN FNHH KRHAK X KK HKX KKK

AKX XKKHNX
KON MMM MNIOK KON NN X MO0 XK MMM X N KN XN
KNKK KXHKK KHKK KK KXXNK

APOSTILLE
(Convention de la Haye du 5 Octobre 1961)

Country: REPUBLIC OF

This public document

has been signed by

acting in the capacity of NOTARY

bears the seal/stamp of

Certified



발표자
프레젠테이션 노트
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e FDA approval
a) Exempt to special controls
b) 510(K)
c) PMA

[FoA

Approval as a
Medical Device
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e FDA Approval - EXEMPTS

Annual
establishment
registration with
FDA and Device
Listing.

FUA Home > Medical Devices = Databases

Establishment Registration & Device Listing

(’; ,'} e 510(k) | Registrstion & Listing | Adverse Events | Racalls | FMA | Classificstion | Standsards
. (L)
(B e CFR Title 21 | Radistion-Emitting Products | X-Ray Assemblar | Medsun Reports | CLIA

Estab“Shment MNew Search Back To Search Results RGngtratlon

—~ /
Number (FDA
name \Establishment: u be ( )
A XAANNNNAN XNNNN
AN XXX XN XXX

Add I Registration Number: 3 3 N NN N
reSS Status: Active
Date Of Registration Status: 2011

Owner/Operator:
NN AN NNNN NN
NN XXX XN XXX

NN XN NNNN
Owner/Operator Humber: XXX NN NN

Status (Active)
TXEXX XRXXEXX and Year
XN NNNXY X

SOONNNNNN XN XX
Phone: XXX XX NYNY
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e FDA Approval - EXEMPTS

U5 Department of Health & Human Services £ www.hhs.gov

D .
m U.S. Food and Drug Administration A-Z Index Search | {92
n -
I nfo rl I latl O n Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products
]

FDA Home = Medical Devices = Databases

ClaSS”:lcatlon y Establishment Registration & Device Listing

(JJ. 'l £10() | Registration & Listing | Adwverss Events | Recalls | FMA | Classification | Standards
eXem t Status S CFR Title 21 | Radistion-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA . .
p - Classification
DeV'ce Mew Search Back To Search Results
Name Proprietary Name: —> NNNNN XX
Classification Name: b NN

Product Code:

. Device Class: 2 E b| h
(Establishment stablishment

Medical Specialpe” NNNNY Name
Registereg#stablishment Hame: AANNNNNNY NNNNNNNY NNN

RegiStration & FDA Rsvnerféepde:ttz:“mment e m NNNNNNNN NN

/ Owner/Operator Number: NNNNY

DeVICe LIStI ng) COdeS Establishment Operations: Specification Developer
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Establishment
Name

No. 510(K)

Approval
(Substantially
Equivalent)

-~

ic Health Service

Lt
v,
DEPARTMENT OF HEALTH & HUAMAN SERVECES
C Ry

i

A,

Food and Drug Administration
8200 Carporate Bouleval
MAY 2 3 2003 Rockville MD 20850

XX XXX XXKKXXNNKK XXX JOOOOIXX
ammm XXX
HOOHINK XXX XX X

Re: KEO
Trade/Device Name: X000 30000000
Repulation Number: XX XN XN
Regulation Name: X0 OO W 3O
Regulatory Class: 11
Praduct Code: X300
Dated: MO 300 XOIN X
Received: OO NN 3N XWX

Trear 300 MM

We have reviewed your Section 510(k) premarket notitication of intent to markel the device
relerenced above and have derermined the device is substantially equivalent {fur the indications
for use stated in the enclosure) to lepally marketed predicate deviecs marketed in interstate
commerce prior to May 28, 1976, the ecnactment date of the Masical Device Amendments, or to
devices that have beon reclassified in accordan. ks Tov#ions of the Federal Foad, Drug,
and Cosmetic Act {Act) thal ds approval of a premarket approval application {PhMA).
You may, the the device, subject to the general controls provisions of the Act, The
nNirols provisions of the Act include requirements for annual registration, listing of
devices, good manuiacturing, practice, labeling, and probibilions against misbranding and
adulteralion.

If your device is classified {sec above) inlo cither class 1L (Special Controls} or class ITT {PRMA),
it may be subject to additional controls. Existing major repulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 398, In additnon. FIDA may
publish funther announceoments conceming your device in the Federal Register.

NMease he advized that FIA s issuance of a substantial equivalence determination
that FOIA has made o determination that your device complies with oth ments ol the Act
or any Federal statuics and regubations adminisiered by other Agcncics. Y ou rnust
comply with all the Act’s requirements, including, but not linuted 1o: registration and listing

21 CFR Part 807); labeling (21 CFR Part 801 )3 good manufactunng practice requircinenis as sof
forlh in the guality systems (QS) regulation (2] CUR Part 820); and il applicable, the electronic
product radiation control provisions (sections 531-542 of the Act); 21 CFR 1000-1050.

|_— Medical Device Name

— — Classification

|_— Intended use of the device
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* FDA Approval — Premarket Approval pua

Establishment
Name

PMA Number

Classification

Approval

—

_—

/

e

&

vy

i

Ly

DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue

$Eas BT o Document Mail Center — WO&66-0609
) : Silver Spring, MD 20993-0002

Re: [[p.0. 000004
. 6.5.6.9.9.6.9.9.9.9.9.9.9.9.9.9.5.9.0.5.4.6.6.6.9.4.6.6. 9. 5.4
Filed: 300000 30K XK
Amended: XOOOOK XX XXX
Procode: XXX

Dear Mr. Woodson:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
({FDA) has completed its review of your premarket approval application (PMA) for the X000
SOOOOOO XN X XXXXXXX XX XXXX. This device is indicated for X XXX XXXX
p.9.9.9.9.9.9.9.6.9.9.9.59.9.0.9.0.6.9.9.9.0.9.9.9.0.9.9.9.0.0.0.0.9.6.9.0.9.9.9.9.9.9.0.9.0. 9. 9. 6. 6. 4. 6.4
1. 9.0.0.0.0.9.9.9.0.9.9.0.9.95.9.0.9.9.9.9.6.0.0.0. 9. 6.6. 6. 45 5. 5. 6. 4 . We are pleased to inform
you that the PMA is approved. You may begin commggas bution of the device in
accordance with the conditions of approwval

i evice are restricted to prescription use in accordance with X3 XX
fer section 515(d)(1¥B)(ii) of the Federal Food, Drug, and Cosmetic Act (the
vice is further restricted under section 515(d){(1}B)(ii) of the act insofar as the labeling
fy the specific training or experience practitioners need in order to use the device. FDA
has determined that these restrictions on sale and distribution are necessary to provide reasonable
assurance of the safety and effectiveness of the device. Your device is therefore a restricted device
subject to the requirements in sections 502(q) and (r) of the act, in addition to the many other FDA
requirements governing the manufacture, distribution, and marketing of devices.

Expiration dating for this device has been established and appn at XX XXX XX Thisisto
advise you that the protocol you used to establish this expiration dating is considered an approved
protocol for the purpose of extending the expiration dating as provided by 21 CFR 814.39(a}7).

Name of Medical Device
/

___— Intended use of the device
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* FDA Approval

1. Authenticated
Apostille).

2. Legal translation

3. Simple Copy
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Approval

RNX XX
AT XN 300K
XX

NN XXX
XX

@ ==

AR ey
SRR AR

o WA

T 0 XN

SCCOOOO KOO

] [ —

oy 130 ST

Pt

(’g D L T yep——

< x A EERREEE VR SRR TR N

T immt o Gk sk gt LI o e s st g
o

LA e e v

ERRRRE KRR KR KRR LXK E% N EXEN e e gt bt ks

A

APOSTILLE
(Convention de la Haye du 5 Octobre 1961)

Country: REPUBLIC OF

This public document

has been signed by

acting in the capacity of NOTARY

bears the seal/stamp of

Certified
at 6. M JUNE 260
by
No. 75 OF W9

Seal/Stamp 10. Signature
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 Technovigilance (Only FDA class I and lII)

— Adverse Incidents.

— Recalls

— Corrective Actions and Conclusions
— Declaration if not existent

— Signed by Manufacturer.

Technovigilance
Report

— “Postmarket Surveillance”


발표자
프레젠테이션 노트
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 Technovigilance (Only FDA class Il and llI)

1. Issued by the manufacturer
In letterhead and signed by
responsible the guality of the
oroduct

2. Original or Certified Copy

Technovigilance
Report
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FDA Requirements for CLASS 1 DEVI

APOSTILL
ention de la Haye du 5 Octobre 1961)

APOSTILL APOSTILLE

(Convention de la Haye du 5 Octobre 1961) vention de la Haye du 5 Octobre 1961)
Country: REPUBLIC OF Country: REPUBLIC OF

Country: REPUBLIC OF

This

This pul This public document

has B = P ARTAE OF HEALTI &

iy

Establ 1 Inspestiva Report

has bee

i

has bee

if
il

XAXXX XXXX XX XX % : N MU R
actin acting i — S 3. acting i
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HNNKN NHNK KNCHHFHNN KNNK NHEK KN WHNNKNNNKN KN KANKN K <fl Establishment Registration & Device Listing
3OO 000 XO0EK 0000 100G000CK JOO0OO0O0ONN X0
HOCEXAIN FOCRH JORK XA JOCERKHNKRAK KX KK X
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Establishment FDA Approval:
Inspection Repor ER&L, 510(k), PMA
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FDA Reqmrements for CLASS 2 and 3 DEVICES

Technovngllance
Report

Establishment FDA Approval: 1 tachnovigilance
Inspection Report ER&'— 510(k), Report
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SPECIFYC REQUIREMENTS FOR MEDICAL DEVICES

HEALTH CANADA
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 Medical Device License

ot
S

License number \

Issuing Date

) / Classification

— Name of Medical Device

Establishment name and i o e
Address of place of ol
manufacture

lanefocturer Wome & Address/Nom du fobricont & odresse

= Project Tag (Label) e Including ALL devices to

O R R A o T

ook <«———— register
EEEX XEEX XXX

TG . P VD DMwnas Bionea W THAST 0, Blirdu S, mislire e miscica.o
* Codes
Application Numibber Manufscturer ID: . .
Mmdre de la demande: lifensificusewsr du fhricant D t
« Description
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 Medical Device License

1. Authenticated
(consularized).

2. Legal Translation

3. Original or Certified

Copy

Cotepri

conkbra Hiesgon Samddoe

|

— e T
Oomiisgrmtion o s imatomvmment mbsivat

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnn

Hemaan fur Amcrdment Habson e ln

Aurnafeeturer N £ Adedross N du folieicant £ abresas

HMNNNK NN KHX

RN No o homobogarion:

_Consularized

CANO
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ICADO - CERTIFICAT

ERT

» CEPTHOMKAT

CERTIFICATE »

ZERTIFIKAT -

CERTIFICATE

OO OO 3OV OO OO
NN NN AN X NN
haraby cortifiss that
. 6.0.8.6.9.6.6.6.9,0.6.6.9.6.4
AU NOAOORN NNONNN XN
SO NN NN NN XN NN XNMNXX
has implemented a Quality Mansgement System
In accordance with:
ISO 13485:2003
The scope of this Quakty Managamant Syatam insludas:
ARANNN ARNAANN XN XXAN X ANN N XXX
Bt T B L G S O G
NN N AN XXX XXX XXX

Certificate Expiry Date: XNNXNNN NN XNXNN
Cortifieats Registration No: 30000000000
Effective Date:  NICOO0 KN KKK

Cefepris[ >

Cormimsalyn Federal para e Prodesoosdn
oconkra Flesgos Sanfiorios

Certificate of Registration

o has been assessed

The foowing ‘s quality st
Intertel: Testing Services MA Lid, 83 conforming 1o the requirements of.

ISO 13485:2003

Organization:

AR N A

s g s 8

SOOI OO OO OO
A NN

AXAEXL ANLLLLALL LXLX XXX L LAAAALN NLAXL

e i e i ot i
ISO 13485:2003

b g s
XX XXXXXXLAX AANXXX XXX

Efioctive Date 300 XXX X0 Expiry Das XX XXXX XX
Rl cortifecintion st dum bl X0 X000 XX

108 e megden L 8 fotine Cotcamen.
s Do P Dhaues ot 300 L
ok 1A MR ot A Y gt s
i e e

1958 T3 CNOCAS B
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NN N NNNN

o 2000 3o

i applicabie to:
o 300K X 200000

nterieh Testing Services MA Lbd, — Lachine, OC, Cansda
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e Certificate CAN/CSA 1SO13485:03

* Certificate number

* Issuing Date

« Expiration Date

CERTIFICATE

XXXK XKW X X K
S 598 9.5.8.0.0.6. 8.8 8.8.5.9.9.4

Establishment name and
Address of place of
manufacture

—
=T
(]
i
f—
(==
[V =]
=
-
=
[=]
=T
=
e
—_
[= =
L
(-]

hereby certifies that

IICAT -

B Tl "l ™ i, i, " e, ", ", e, . it "l . ", " . "l

= Project Tag (Label)
has implemented a Quality Management System e Certification Standard
in accordance with:
(13485)
ISO 13485:2003
ORI N N XN N NN W N e \

Standards Council of Canada
Accredited Registrar

* Issued by Authorized
Third
(“Registrar”)

«Standards Council of

@ Canada Seal

: Conseail canadan des nomeas.
Registraire accnaditég M

+ CERTIFICATE «

—
=L
e
e
—
o=
)
™~
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e Certificate CAN/CSA 1S013485:

1. Authenticated (Apostille /
consularized).

2. Legal Translation

3. Simple Copy

e
=
o=
=
=
I
=]
=
=
=
=]
=
=
s
=]
—_
=
=
=
=
=
o
e}
=]
AL

ZERTIFIKAT « CERTIFICATE »

CERTIFICATE

NN NHNNNN NN NN NNKNK
AN NN NN RNRN N NN

hereby cenifias that

3. 9.9.9.9.9.9.9.9. 6. 0.9.9.9.9. 1

5.9, 0. 5.6, 6.5.6.0.0.9.0.9.6.9.8.9.4
ANNNN NN XNN XN N NNX XNNNNY

s & Qusadity
In accarcance with:

ISO 13485:2003

The scope of this Quality Management System Inclutes.

ANRNNRN ANNNRN NN XN
RN XA XXX

Cartificate Expiry Dube: JOO0000 3N 30000

Cariificats Rogistration Mo XOOOOOO00
Effective Date:  JOOO00K XX 30000

Coefepris[ >

ok

A

saiir Federnl para s Prodessocddas
conkbra Hiesgon Sandmmios

Consularized
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. ISO 17021 (Authorized Third)

Accreditation Program
Management Systems

* Issued by the Standards
Council of Canada (SCC)

* Legal Name of Authorized
Third
= Certificate
1ISO13485

F93.1.62

@ Standa:urds Cmrmcil of Canada

Conseil canadien des normes

MANAGEMENT SYSTEMS ACCREDITATION PROGRAM
Accredited Legal Entity:

NANNNNNN ANN NN NNNNNNN ANNNNN NANNNNNNNN
NANN NANNANAN N ANNNNNNANNN

MO MMM
SO NXNXX
MO NN NNX
SO NN NNNX
S e

NN ONNMNN NN NN XXX
HNE NNNN NN XXX XX

NN NONNNNANNN XN NX
NN NN NNN XXX

Other Critical/Key Lo

Location B : Location C:
XX X?\'X?\'X AN XXX
NEXNNNNXNN N XX NN NNNNN X N
KK XXX NN XXX X HENH XXX NKN XN X
NENNN NXNNXX MNNNN NXNXX

CERTIFICATION BODY'S MANAGEMENT SYSTEMS SCOPE OF ACCREDITATION:
II: CMDCAS
Accreditation standard: CAN-P-1517

CAN-P-16 (ISOVIEC 17021)

GD207: GD 210: Q90RO
IAF MD1, MD2, MD4, MDS5

[ CMDCAS

T1SO 13485:2003
11SO 13485:2003 under CMDCAS

Canad?

conkr -l 1o

- o Authorized Third Address

_—~ ¢ Other Addresses

 Accredited under I1ISO 17021
to issue certificates
ISO 13485 (CMDCAS)
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Current Authorization (Authorized Third)

Certificate of
Accreditation

e|ssued by the

Standards Council

of Canada (SCC)

* Legal Name of
Authorized Third

= Certificate
1SO13485

m Hissgon Samndoros

]

©)

Standards Council of Canada

CERTIFICATE CERTIFICAT

OF ACCREDITATION ©  cConseil canadien des normes D'ACCREDITATIOMN:
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e Authorized Third
" Address

* Certificate
— Number

_— e« |ssuing Date

[« Expiration Date




SALUD

SECRETAERLSA DE SAlLLID

 Current Authorization (Authorized Third)

1. Authenticated
(consularized).

2. Legal Translation

Copy

MERNKEX XXX XENNMNEN XXX XXX XX
SOONMAMMN MMMEM MMMMMN MMM XXX
2O 000 X

Original or Certified

Q@fe prls >

conkbra Hiesgon Samddoe

- Consularized
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SECRETARLA DE SALUD | Caomisstin Federal parn le Prodeooion
conkbra Hiesgos Samndorios

Health Canada Requirements for CLASS 2,3 and 4 DEVICES

Consularizado s Consularizado s o Consularizado

] e e - — s - —
e o) = | - (Mo vonw [ = e - [T e |

Consularizado

(e )= |

@ " = =]
CERTIFICATE — ———

20 3000 XX

NN WK
NN XXX

FOOOTRN MRACORN XN MOOEN N ONN XN
AONN AN NNK AOCUOCCUN NN XX
3NN N KR NRR KK XXX

Medical Device ISO 13485:2003 1SO 17021 Authorization

License Certificate Authorized Third




oconkra Alesgon E-un.dmnl

SALUD B4 QF Coefepris[SS>

EQUIVALENCE AGRREMENT JAPAN

e Nl A
SALUD ) EEBmE

CRETARIA DE SALUD

%ng [E.. Somos COFEPRIS,

e somos ARN

Pharmaceuticals an edical Devices Agency, Japan
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MEDICAL DEVICES APLICABLES AL ACUERDO DE EQUIVALENCIAS CON JAPON
CLASIFICACION JAPONESA

Clase Categoria Aprobacién o Certificacion
I Designated Controlled Medical Certification Request to a Registered Certification
Device Entity
Approval

1 Controlled Medical Device
Request to PMDA/MHLW

" Highly Controlled Medical Approval
Device Request to PMDA/MHLW
Highly Controlled Medical Approval

Device Request to PMDA/MHLW



SALUD | it Cpfepris[3>

Hritssln Federal para la -‘n:m:-: =l
conkra Hiesgon Samndmnos

GENERAL REQUIREMENTS

. Registration Application Form.

2. Proof of Payment of fees (Class I, Il or Ill, as appropriate)

. Copy of Notice of Reatil Operation in Mexico and Copy of Notice of Health
Responsible.

. Project Tag according to the established in the NOM-137-SEA1

“Labeling Medical Devices” ———— T

. Insert of Use / Operational Manual

. Letter of Representation ———




SALUD

SECHETARLA LYE

C@fepns [ =>>

1 F eEv il Dl
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Designated Controlled Medical Devices Class Ii

Certification issued by the Registered Certification Entity, including the sheets where the following

topics are specified:

v'Description.
v'Intended of use.

v'Formula and/or composition. (if applicable)

v'Stability. (if applicable)
v/ Sterility. (if applicable)

v'Primary and Secondary packaging information

Certification Number

Registered Certification Entity

(TRADUCCION DEL INGLES) . /
CONFIDENCIAL ¢
COPIA é;
y TOVANsinland
Referencia del Ci iente
224ABBZX00088000 MJ42240088 001
Titular de Certificacion [Tenedor de Ia Aprobacidn de Comercializacion / Titular de -
Ia c«mﬁu:hsn para el Extranjers) Nombrado M. A. H.
| MANI, INC.
8-3 ark, Utsunomiya, Tochigi, 321 - 3231
Criterios de Certificacion
acuerdo con lo solicita 4-10-20 el meédico con base Ley
Asuntes Farmacéuticos, Art
dentificacion de Productos
asificacion PAL
Nombrmy cdcige de papo o puncion,
Nombre Genérico - Lima, dental, eléctrica Caodigo: : 31878022
Nombre de Fabri ca © MANI NI
Apéndice [ Sitio(s) ‘abricacio lispositivo médico]
Nio Ty dfsrencta entre o conten g pona
este co
con base A f
Selio del Organismo de Exisdiio pos |
-5, Shin Yokoharma, Kohoku-ku, Yokohama 222-0033 Fecha de certificacion -06-201 |
00109
CONFIDENCIAL
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Certification issued by the Registered Certification Entity :

Certificacién Mo

CONFIDENCIAL
COPIA

Apéndice

Nuestra Referencia

TOVRhsinland

Pagina 1/ 1

sitio(s) de fabricacién

de este

Organismo de
base en PAL, Art. 23-8, 1.

TOV Rheinland Japén Ltd.

No hay diferencia entre el contenido en Ingles ¥ en japones.
cerificado.

de Terceros con

ik

Sello del Organismo de  * e por [

Certificacién
Fecha de certificacién 2012-06-27

CONFIDENCIAL

CO0106S

3

Medical Device
Data

Manufacturer

Legal Translation

ofepris

B o i

e Rate Faierml Do n e B

Comefvirs Rlasgos

(TRADUCCION DEL INGLES)

(16 112)

Certificado de gestion para fabricaciéon y comercializacion de
ductor de dispositivos médicos designados

Nombre y codige de categoria

Mombre Genérico
MNombre

| Nombre de Fabrica

Obietivo de Uso Consulte Anexo 1 . ) |

c 5 y princi Consulte Anexo 1 |

Estructuras de materiales Consulte Anexo 2

Especificacion Consulte Anexo 3

[ de uso o i
hri= Caonsulte Anexc 4

Proceso de fabricacién Consulte Anexc 5

Almacenamientos y duracion de uso -

Sitio de Mombre Dirsccién ] ClemiSomcii cla [ No. de Certificado
fabricagian y -

comercializacién | Consulte Anexo 5 Organigrama de fabrica

Sitio de_ Nombre | pireccian | EAnaCAcION; g6 ‘ No. de Certificado

de
materiales
. Este producte es un producta no estéril y reutilizable.

Instrucciones de uso: Consulte Anexo &
médico

Notas No. para fabri ¥ i de

cl de i6n y venta de equipe médico de primera clase
La ubicacion del lugar principal de negocios: &
Y

N ¥ VeNta de BqUIPS N i

Por le anterior,

Para TUV Rheinland Japsn Lid

Seccin de Aseguramiento de Calidad: TAKATSUGU FUJIMOTO
TEL 028-667-1811
FAX 028-567-9267

000107

CONFIDENCIAL . ' 4

Note: Authenticated (Apostille)
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Export Notification with the following specifications:

Description.
Intended of use.

Cefepris

Presentations with codes (catalog number, part number, etc.) including accesories.

Formula and/or composition.
Stability. (if applicable)
Sterility Period (If applicable)

Primary and Secondary packaging information.

Seal by the Ministry of Health of Japan

Medical Device
Data

TRADUCCION |

Notificacién de Produccién de Dispositivo Medico para Exportacién

000162

/Manufacturer
Data
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Brand Name of the Medical __
Device

Codes of the presentations-
of the product

Nombre de

TRADUCCION ]

exportaci s

000158

C@feprls [>

el D n L P
C-mervirs R 1l|

Authenticated
(Apostille)

Note: Legal translation
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-

Issued by the Ministry of
Health of Japan

Original or Certified Copy of the Free Sales Certificate

No older than one year.

Cefepris[3>

No older than one
year

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

e 'i 2 2 KASU'M]GASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device marketed b=
q fapan is manufactured
under our supervision as stipulated in the Pharmaceutical Affairs Law of Japan and
is authorized to be marketed in Japan.

Medical devmel I

Marketing Approval Numbe rl I

Manufacturing Site and Address:

& 7. ¥ ¢o

Director, Office of Medical Devices Evaluation
Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare

000145

Cormigede Feddevnl e e PBroSgel O o
Conervirm Pl sgos Sanilars

Medical Device
Data
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SECHETARILA IYE SALLIEY

e i Cormigede Feddevnl e e PBroSgel O o
: ey ol y Comefvirs Plasgos Sanilarsss

LEL

MINISTRY OF HEALTH, LABOUR AND WELFARE
I GOVERNMENT OF JAPAN
i 2 _2--?2:,: KJ‘;SUI\:I[GASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

4 Sp CERTIFICATE

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Authenticated — | 1. Couny: JAPAN

I This public document

(Apostl”e) 2. has been signed by

3. acting in the capacity of 1

4. bears the seal/stamp of

er

5. at Osaka 6.

l 7. by the Ministry of Foreign Affairs

P Note: Legal Translation.
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Designated'Controlled I\/Iedlcal Devices (Class Il in accordance:with:criteria

established) with Certificate Issued by a Registered Certification Entity
before the MHLW in Japan (COFEPRIS-04-001-G)

L7

Pt ey

Certification issued by '

the Registered
Certification Entity

Export Notificati €2
P ificatien Certificate of Free Letter of

Sale Representation
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MEDICAL DEVICES WITH AN APPROVAL LETTER ISSUED BY THE MHLW, CLASE I, Il Y IV

 Approval Letter e issued by the MHLW of Japan, including the sheets where the following topics are

specified:

Certification

v'Description.

v'Intended of use.

v'Formula and/or composition. (if applicable)
v'Stability. (if applicable)

v Sterility. (if applicable)

v'Primary and Secondary packaging information

Seal by the Ministry of Health of Japan ——

TRADUCCION
ey
KYS 19B
Nimero de Autorizacian
Di sFeacis A 5 Co o2

Number

Nombre de la Compasia:

Ministro de Salud y Bienestar (sell

o oficial)
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l

3

Coefepris[3>
TRADUCCION | 4
KYS 19B

Caoeivirs Plasgos Saniiareaes
d para Ap

, -

Nombre Genédreo
Nombire I

Nombre comercial

de comercializacion de Dispositivos Llédicu/
Uso protendido, eficacin

¥ efectividad

Brand Name

Aateria prma » MPODanies

Eupecificaciones

detodo de proparacion o uso

Metodo de produccon

.....
Aletods do almaccnamurnto y vida de
ansquel

[ —
Drewesmmn e vtz
Como se observa armba. Yo aqui

Noviembre 20, 2006

i6n de
Ubicacidn:

\ =

Representante:
PARA: Ministro de Salud v Bi
3o N

Hakuo Yi

Authenticated (Apostille)

000193
Compadfiia®

Manufacturer Data
I
Seal by the Ministry of Health
of Japan
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Export Notification with the following specifications:

Description.
Intended of use.
Presentations with codes (catalog number, part number, etc.) including accesories.
Formula and/or composition.
Stability. (if applicable) e

Sterility Period (If applicable) i ——
Primary and Secondary packaging information. e

Medical Device
Data

e Manufacturer

— | Data

Seal by the Ministry of Health of Japan /%

000162
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Brand Name of the Medical __
Device

Codes of the presentations-
of the product

Nombre de

TRADUCCION ]

exportaci s

000158

C@feprls [>

el D n L P
C-mervirs R 1l|

Authenticated
(Apostille)

Note: Legal translation
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SECHETARILA IYE SALLIEY

-

Issued by the Ministry of
Health of Japan

Original or Certified Copy of the Free Sales Certificate

No older than one year.

Cefepris[3>

No older than one
year

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

e 'i 2 2 KASU'M]GASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device marketed b=
q fapan is manufactured
under our supervision as stipulated in the Pharmaceutical Affairs Law of Japan and
is authorized to be marketed in Japan.

Medical devmel I

Marketing Approval Numbe rl I

Manufacturing Site and Address:

& 7. ¥ ¢o

Director, Office of Medical Devices Evaluation
Evaluation and Licensing Division
Pharmaceutical and Food Safety Bureau
Ministry of Health, Labour and Welfare

000145

Cormigede Feddevnl e e PBroSgel O o
Conervirm Pl sgos Sanilars

Medical Device
Data
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SECHETARILA IYE SALLIEY

e i Cormigede Feddevnl e e PBroSgel O o
: ey ol y Comefvirs Plasgos Sanilarsss

LEL

MINISTRY OF HEALTH, LABOUR AND WELFARE
I GOVERNMENT OF JAPAN
i 2 _2--?2:,: KJ‘;SUI\:I[GASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

4 Sp CERTIFICATE

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Authenticated — | 1. Couny: JAPAN

I This public document

(Apostl”e) 2. has been signed by

3. acting in the capacity of 1

4. bears the seal/stamp of

er

5. at Osaka 6.

l 7. by the Ministry of Foreign Affairs

P Note: Legal Translation.
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Class II Medlcal DeV|ces (class Il without criteria established in accordance) 1l
and IV with Approval Letter Issued by the MHLW in Japan (COFEPRIS-04-001-H).

Letter of Approval

stued by the MHLW/ \ Export Notification /

Certificate of Free
Sale

J

(&

Letter of

Representation/
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Agreement for Low Risk Medical Devices



SALUD Coefepris[S>>
CLASS IA SANITARY LOW RISK AND EXEMPT

e There Is an Agreement that is given to know the list of health products
considered at low risk for purposes of obtaining an Approval, and products that
by their nature, characteristics and use are not considered devices for the health
and therefore do not require authorization.

* Published in the Official Gazette on December 31, 2011
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SALUD Cefepris[ 33
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* All devices that are now considered as low risk, have 5 years from the publication
of the agreement to perform the procedure. (Appendix One)

 For those that are Exempts of an Approval the Ministry of Health will issued an
Official Document of Exempt, this document don’t have an expiration date,
however it can be updated if user require it. (Appendix Two)

e COFEPRIS is working with several Mexican Chambers (CANIFARMA, AMID,
CANACITTRA, AMIC, etc) in order to update both Appendix.
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Requirements for the Approval
Of MEDICAL DEVICES Import Products (Foreing Manufacture) Consider Low Risk

Requirements

1. Registration Application Form

2. Proof of Payment of fees Class IA

3. Notice of Retail Operation in Mexico and Notice of Health Responsible

4. Project Tag according to the established in the NOM-137-SSA1-2008, “Labeling Medical Devices”
5. Letter of Representation issued by the Manufacturer
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