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United States of America

DEPARTMENT OF STATE

To all to whom these presents shall come, Greetings:

I Certify That the document hereunto annexed is under the Seal of the Department of Health
and Human Services, United States of America, and that such Seal is entitled to full faith and

credit.*
*For the contents of the annexed document, the Department assumes no responsibility
This certificate is not valid if it is removed or altered in any way whatsoever
In testimony whereof, I, Michael R. Pompeo, Secretary of State ,
have hereunto caused the seal of the Department of State to be
affixed and my name subscribed by the Assistant Authentication
Officer, of the said Department, at the city of Washington, in the
District of Columbia, this twenty-eighth day of December, 2018.
- /)
» J ,
na d FEMAI
Issued pursuant to CHXN' State of ) N L5 A
Sept 15, 1789, 1 Stat. 68-69: 22 P ceretary of State
USC 2657; 22USC 2651a; 5 USC By \
X

307: 28 USC 1733 et. seq.. 8 USC
1443(f); RULE 44 Federal Rules of
C'ivil Procedure.

Assistani Authentication Officer,
Department of State




Dai sir quan nwdc CHXHCN Viét Nam tai Hoa Ky
Embassy of the S.R of Vietnam in the United States of America

CHUNG NHAN / HQP PHAP HOA LANH S|/
CONSULAR AUTHENTICATION

1. Qubcgla. ...........co........ ViétNam

Counl,
F Gidy b, 1ai ligu nay
This public document

2000 B ... Michael R:: Pompeo-- .-~ K
has been signed by

3. vt chire danh . Bo.trv@ng.ngoai.giao
#ting in the capacity of

4dvcondiucia ........B& Ngoai giao
bears the seal/stamp of

....... Hep ching.quéc.Hoa Ky.....

duye ching nhdn / hgp phap héa lanh sy
Certifled
5.tal..Washington.D.C.......... 6.ngay....7./1..2019
al the




BANDICH |

Hop ching quéc Hoa Ky

BO NGOAI GIAO

Han hanh kinh gi¥i nhitng ngudi c6 lién quan:

Téi xin chimg nhén ring van ban dinh kém theo day duoc ky va dong
con ddu cia Bo Y t& va Dich vu Nhén sinh Hoa Ky, va rang con Diu nay
duoc tin tudng hoan toan.*

*B¢ Ngogi giao khong chiu trdch nhi¢m vé cdc ngi dung trong vdn ban dinh kem.
Giay chimg nhdn nay khong c6 gia tri néu bj thdo roi hay sira ddi theo bat ky cach nao.

Pé chimg thuc, t6i, Michael R. Pompeo, Bo
truéng Ngoai giao, di cho phép déng dau cuia
B6 Ngoai giao va tén cua minh dugc ky bai
Quan chuc Hop phdp hoda cua Bo trén, tai
Thanh phé Washington, District of Columbia
ngdy 28/12/2018.

(dé ky va dong déu)

Michael R. Pompeo

B0 truong Bo Ngoai giao
Can bo Lanh sy,
B6 Ngoai giao

B

Chitng thuc ong HO Anh Vi, Bi thié thie  Téi, H6 Anh Vi, Bi thwe thit hai, Dai st
hai, Dai sir qudn CHXHCN Viét Nam tai quan CHXHCN Viégt Nam tai Hop chiing

Hop chiing quoe Hoa Kv, da ky truce méi quée Hoa Ky, cam doan di dich chinh xdc
toi. Van ban nay tir tieng Anh sang tiéng Viéi.
Ngay 07 thang 01 nam 2019

5 Bai su" Ngay 07 thdang 01 nam 2019
7 Nguoi dich

A

HoAnh Vi
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U.S. Food & Druy Administration
10903 New Hampéhire Avenue
Silver Spring, MD 20993
www.fda.gov

e No. 2745-12-2018

CERTIFICATE TO FOREIGN GOVERNMENT

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 product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(One Page) (One Page)

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 plant(s) in which the product(s) is produced is subject o periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Si 2 ) "

CAPT Sean M. Boyd, MPH, USPHS
Deputy Director for Regulatory Affairs
Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from December 12, 2018 to December 11, 2020.
Hi ul cLJ/n 11/12/2020
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«e No. 2745-12-2018

cate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

+«ame of Manufacturer
Legal Manufacturer/Manufacturer
Datex-Ohmeda, inc.
3030 Ohmeda Drive
MADISON, Wl USA 53718

Name of Distributor
Datex-Ohmeda, Inc.
3030 Obhmeda Drive
MADISON, WI USA 53718

-—END OF MANUFACTURER/DISTRIBUTOR LIST—--

U.S. Food & Drug Admiinistration
10903 New Hampshira Avenue
Silver Spring, MD 20993
www.fda.gov




U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fdagov

ate No. 2745-12-2018
«cate to Foreign Government - Name of Product(s) Attachment Page 1 of 1

© of Manufacturer
sgal Manufacturer/Manufacturer

Oatex-Ohmeda, Inc.
3030 Ohmeda Drive Ch s h uva
MADISON, Wi USA 53718 nha SX

Name of Product(s)
GAS-MACHINE, ANESTHESIA:

Aestiva MRI 2
Aisys CS2 |Ten sl,'n phxm |
END OF PRODUCT LIST
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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following medical device marketed by T&S
CORPORATION, 433-1 Nanakodai,Noda-shi,Chiba,Japan is manufactured under
our supervision as stipulated in the Pharmaceuticals, Medical devices and Other
Therapeutic Products Act of Japan, and is certified by Certification Body to be

marketed in Japan.

Medical device: Mobile X-ray Diagnostic Apparatus X-BUGGY

Name of Registered Certification Body: Japan Association for the Advancement of

Medical Equipment
Certification Number: 228 ALLBZX00009000
Date of Issue: May 25, 2016

Manufacturing Site and Address: T&S CORPORATION
433-1 Nanakodai, Noda-shi, Chiba, Japan

For legalization by the foreign consul in J. apan,
this is to certify that the Seal affixed to this document
is genuine.

Tokyo, MR 8 28 1. TaNaka
M,Oi'ﬂcial e s
No. g 8 D g\ 1mistry of Foreign Affairs

(Consular Service Division)

Kiyohito Nakai

Director, Medical Device Evaluation Division

Tokyo, date MAR. 1 4. 2019

Y

Pharmaceutical Safety and Environmental Health Bureau
Ministry of Health, Labour and Welfare




DAI SU QUAN NUG'C CHXHCN VIET NAM TAI NHAT BAN
EMBASSY OF THE S.R. OF VIET NAM IN JAPAN
CHUNG NHAN/HQP PHAP HOA LANH SY
CONSULAR AUTHENTICATION

Qudc gia: VIET NAM
Country. Viet Nam
Gidy 8, tai liéu nay
This public document
Do éng (ba): TOSHIE TANAKA ky
Has been signed by
Vdi chiic danh: CONG CHUC
Acting in the capacity of OFFICIAL
Va con ddu cta BO NGOAI GIAO NHAT BAN
Bears the seal/stamp of: MINISTRY OF FOREIGN AFFAIRS OF JAPAN

dugc chitng nhan/hgp phap hda lanh su
Certified
Tai: To-ki-0 6. Ngay: 10/04/2019
At Tokyo The (dd/mmy/yyyy)
0 quan cap: DAI SU QUAN NUGC CHXHCN VIET NAM TAIL NHAT BAN
By EMBASSY OF THE S.R. OF VIET NAM IN JAPAN

S6: 10/04/19-01P/HPHLS
W




L, Silvia Leso, an officer of the Department of Foreign Affairs and Trade, Melbourne, having been duly T
authorised by the Secretary of the Department of Forei gn Affairs and Trade, DO HEREBY CERTIFY that
the signature/seal/stamp Malinda Hou-Ju Kuo, Notary Public, appearing on the document/s attached hereto is
the true signature/seal/stamp of Malinda Hou-Ju Kuo. In so certifying, neither I nor the Department of
Foreign Affairs and Trade, Melbourne endorse, verify or make any statement as to the accuracy, truth, legality
or otherwise of the contents of the document or the purposes for which the document may be used. Neither I
nor the Department of Foreign Affairs and Trade, Melbourne accept liability for any loss, damage or injury
arising out of the use of; or reliance on, the document or its contents. I provide no undertaking that I have read
the contents of the document.

GIVEN under my Hand and the seal of the Department of Foreign Affairs and Trade, Melbourne the 19th day

of February, 2020.
MO O\

Silvia Leso
Authentication Officer
For the Secretary

and Trade, Melboumﬂ

CHUNG NHAN / HOP PHAP HOA LANH SU
CONSULAR AUTHENTICATION

1. Quécgia...................., Vgt Nam: oo
Country " S s
Giay td, tai ligu nay
This public document
2.do0Ong (Ba) ... Silvialeso..................... ky
has been signed by
d.véichicdanh .. . Vi@n Ght¥G...ovvvveeeee
acting in the capacity of
4. va con dau oia ..... g Npoai giag va Thiromg mal B-xtoray:li-a

bears the seal/stamp of

dugc chitng nhan / hgp phap héa lanh sy

Certified
5.fai..... Can-be-ra.......cccoovvvvnn.. 6.ngay...24./.92/.. 2020
at the
7. Co quan cap... Dai sir.quan nuéc CHXHCN.Vigt Nam tai O-xto-ray-li-a
by

8.80..92:-.2020./..CNLS/HPHLS
NO .




Australian Government

Department of Health
Therapeutic Goods Administration

CERTIFICATE OF FREE SALE

Certificate Number: 19/391

Products:
ARTG Entry Device Description GMDN Code Class
243013 Lasers, Ophthalmic, Nd:YAG 16947 IIb
118348 Ophthalmic solid-state laser system, 62197 IIb
photocoagulation
192542 Ultrasound system, imaging, ophthalmic 11389 Ila
224484 Surgical frequency-doubled Nd:YAG laser system 36150 IIb
Sponsor: Ellex Medical Pty Ltd .
3-4 Second Avenue I certify that this is a true copy
Mawson Lakes SA 5695 of the original document
Australia

TR

Manufacturer: Ellex Medical Pty Ltd

3-4 Second Avenue Malinda Hou-Ju Kuo
Mawson Lakes SA 5095 notary Public, Adelaide, South Australia, Australia
Australia My appointment is not limited by time

The kinds of medical devices specified above and in the attached schedule are included
in the Australian Register of Therapeutic Goods (ARTG) and as such are available for
supply and free sale in, or export from, Australia.

The attached schedule is part of this certificate and contains product details supplied by

the sponsor. There is one (1) schedule comprising one (1) page attached to this
certificate.

The sponsor has declared that the products set out in the attached schedule(s) relate to
the kinds of medical devices currently included in the ARTG as specified.

Veronica Scola
Delegate of the Secretary

Export Section
9 December 2019

\ustralian Government

Therapeutic Goods Administration Department of Health

PO Box 100, Woden ACT 2606 Australia
Phone: 1800 020 653

Email : info@tga.gov.au W‘—/
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Australian Government

Department of Health
Therapeutic Goods Administration

19/391

Schedule 1 to Certificate Number 19/391

ARTG Trade / Product Name GMDN

Integre Pro LP5532
Integre Pro LP1RG
Integre Pro LP561

1is348 Integre Pro L2RY 62157

Integre Pro Scan LP6G

Integre Pro Scan LP6RG
118348 Integre Pro Scan LP6RY 62197
Integre Pro Scan LP6Y

Tango LT5106-T
Tango Reflex LT5106-T
Ultra Q Reflex LQP3106-U

el Ultra Q LQP3106-U ihdas
Solo LT5106-S
EyeCubed I3 System ABDU

192542 EyeOnfe 11389
Eye Prime

224484 2RT LR1532 36150

Therapeutic Goods Administration

PO Box 100, Woden ACT 2606 Australia
Phone: 1800 020 653

Email : info@tga.gov.au




THE DEPARTMENT Gi FO DLAND
DEVELOPMENT CANADA . : )
SIGNATURE, AFFIXED O!

DULY AU THENTICATED ]
2 UNDERLYING DOQUM ’NT, OF:

‘ L/ . >‘x‘

‘% Pw—r nQUﬁ
Medicines & Healthioate Brodiioty /= lncinet convence s
| Regulatory Agend§iCNATURE. APPOSEE S(R LE DOCUMENZ SOUS-JACENT. DE:

FOR THE DEPUTY MINISTER OF e MHRA
05 Vil F | y R &
SOUS-MINISTRE DES AFFAIRES EARVYNGERES. OYB 58dth Colonnade
; LR Canary Wharf
& 2 London
: E14 4PU
| B
MIBHAELG R%za» 'N\% Uhited Kingdom
THE DEPARTMENT DOES NOT ) - mhra.gov.uk
. .t,. JES NOT YALIJATE THE ’V‘IE'W)bF - 9
THE UNDERLYING DOCUMENT. LEJ{INISTERANE VALIDE DATE:
PAS LE CONTENU DU DOCUMENT EOUS-JA( 1-;'\" 2 OTTAWASL,
SR N, V14228/1
Ny, © 08 N

X

00512018 09:50:59
Medicines and Healthcare Products
Regulatory Agency

On behalf of the Department of Health

CERTIFICATE OF FREE SALE FOR EXPORTATION OF MEDICAL PRODUCTS
TO

VIETNAM

It is hereby certified that, on the basis of information provided, the products named
below and detailed in the attached schedule (if applicable), which are manufactured
by; Canafusion Technologies Inc., #302-2999 Underhill Avenue Burnaby, BC
V5A 3C2 Canada, have been affixed with the CE mark under the Medical Devices
Directive 93/42/EEC as transposed into UK legislation (UK Medical Devices
Regulations 2002 S| No. 618, as amended), and therefore may be freely sold in all
member states of the European Economic Area including the United Kingdom.

See attached schedule

Where appropriate, Certificates of Free Sale are issued as a service to UK
exporters. A Certificate of Free Sale should not be taken as a Government
endorsement of any product that is referred to on the certificate.

Yours sincerely,

s@

Gbemisola Sunmon

Certificate of Free Sale Administration Team
Signed on Behalf of MHRA

Jennifer Kwok
Centificd 10 be a True Copy Notary Public

of the Origing] Document #2110 - 1163 Pinetree Way
2 Coquitiam, BC, V3B 8A9
P.604-332-2288 F.604-670-6688
R2412019
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DAI SU QUAN NUGC CHXHCN VIET NAM TAI CANADA
EMBASSY OF THE S.R. OF VIETNAM IN CANADA

CHUNG NHAN / HQP PHAP HOA LANH SU
CONSULAR AUTHENTICATION
1. Quéc gia: Viet Nam
Country
Gidly to, tai li¢u nay
This public document
2.do ()ng (Ba): Michael Gabrario ky
has been signed by
3. v6i chirc danh: Thira iy quyén Thir trudng Ngoai giao
acting in the capacity of
4. va con diu cia: B) Ngoai giao, Thwong mai va Phit trién Ca-na-da
bears the seal/stamp of
DPuge chimg nhin/hgp phap héa linh sy
Certified

5. tai Ot-ta-oa 6. Ngay Q/’/J ...12019

at the
7. Co quan cép: Dai sir quén Viét Nam tai Ca-na-da

s.’gé/.- j %,/201 9Y/CNLS/HPHLS
N

Ky tén va dong ddu
Signature and Seal/Stamp




Schedule of Devices ord-20190212-011021-wrdf
requested for

Ordered on 12/02/2019
Directive/Class 93/42/EEC
Mfr Name Canafusion Technologies Inc.
'Legal manufacturer:
Canafusion Technologies Inc.
#302-2999 Underhill Avenue Burnaby BC V5A 3C2 Canada.
Product list:
# Product Brand Model Class UMDNS
Code
1 Infusion Pumps Canafusion |CA-2000 |llb 13215
Syringe Pumps Canafusion [CA-500 1llib 13217
CA-700 2
CA-3000 3
3 Enteral Feeding Canafusion |CA-1000 |lla 13209
Pumps

End of schedule. No additional products past this point.

Certificd 10 be a True Copy
of the Origina) Document

g
R24 201

Jennifer lec_)k
Notary Public
#2110 - 1163 Pinetree V/;/gy
Coquitiam, BC, V3B 8
P.604-332-2288 F.604-670-6688

Page 1 of 1
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Gewerbeaufsicht
in Niedersachsen

4.

Bescheinigung der Verkehrsfahigkeit von
Medizinprodukten

Bestatigung der Verkehrsfahi'gkeit von Medizinpro-
dukten gemaR § 34 (1) des Medizinproduktegeset-
zes (MPG) in der gegenwartig glltigen Fassung.

Zur Vorlage bei den zustéandigen Behorden oder
Einrichtungen von Vietnam

Es wird bescheinigt, dass die nachfolgend genann-
ten Medizinprodukte

e in Deutschland

e in den Mitgliedstaaten der Europaischen Union
und

e in den anderen Vertragsstaaten des Abkom-
mens (ber den Europaischen Wirtschaftsraum
uneingeschrankt verkehrsfahig sind.

Produkte:
siehe Anlage A

Hersteller:

Profound Medical Inc.

2400 Skymark Avenue, Unit 6
L4W 5K5 Mississauga, ON
CANADA

Bevollméchtigter
Medical Device Safety Service GmbH (MDSS)

Schiffgraben 41
30175 Hannover
Deutschland

Es wird auch bescheinigt, dass mit dem Anbringen
der CE-Kennzeichnung der Hersteller das vorge-
schriebene Konformitatsbewertungsverfahren be-
folgt, sicherstellt und erklart, dass die Medizinpro-
dukte die Grundlegenden Anforderungen der
Richtlinie des Rates 93/42/EWG vom 14. Juni
1993 in der gegenwartig glltigen Fassung erfillen.

STAATLICHES GEWERBEAUFSICHTSAMT HANNOVER

Am Listholze 74
30177 Hannover

H906062109-7-223

Im Auftrage

Fox \[
Sprechzeiten Telefon 0511 9096-0
Me-Do: 8:00 - 16:00 Uhr Fax 0511 9096-199
Freitag: 8:00 - 14:30 Uhr E-Mail

oder nach Vereinbarung Internet

poststelle@gaa-h.niedersachsen.de
www. gewerbeaufsicht. niedersachsen.de

Staatliches Gewerbeaufsichtsamt

Hannover
Behérde fiir Arbeits-, Umwelt- und
Verbraucherschutz

Certificate of Marketabili
of Medical Devices

Confirmation of marketability of medical devices ac-
cording to § 34 (1) of the Medical Devices Law
(MPG) in the present valid version.

For presentation to the competent authorities or bod-
ies of Vietnam

It is certified that the following medical devices can
be marketed without restriction within

e Germany

e the member states of the European Union
and

e the other states having a contractual agreement

with the European Economic Area.

Products:
see Annex A

Manufacturer:

Profound Medical Inc.

2400 Skymark Avenue, Unit 6
L4W 5K5 Mississauga, ON
CANADA

Authorized Representative:

Medical Device Safety Service GmbH (MDSS)
Schiffgraben 41

30175 Hannover

Germany

It is also certified that with the affixing of the CE-
mark, the manufacturer follows the prescribed con-
formity assessment procedure and ensures and de-
clares that the medical devices meet the essential
requirements of the Council Directives 93/42/EEC of
14. June 1993 in the present valid version.

Hannover, 12.07.2018

Bankverbindung

Norddeutsche Landesbank

DEG2 2505 0000 0106 0252 16
NOLADEZ2H

IBAN:
SWIFT-BIC:



Staatliches Gewerbeaufsichtsamt Hannover

Anlage A /| Annex A

Product

Registration

GMDN

Risk class

Sonalleve MR-HIFU

Sonalleve MR-HIFU V2 ACHIEVA 1.5T

451000080766

Sonalleve MR-HIFU V2 ACHIEVA 3T

451000080776

'Sonalleve MR-HIFU V2 INGENIA 1.5T

451000080786

Sonalleve MR-HIFU V2 INGENIA 3T

451000080796

Upgrade Kits:

Upgrade Kit for SONALLEVE MR-HIFU V1 ACHIEVA
1.5T

089603082552

Upgrade Kit for SONALLEVE MR-HIFU V1 ACHIEVA 3T
089603082562

Upgrade Kit for SONALLEVE MR-HIFU V2 INGENIA
1.5T

089603082472

Upgrade Kit for SONALLEVE MR-HIFU V2 INGENIA 3T
089603082482

Upgrade Kit for SONALLEVE MR-HIFU V2 ACHIEVA
1.5T

089603082452

Upgrade Kit for SONALLEVE MR-HIFU V2 ACHIEVA 3T
989603082461

DE/CA09/0170/P37/002

40781

IIb

Seite 2 von 2




Die Echthei orsleﬁé&ﬂer/umsaiiiger Unterschrifi
der/dgé \ I/ el ot . :
Jfi/bei olevn % Q%‘p"ucf{(o@/vm‘(; WHemume’r

und die Echtheit dés beigefligten

E Dienstsiegels /DienstStempels werden hiermit beglaubigr
— Gleichzeitig wird bescheinigt, daf3 die/der Vorgenannte
& Q zur Ausstellung dieser Urkunde /zur Vornahme der

' Amtshandlung berechtigt ist /war.

Hannover, den 4 9.0%F. 20(8

Polizeidirektion Hannover

Im Auftra_r]'&' 4&1)}}-’?;‘
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e & 27
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CHUNG NHAN/ HQP PHAP HOA LANH sy
KONS‘ULAR]SCHE BEGLAUBlGUNGILEGALlSlERUNG

1.Qubcgia/Staat:V iét Nam/Vietnam

Gidy to, thi lidu nay/Dieses Dokument
2.V i chir ky cua/U. von Herrn (Frau):
3.Vai chic danh/Funktion:
4. Va con dau cuia/Dienstsiegel von: Phong Thuong mai va Cong
nghiép Hannover
dugc ching nhan/hgp phap hoéa lanh su/
wird hiermit konsularisch beglaubigt:‘legalisiert
5 Taifin: Berlin 6. Ngay/Datum: 07/08/2018
7.Co quan cp/Ausgestellt von: Dai sit quan nwée CHXHCN Vigt Nam
tai CHLB Pirc Botschaft der SR Vietnam in der BR Deutschland
g, SO/NT.: 08b-LS-HPH/2018

2 : . - | RNy 7 aes Rotschafters
(/“’({%f/ : Uy Ba/l1l. Sekretd
E48:788 Ay
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swissmedic

Free Sales Certificate

FOR THE HEALTH AUTHORITIES OF VIETNAM

Certificate n® 00006266 : Valid until 25.06.2023

The SWISS AGENCY FOR THERAPEUTIC PRODUCTS, SWISSMEDIC, authorizes and supervises
therapeutic products (medicinal products and medical devices). In Switzerland medical devices are
regulated under the Federal Act on Medicinal Products and Medical Devices (Therapeutic Products
Act, TPA; SR 812.21) and the Medical Devices Ordinance (MedDO; SR 812.213) which incorporates
the European legislation. On the basis of the documents submitted, Swissmedic certifies that the
medical device(s) specified hereunder can be placed on the market in Switzerland and its treaty

countries without restrictions.

- see attached list of 1 page(s)

Companies involved in the manufacturing or the supplying of these medical devices:

- Ordering company: Baxter Healthcare SA, Postfach, 8010 Zurich, CH (Role: Legal
manufacturer)
- Production site: Baxter S.A., 80 Boulevard Rene Branquart, 7860 Lessines, BE

Bern, 25.06.2020
Swiss Agency for Therapeutic Products

Medical Devices Division

Claudia Gugler

—f g L~
T
G12149

(L2

No. S .
Seen for legalization of
the above signaiuie

Berne, ‘2 JUL 2020

SWISS FEDERAL CHANCELLERY

Vi loneers Tax CHF 20

Alessandra Manoiero

Schweizerisches Heilmittelinstitut
' Institut suisse des produits thérapeutiques

| lIstituto svizzero per gli agenti terapeutici
|| Swiss Agency for Therapeutic Products Print No. - 200.222779 - Page 1/2

Swissmedic | Hallerstrasse 7 | Postfach | CH-3000 Bern 9 | www.swissmedic.ch | Tel. +41 58 462 02 11 | Fax +41 58 462 02 1



DAISU QUAN VIET NAM TAI THUY S¥
EMBASSY OF VIET NAM IN SWITZERLAND

CHUNG NHAN / HOP PHAP HOA LANH SU
CONSULAR AU THENTICATION

1. Quéc gia: Viét Nam
Country p ) L.
Giay to, tai liéu nay
This public document
2.doOng (Ba):  Alessandra Manoiero ky
has been signed by
3. véi chiic danh:
acting in the capacity of
4. vacon ddu cua: Vin phong Lién bang
bears the seal/stamp of
dugc chitng nhan / hop phap ho4 lanh sy
Certified
5. tai: BERN 6.ngdy 9/7/2020
at the

7. Co quan cép: Embassy of Viet Nam in Switzerland
by

8. 86: 754 /CNLS/HPHLS
Nll

Ky tén va dong diu
Signature and seal/stamp
TL. PAI SU
THAM TAN




Baxter

Medical Products

Baxter Healthcare SA
P.O. Box

8010 Zurich
Switzerland

PRODUCT CODE LIST
Medical
Code Description Device GMDN Code
Class
1503745 | Hemopatch 2.7 x 2.7 cm, 5-PK Il 47201 (Collagen haemostatic agent)
f S\
1503746 Hemopatch 4.5 x 4.5 cm, 3-PK il 47201 (Collagen haemostaticg gijg{ént)
AW
1503747 Hemopatch 4.5 x 9 cm, 3-PK 1 47201 (Collagen haemostatic ‘ag%eht)
N SWISST
1506253 | Hemopatch 4.5 x 9 cm, 3-PK Il 47201 (Collagen haemostatic agent) |
1506256 Hemopatch 4.5 x 4.5 cm, 3-PK Il 47201 (Collagen haemostatic agent)
1506257 Hemopatch 2.7 X 2.7 cm, 5-PK 1 47201 (Collagen haemostatic agent)
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JISH MEDICINES AGENCY

Free Sales Certificate

The Danish Medicines Agency hereby certifies that the medical devices specified in the
attached list are manufactured by:

Dameca A/S
Islevdalvej 211
2610 Rgdovre
Denmark

Medical devices which are CE marked in conformity with Directive 93/42/EEC meet the
essential requirements for safety and performance. They may therefore be manufactured
and marketed in Denmark and exported without any approval from the Danish Medicines
Agency. '

w2

LAGEMIDDELSTYRELSEN
DANISH MEDICINES AGENCY

UW o

Valid from: 19January 2019 Ugur Erman
Valid Until: 19 January 2021
Axel Heides Gade 1 T +45 44 88 95 95 med-udstyr @dkma.dk
DK-2300 Kgbenhavn S F +45 44 88 95 99 www.medicinskudstyr.dk 1(2)

Verify the authenticity of this document by checking that a multicoloured 3D GENUINE ORIGINAL hologram is present at the top right corner
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LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

PRODUCT LIST
Anaesthesia Workstations:

Siesta iTS
Siesta i Whispa
Dameca MRI508

Dameca AX500

Intellisave AX700

&

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

22
Verify the authenticity of this document by checking that a multicoloured 3D GENUINE ORIGINAL hologram is present at the top right corner




APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: Denmark
Land: Danmark

This public document
Dette offentlige dokument

2. has been signed by Ugur Erman
er underskrevet af

3. acting in the capacity of | Scientific Officer
i egenskab af Videnskabelig Funktionar

4. bears the seal/stamp of |Danish Medicines Agency
er forsynet med segl/stempel af | Legemiddelstyrelsen

Certified

Attesteret
5. at Copenhagen  |[6. the 04 Jul 2019
i Kebenhavn den 04 jul 2019
7. by Ministry of Foreign Affairs of Denmark
af Udenrigsministeriet
8. No 6EBFES0F

nr.

9. Seal/stamp:
Segl/stempel:

10. Signature:
Underskrift:

o
A

Pia Ejdal Frandsen

This Apostille only certifies the authenticity of the si

gnature and the capacity of the person who has
signed the public document, and, where appropriate, the identity of the seal or stamp which the
public document bears. This Apostille does not certify the content of the document for which it was
issued.

To verify the issuance of this Apostille, scan the QR code or visit the following website:

-register.u
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Bgencia espafiola da

ADE SANIDAD, CONSUMO i el medicamentos y DEPARTAMENTO DE
N_ESTQR SDCIA‘l productos sanitarios PRODUCTOS SANITARIOS

D, Carmen Ruiz-Villar Fernandez-Bravo, Jefe del Departamento de Productos Sanitarios de la

Agencia Espafiola de Medicamentos y Productos Sanitarios,

CERTIFICA:

Que la empresa OSATU, S.COOP, con sede en EDIFICIO ZEARREKOBUELTA, SUBIDA
DE AREITIO, 5 - 48260 ERMUA (VIZCAYA) ESPANA, cuenta con licencia previa de
funcionamiento como fabricante de productos sanitarios, en aplicacidn de la legislacién espafiola,
correspondiéndole el N © 5064-PS

En base a las declaraciones y/o certificados aportados, los productos fabricados que figuran en el
Anexo I adjunto de 1 pagina, disponen de marcado CE de acuerdo a lo previsto en el Real Decreto
1591/2009 de 16 de octubre, transposicion a la legislacion nacional de la Directiva 93/42/CEE del
Consejo de 14 de junio de 1993 relativa a los productos sanitarios, lo que permite su
comercializacion en Espafia y en el resto de paises de la Unién Europea no existiendo trabas para

su exportacion.

Asimismo, ha presentado la declaracién adicional que figura en el Anexo II al final del

documento.

Este certificado se expide en base a la informacién contenida en las bases de datos de la AEMPS y
a la documentacién presentada por la empresa en el momento de la emisién y no supone una

autorizacion sanitaria de comercializacion de los productos por parte de esta Agencia.

Y para que conste y surta los efectos oportunos ANTE QUIEN CORRESPONDA, lo firmo en

Madrid, a quince de julio de dos mil diecinueve

iz\espaiiola do
medmamantos
G b productos sanitarios

Celia ’Bfarqml[:r Byifgductos Santarios

[CORREQ ELECTRONICO

C/ CAMPEZO, 1~ EDIFICIO 8
T — 28022 MADRID
U Q5% TS 7 Traductora-Intérprete Jurad TEL: 9182252 61

ada de lng]f__':; FAX: 9182252 89



spencia espafiola de

medicementos y DEPARTAMENTO DE
e Ll PRODUCTOS SANITARIOS

OSATU, S.COOP, DE FECHA 15 DE JULIO DE 2019

s Desfibrilador Externo Automatico / Automatic External Defibrillator “REANIBEX
2007

s Monitor-Desfibrilador Bifdsico / Biphasic Defibrillator-Monitor “REANIBEX 700"
« Monitor-Desfibrilador Bifisico / Biphasic Defibrillator-Monitor “ELIFE 7007

« Monitor-Desfibrilador Bifasico / Biphasic Defibrillator-Monitor “RELIFE 700”

¢ Monitor-Desfibrilador Bifiisico / Biphasic Defibrillator-Monitor “REANIBEX 800"

e Desfibrilador Externo Automatizado / Automatic External Defibrillator “REANIBEX-
3007

¢ Monitor-Desfibrilador Bifdsico / Biphasic Defihrillator-Monitor “REANIBEX 500"

agencia espafiola de
m medlcamentos y
& productos sanitarios

Departamento do Producios Sanitarios
CORREQ ELECTRONIC i : .
| 2 Celia Barquilla Diaz C7 CAMPEZO, 1 - EDIFICIO 8
sgps@aemps.es 28022 MADRID
Traductora-Intérprete Jurada Bamibaghéd TEL: 9182252 61

FAX: 9182252 89



egencls espafiola de
medicamentos DEPARTAMENTO DE
GI i RS PRODUCTOS SANITARIOS

Fadid i
XO II AL CERTIFICADO N° 484/2019 EMITIDO A FAVOR DE LA EMPRESA
OSATU, S.COOP, DE FECHA 15 DE JULIO DE 2019

La empresa OSATU, S.COOP, declara:

¢ Que por otra parte, y alin siendo una norma voluntaria, ha obtenido la certificacion frente a la
norma EN-ISO 13485 “Productos sanitarios. Sistemas de Gestién de la calidad. Requisitos para
fines reglamentarios” que asegura el cumplimiento de los requisitos correspondientes de los
anexos de la citada directiva y que son equivalentes a las buenas practicas de fabricacion exigidas

por otros paises.

agencia espafiola de
m medicamentos ¥
@ productos sanitarios

Deparlamento de Productos Saniarios
[CORREO ELECTRONICO] Celia Barquilla Diaz
G/ CAMPEZO, 1 - EDIFICIO 8
5,88 ra-Intérprete Jurada de Inglés 28022 MADRID
iy Efﬁﬂ g'qp Traducto P Pégina 1 de 1 TEL: 91822 52 61

FAX: 91822 52 89
N2 8007 \2/9 (1



l, Celia Barquilla Diaz, sworn translator authorized by the Spanish Ministry of Foreign Affairs to translate
official documents from and into the English language, do hereby certify that the following is a true and
faithful English rendering of a copy of a document submitted to me in Spanish.

Celia ]3rf;lr(11 ifa Diaz




The Spanish Agency for MEDICAL DEVICES
Medicine and Medical Devices DEPARTMENT

AND SOCIAL WELFARE

PS/DP/CGM 484/2019-CERT,

I, Ms. Carmen Ruiz-Villar Fernandez-Bravo, Head of Medical Devices Department of the Spanish Agency for
Medicine and Medical Devices,

CERTIFY:

That the company OSATU, S.COOP, with registered office at EDIFICIO ZEARREKOBUELTA,
SUBIDA DE AREITIO, 5 - 48260 ERMUA (VIZCAYA) ESPANA [SPAIN], holds a prior licence under
no. 5064-PS to operate as a manufacturer of medical devices, in application of Spanish legislation.

Based on the statements and/or certificates provided, the manufactured devices that appear in the attached
Annex I of one page, have the CE marking pursuant to Royal Decree 1591/2009 of 16 October, transposition
into national law of the Directive 93/42/EEC of the Council of 14 June 1993 relating to medical devices,
which allows the marketing in Spain and in the other countries of the European Union, there being no legal
impediments to exportation.

Furthermore, the aforementioned company has provided an additional statement that appears at the end of
Annex II.

This certificate is issued based on the data contained in the AEMPS (The Spanish Agency for Medicine and
Medical Devices) databases and on the documents provided by this company at the time of this issuance and it
does not presume any health authorisation by this Agency to commercialise products.

In witness whereof TO WHOM IT MAY CONCERN, I sign this document at Madrid, this fifteenth day of
July two thousand and nineteen.

[Stamp: Spanish Agency for Medicine and Medical Devices. Medical Devices Department]

[Ilegible signature]
SAE C/ CAMPEZO, 1 - EDIFICIO 8
sgps@aemps.es 28022 MADRID

TEL: 91 822 52 61
FAX: 91822 52 89
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[Coat of arms of Spain]

MINISTRY OF The Spanish Agency for MEDICAL DEVICES
HEALTH, CONSUMER Medicine and Medical Devices DEPARTMENT
AFFAIRS

AND SOCIAL WELFARE

ANNEX [ TO CERTIFICATE NO. 484/2019 ISSUED IN FAVOUR OF THE COMPANY OSATU,
§.CO0P,
ON 15 JULY 2019

¢ Automatic External Defibrillator “REANIBEX-200"
+ Biphasic Defibrillator-Monitor “REANIBEX 700>

¢ Biphasic Defibrillator-Monitor “ELIFE 700”

« Biphasic Defibrillator-Monitor “RELIFE 700”

+ Biphasic Defibrillator-Monitor “REANIBEX 800"

¢ Automatic External Defibrillator “REANIBEX 300"
s Biphasic Defibrillator-Monitor “REANIBEX 500

[Stamp: Spanish Agency for Medicine and Medical Devices. Medical Devices Department]

EMARL C/CAMPEZO, | -EDIFICIO 8§

sgpsi@acmps. ¢s 28022 MADRID
TEL: 91 822 52 61
Page2 of | FAX: 91822 52 89

Celia Blf!‘q A Diaz

'I'raducim'a-]m(

Jurada de Inglés



ii"""" OF The Spanish Agency for MEDICAL DEVICES

HERMTH, CONSUMER Medicine and Medical Devices DEPARTMENT
AFFAIRS
AND SOCIAL WELFARE
ANNEX II TO CERTIFICATE NO. 484/2019 ISSUED IN FAVOUR OF THE COMPANY OSATU,
S.COOP,
ON 15 JULY 2019

The Company Osatu, S.Coop declares:

Furthermore, and still being a voluntary standard, the aforementioned company has obtained the
certification for the EN-ISO 13485 Standard “Medical Devices. Quality Management Systems.
Requirements for Regulatory Purposes”, which ensures compliance with the corresponding requirements
of the annexes of the aforementioned Directive and which are equivalent to the good manufacturing
practices required by other countries.

[Stamp: Spanish Agency for Medicine and Medical Devices. Medical Devices Department] -

C/ CAMPEZO, | - EDIFICIO 8
28022 MADRID

TEL: 91 822 52 61

illa Diaz FAX: 91822 52 B9

Page 1 of 1
da de Inglés



This translation appears on five pages, numbered from 1 to 5, each of which carries my signature and seal.

Witness my hand, this 12'" day of September 2019,

Celia Barqui

Traductora-Intérgr a de Inglés

1 e

Signed: Celia Barquilla Diaz.



A Yo, NESTOR JOSE ALMARZA DE LA PENA, Notario de Durango, del Ilustre

A “\ - Colegio del Pais Vasco, DOY FE.
: De que la fotocopia que antecede, extendida en cuatro folios de los Colegios Notariales de
Espaiia, serie UQ, nimeros 5443537 y los tres correlativos anteriores, coinciden fielmente
con el original que reproduce y he tenido a la vista. -----------=-=---
En Durango, a veintinueve de octubre de dos mil diecinueve, ==---
Libro Indicador N® 1 ---—mmmmm e

BT TR G v osmmimam s st s b Siem H SH rras omi

(" ' SELODE

E_ LEGITIMACIONES Y

. LEGALIZACIO <
(R BN -

LEGALIZACION: Visto en esta Direccién General de los
Registros v del Notariado pard legalizar la firma de D.
Alvaro Rodriguez Santos. MiemBro de la Junta Directiva del
Colegio Notanial del Pais Vasco.
Madrid, 07 de noviembre de 2019
P.D. de la Directora General
—=====.__ Funcionaria Autorizadq de Legalizaciones

RI0 DE ASUNTOS EXTERIORES Y DE COOPERACION
_ LEGALIZACIONES

e e, S s
del documento ni ulterior des ino q::r;:td.a ddl'rl*s:?:umo

Madrid, ['7 HUV ng

P.EL SUBSESS’ARIO
L

M" Teresa Gomez Garcla-Oliva

UG5443533 Jefe de Neaociado



PAT ST QUAN NUGE CHXHON VIET NAM TATTAY BAN NHA
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EMBASSY OF THE SR OF VIETNAM [N SPAIN

CHUNG NHAN/ HOP PHAP HOA LANH sy
CONSULAR AUTHENTICATION

Quike gia VIET Nam
Country
Cindy ra, s lidu nay
This public document
Do Ong (Ba) Ma. Teresa Gomez Garcin = Ofiva ky
Hax been vigned by
Vion churc danh: Truémg phing
Acting in capacity of
Vi con dibu cua B) Ngogi giao v Hyp tic Tiy Ban Nha
Bearing the seal amp of

Duoe chimg nhin/ bop phip hda link sy
Certified
Tai Ma-dirrit Ny 0? r 1 ane
At the (dd'mm Vv

Co quan chp Dai sir quin Vift Nam tai Thy Ban Nha
by
8 €3S Gienismpnns
Mo
Ky tén vi dong dily

Sigmarture and seal’ viamp
hur thir hal/ Second Secretary




El presente folio es el agregado al documento en el que figura la firma de
DON NESTOR JOSE ALMARZA DE LA PENA, Notario del Ilustre Colegio Notarial
del Pais Vasco, con residencia en Durango, extendido en cinco folios de los Colegios
Notariales de Espaila, serie UQ, numero 5443537 y los cuatro, bajo testimonio,
autorizado el dia veintinueve de octubre de dos mil diecinueve, ntimero 238 de su libro
INAICAOT, === m e e

Alvaro Rodriguez Santos, Subdelegado del Colegio Notarial del Pais Vasco, en calidad
de Decano accidental, LEGALIZO, el signo, firma y rtbrica que figura en el
documento resefiado del Notario de Durango, DON NESTOR JOSE ALMARZA DE
LA PEN A r-memmmmmmesmmssn mims e aiss s e 5 s

DURANGO, a veintinueve de octubre de dos mil diecinueve.======-==--

i SELLO DE
. LEGITIMACIONES Y
LE‘G._QLIZEG NES = i —

NIHIL PRIUS FIDE

S A092102642

Registros y del Notaniado pard legalizar la firma de D.
Alvaro Rodriguez Santos. Miembro de la Junta Directiva del
Colegio Notanal del Pais Vasco,
Madnd, 07 de novigmbre de 2019
P.D. de la Directora General
Funcionaria Autorizadg de Legalizaciones

LEGALIZACION: Visto en (ils'ti Direccién General de los

i e AR
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S— ‘5’ LEGALIZACIONES
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! 1 U
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R1981 Budapess, Zriny: b 3

OGYE!
| E 1372 PO, BoxdGd,

Tel: ~36 % 8F BO-300, Fax: +35 1 85 68 480

P 4"‘ A o tnetitata of
. Ié Hatonel institule of

Pharmuty and Nutntipn Bl ogyEiieg

Case No.: OGYEL/16655-3/2020
Subject: Certificate for third countries
Consultant: Henrietta Kopornoky

FREE SALES CERTIFICATE

On request of theli;abtech Kft. (4031 Debrecen, Vag u. 4. Hungary) the National Institute of Pharmacy
and Nutrition hereby certifies, that on the basis of information provided, the medical device(s) named
below and detailed in the attachment (if applicable), which is/are manufactured by the above economic
operator, has/have been affixed with the CE mark under the Directive 98/79/EC of the European
Parliament and of the Council on in vitro diagnostic medical devices and/or the Council Directive
93/42/EEC concerning medical devices (as amended) which was transposed into Hungarian national law
[decree No. 8/2003. (III. 13) of the Ministry of Health, Social and Family Affairs on in vitro diagnostic
medical devices and /or decree No. 4/2009 (I1l. 17) of the Ministry of Health on medical devices, as
may be freely sold in all member states of the European Economic Area (EEA) including

amended]
Hungary.

EC type Holter systems
with Cardiospy software
including|EC-2H, EC-3H, EC-12H, EC-ABP| EC-3H/ABP models

EC type resting and stress test ECG systems

with Cardiespy-software
includingEC-12R, EC-12RM, EC-12S, EC-12R/S, EC-3RT, EC-12RT| EC-12LT models

This’ certificate has been issued to Hungarian exporters for use in third countries to support the
application for permission of placing the above mentioned devices on the market. :
A Free Sales Certificate should not be taken as a Government endorsement of any product that is referred

to on the certificate or its attachment.

Budapest, 19 March 2020

(Ll e
dr. Kornél Szerdi
Head of Department
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dr. Hodosi, Gabor
Civil Law Notary
holder of a language license in English and German
appointed to Notarial Seat No. 1 of Hajduboszormény
official electronic contact information in short: MOKKIT
Seat Code: K32018 , KRID: 342479118
H-4220 Hajdubsszérmény, Hungary, Bocskai tér 2.
Tel: + 36 52 561-042 , Tel: + 36 52 561-043
Email: iroda.hodosi@kozjegyzo.hu

English language license No: 2/2017.
File No: 32018/Z/297/2020.

I the undersigned Notary in and for the City of Hajduboszormény hereby certify that this
document on the other side is a true and faithful copy of the document, name of “FREE
SALES CERTIFICATE”, which bears one signature (which is seemed to be original), one
stamp (which is seemed to be original) having been produced to me as original.-----------=------
At Hajdubészormény on the 8th (eighth) day o{LApril, ;()20 (two thousand and twenty). -

The Ministry of Foreign Affairs and Trade
of Hungary certifies the seal and
signature of the Hungarian Chamber of
Civil Law Notaries appearing on this
document.

2.l
chahsatlon fee paid: i, -
Date:......... éC:QO”@g O‘:{,_ ............. /AV M 2 QZ eg;g‘ﬁ

‘A fenn alairas és
Registration nr: w &Dg //(/4

ateléil.

Budapest, 2070 AUG 0 6.
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f(ov ™. dr. Brezovszki Andrea
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\\5 jogi eléado

dr. Engler Déra
Head of the Legalisation Unit
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RUSSIAN
EXPORT CENTER

dated Novembe 06,. 2018 No. REC 01/1281/2018

The "Russian Export Center" Joint Stock Company hereby certifies that the following
products have passed the state registration.in the prescribed manner and were admi
to free distribution on the territory of the Russian Federation.

and Analytics” Company
e following products on the
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Name and address of the applicant: “Association of Medicine and Analytics” Company
Limited, address: 17 line, 4-6, Liter E, Room 1IN, 199034, Saint-Petersburg, Russia

Senior vice president
' L. Zhuk

o /
AN

Nn 05-05-09/003 ©HC P®d, Gnakk He i ueHHoit Gymaroii. T3 Ne 536. Ten.: (495) 726-47-42, www.opcion.ru
\

AO «Onuuok», Mockea, 2018, «B»,
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Biopo nepesogos Guten Morgen® Translation Agency Guten Morgen®

f I'pynna komnanuii «3akou ectb 3akon»® Group of companies «Law is Law»®
, Canxr - Ilerep6ypr, yi. Boccranus, 4, oduc 1 St. Petersburg, Vosstaniya, 4, office 1
: Ten. +7 812 579 04 72 Tel. +7 812 579 04 72

E-mail: perevodoc@gmail.com E-mail: perevodoc@gmail.com

: WWW.gutenmorgen.pro WWW.gutenmorgen.pro

Iepesedeno ¢ ananuiickozo A3viKa

| POCCHCKHI1 SKCIIOPTHBIA IEHTP

Poccusi, Mocksa, Kpacnonpecuenckas Ha6., jom 12, 123610, www.exportcenter.ru

‘ : CEPTU®UKAT HA CBOBOJHVYIO ITIPOJAKY
‘ ot 06 Hosiopst 2018 roxa, Ne PEK 01/1281/2018

: AxuponepHoe o6uecTBo «PoccHiCKui 3KCMOPTHBIM LEHTP» HACTOAIIMM IOATBEPXKIACT, YTO
creylomas MpoAyKIys MPOLIIAa TOCYJaAPCTBEHHYO PErUCTPALUIO B YCTAHOBJIECHHOM MOPSAKS U
JOMyIIeHa K cBO6OAHOMY paclpOCTpaHeH o Ha Tepputopuy Poceuiickoii Penepanuu.

Hacrosimmii Ceprudurat Boigan 000 «Acconuanus MeaguunHbl 1 AHATHTHKID
(000 «<AMA) st perucTpaluu cjeayromei NpoaAyKIHH Ha TEPPUTOPUHI
Counanucruyeckoit Pecny6nukn Beernam

HanmeHnoBanue NPOaYKIHH:

1. Cucrema xomOunuposannas XEJIUK® -ckan-M;
2. Ammuaunbiii gpixateabHblil Tecr XEJIAK (Tecr-cucrema XEJIUMK®).

CBHIETENbCTBA O PErCTPalMy MeaMuMHCKIX npuGopos: Ne P3H 2015/2536 ot 09.04.2018; Ne
®CP 2009/05180 ot 09.04.2018.

5 g IIpoussoautens: OO0 «Accouuauys MeauuuHbl U AHATUTHKNY, apec: 199034 , Poccus,
; . Canxr-Iletep6ypr, 17 nuuus B.O. 1. 4-6, nutep E, opuc 1H.

HaumenoBanue u azpec sassuressi: OO0 «Acconuauus MeauuuHsl 1 AHAJIMTHKKY, afipec:
199034 , Poccust, Canxt-Tlerep6ypr, 17 muuus B.O. 1. 4-6, nutep E, oduc 1H.

[nodnucw/ Crapuuii BULle-npe3suIeHT
(moanucek) . Kyk

n Kpyanas neuameo:
Axyuoneproe obwecmeso «Poccutickuii skcnopmmulii yeHmp»
Poccuiickas @edepayus * MOCKBA * OI'PH 1157746363994

AO «Poccutickuii 9KCnOPMHbLIL YEeHMpP»
C 001200
AO «Onuuon», Mocksa, 2018, «B», nuuensus Ne 05-05-09/003 ®HC P®, 6nank He spnsercs ueHHoi 6ymaroit. T3

; Ne 536. Ten.: (495) 726-47-42, www.opcion.ru .
k 3 Koney nepesoda doxymenma £




Biropo nepesoaos Guten Morgen® Translation Agency Guten Morgen®

I'pynna komnanuii «3akoH ecTb 3aKoH»® Group of companies «Law is Law»®
Caukr - ITerep6ypr, yin. Boceranus, 4, oduc 1 St. Petersburg, Vosstaniya, 4, office 1
Ten. +7 812 579 04 72 Tel. +7 812 579 04 72

E-mail: perevodoc@gmail.com E-mail: perevodoc@gmail.com
WWww.gutenmorgen.pro Www.gutenmorgen.pro

Dich sang tiéng Viét
TRUNG TAM XUAT KHAU LIEN BANG NGA

Lién Bang Nga, Miatxcova, Krasnopresnenskaya Nab., s6 12. 123610, www.exportcenter.ru

GIAY CHUNG NHAN BAN HANG TU DO
Ngay 06 thang 11 niim 2018, Ne 01/1281/2018

Cong ty c6 phan «Trung tim xudt khdu Lién Bang Nga» bing vin ban nay ching nhén réng, san
pham sau ddy da dang ky nha nudc theo ding quy dinh va dugc phép luu hanh ty do trén l&nh
tho Lién Bang Nga.

Gidy chirng nhdn nay dwoc cip cho Cong ty trach nhiém hiru han “Hiép hoi Y hoc_
va Phan tich” (“AMA” Co Ltd) doi voi viéc dang ky san pham sau day trén lanh tho
nuwée Cong hoa Xa hoi Chi nghia Viét Nam

Tén san pham:

1. Heé th(")l}g doc HELIC ABT (HELIC ABT Reader) ;
2. Test kiém tra amoniac trong khi thé (HELIC Ammonia Breath Test; HELIC
ABT Reader indicator tube kit).

Gidy chimg nhén vé dang y cdc san phim y t& : Ne RZN 2015/2536 ngay 09.04.2018; Ne
FCR 2009/05180 ngay 09.04.2018.

Nha san xuat: Cong ty TNHH “Hiép hoi Y hoc va Phan tich”, dia chi 199034, Lién Bang Nga,
Sankt-Peterburg, 17 Liniya, 4-6, cbng E, vin phong 1H

Tén va dia chi ngudi ndp don: Cong ty TNHH “Hiép hdi Y hoc va Phén tich”, dia chi 199034,
Lién Bang Nga, Sankt-Peterburg, 17 Liniya, 4-6, cdng E, vin phong 1H

[chit ky/ Pho chu tich
Chit ky I. Zhuk
DAu tron :

Céng ty ¢6 phan «Trung tdm xudt khdu Lién Bang Ngay
Lién Bang Nga *Mdtxcova* S6 ding ky nha mede 1157746363994
Céng ty cé phdn «Trung tam xudt khdu Lién Bang Ngay

-C 001200
Cong ty cb phén “Optsion”, Matxcova, “V”, ban quyén s6 05-05-09/003 FNS RF, mau khong phai la gidy
o c6 gid tri. TZ s6 536. DT: (495) 726-47-42, , www.opcion.ru ¢
: Két thiic tdi liéu dich

Kouey nepesooa doxymenma

/




: Bugaev, tho
Anh, khéng dinh c4e ;A I'en la chinp X4
kém,

1g thao c4c Ngon nggy tiéng Nga, tiéng Viét, tiéy
€, ¢an thap va duge dich hoan thién ¢y tai ligy dinh
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Poccniickan ®dengepanus
Canxr-IlerepOypr
YeTpIpHAAATOrO0 AeKAOPS ABE THICIYHU
BOCEMHAATOI0 roaa

51, bypuankua Makcum JIpBOBHY, HOTapHyc
HOTapHAILHOTO OKpyTa Canxr-Ilerepbypr,
CBUIETENHCTBYIO OJJTMHHOCTh IOJIUCH
nepeBogurka byraesa [lenuca CepreeBuua.

[lopnuck crenana B MOEM IIPUCYTCTBHUH.

JIuuHOCTH IIO/IITUCABIIIETO JIOKyMEHT
yCTaHOBJIEHA.

3apeructpupoBano B peectpe: No 78/356-
w182018- 27 507
B3pickaHo rocy1apcTBeHHOH MOILIMHEI (110
Tapudy): 100 py6=00-xor.
Vet s
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7972 20718
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sAKT-77,
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e

Wroro B HacTosIIEM TOKyMEHTE
IPOIIXTO U CKPEIJICHO IIeYaThIO
4 (ueTvIpe) MHCTA

HOTAPUYES —

eriified by Saint-Petersburg Chamber
of Commerce and Industry
Russia, Saint-Petersburg
ul. Tehaikovskogo, d. 4648
G¥ AR TOPQF\C
0(9\

RO
AT

PETERSBURG

Lién Bang Nga

Saint Petersburg.

Ngay 14 thdng 12 nam 2018

T6i, Burchalkin Maxim Lvovich, cong chiing vién
tam thoi cua phong cong chiing Burchalkin Maxim
Lvovich thanh phd Saint Petersburg, ching nhan
tinh xé4c thuc chit ky ctia dich thuét vién Denis S.
Bugaev trong su c6 mit cta toi.

Danh tinh ctia dich thuét vién ky tai liéu dugc xdc
nhén.

Ping ky vao sb: Ne 78/356-n/78-2018- A § 27/

Chi phi: 100 ruble 00 kopeck

Chi phi cho dich vu luat va yéu t6 k§ thuat: 20(
ruble 00 kopeck

/Chit ky/ Burchalkin M.L. |
s

WPY

(@)
Q

Tbng s6 c6 4 (bdn) trang trong tai liéu

G

Cong ching vién tam thoi: /Chir ky/

Seal:
/Céng chimg M.L. Burchalkin*

Phong cong chimg thanlf phé: Saint Petersburg*
781005666639/



Document Number : IVXL-FOG6-9G0V-PMEH

0Osong Hea! th Technology Administration Complex,
187 Osongsaengmyeong2-ro, Osong-eup, Heungdoek-gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159

Tel: +82-43-719-3775, Fax: +82-43-719-3750

No. of Certificate : 20200093188 Date : 2020/07/27
Certificate of Free Sales

Exporting(certifying) country :  Republic of Korea

Impor ting(requesting) country : Vietnam

The Ministry of Food and Drug Safety, certifies that the following firm is authorized to
manufacture medical devices under the Medical Device Act and the following item(s) is(are)
permitted to be freely sold in domestic and overseas markets.

Manufacturer (Registered No. :  2836)

BEMEMS Co.,Ltd.

Rm703, 706, 709, 710, 711, (Hoseodae Venture Tower, Gasan-dong) 70, Gasan digital 1-ro,
Geumcheon-gu, Seoul

Product-Llcense No. Classlfication
X-ray system, diagnostic, portable. analogue [2]
09-126
X-ray system, diagnostic. portable, analogue [2]
17-4523
X-ray system, diagnostic, mobile, analogue [2]
17-4780

#Attached : List of Product Classification and Model

%/’rr\, /(,/W

Director of Medical Devices Policy Division
Department of Medical Device Safety Bureau
Ministry of Food and Drug Safety

This medical device is approved by National Institute of Medical Device Safety Information(NIDS)
established under
Article 42 of Medical Device Act.

L

R PO s P 5 A D ¥
% This certificate is issued on the Internet, you can check whether to forge or modify in homepage{emed.mfds.go.kr).
Furthermore, You can also check it by barcode exploiting document check program for scanner




Document Number : IVXL-FOG6-9GOV-PMEH

Osong Health Technology Administration Complex,
187 Osongsaengmyeong2-ro, Osong—eup, Heungdoek-gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159

Tel: +82-43-719-3775, Fax: +82-43-719-3750

No. of Certificate : 20200093188 Date : 2020/07/27
Product License No. : 09-126 (2019/02/18 )
Classification : X-ray system, diagnostic, portable, analogue

Model (Export Name)

- BPD-I(E&8)

Product License No. : 17-4523 (2017/06/30 )
Classification : X-ray system, diagnostic, portable, analogue

Mode I (Export Name)

- Anyrad-5
Product License No. : 17-4780 (2019/11/22 )
Classification : X-ray system, diagnostic, mobile, analogue

Mode! (Export Name)

- AceMobile-510D

1/1 (N RTERT Y

g S BN SO S 8 ol N
% This certificate is issued on the Internet, you can check whether to forge or modify in homepage(emed.mfds.go.kr).
Furthermore. You can also check it by barcode exploiting document check program for scanner

4L, B A
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DAI S(r QUAN NU'C CHXHCN VIET NAM TAI HAN QUGC

THE EMBASSY OF THE SOCIALIST REPUBLIC OF VIETNAM IN THE REPUBLIC OF KOREA

CHUNG NHAN / HQP PHAP HOA LANH SV
CONSULAR AUTHENTICATION

1. Quic gla Vijt Nam
Country Vietnam
Gily t, thi g ndy
2,40 Ong (B2) Thés publc dogeR s Taek "
has been signed by
3. véi chirc danh Vién chtc lanh sy
acting in the capacity of
4VACONBAIEA v Ngogigiao HanQuée
baars the saal/stamp of %Mm

dugc chimg nhn / hop phép héa lnh sy
Cortified .
11/ O'o’/ 2020

Hén Q
5.tal o ;chm 6. ngdy

at

7. quan clp Dol iz quén nurrs CHXHON Vi Nam t i Qube
The ‘of Vitnam ‘Repubiic of Korea

a.bsyé 677823, CNLESHPALS inihe o

NO

Ky t8n va 86ng déu
Signature and seal/stamp
m tén Céng sir/ Minister Counsellor

Ministry of Foreign Affairs
Republic of Korea

Seen at the Ministry of Foreign Affairs of the Republic
of Korea. Valid only if submitted to foreign missions in
the Republic of Korea.

1. Seoul, Korea 2. 11/08/2020
3.No. XXC2020K24811Z

4. Signature

Oh Jung Taek : )
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China Council for the Promotion of International Trade is China Chamber of International Commerce




TEHBERT SREELE R A

China Council for the Promotion of International Trade
China Chamber of International Commerce

uE BA B

CERTIFICATE

3 204403A0/036998
5 A No

ZEUERY:  FEFT ISR R 25 Wikk H 202008995 BT 4R I Y D)
HEUEW BB R % i T BB R A BT B R R Sk

o

THIS IS TO CERTIFY THAT: the electrical seal of MEDICAL
PRODUCTS ADMINISTRATION OF GUANGDONG PROVINCE on the
CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS NO.
YSYJXC 20200899 is genuine.

Ullrlﬂﬂ fﬁr 111!:‘: Pl'umotlun
Qf‘ hterﬂﬂtmnak Prade

ﬁﬁﬁ?: A%:J&js |

Airthorized
b e T |
Signature:

H3H: 20204£07H09H
(Date: Jul. 09, 2020)

P4 Website for verifying the certificate; http://www. rzcepit. com/validate, html
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CHUNG NHAN / HQP PHAP HOA LANH sy
CONSULAR AUTHENTICATION

1. Quoc gia................ CHXHCNVigtNam
Count,
stk Gidly 1, 1 [igu nay
This public document
2.doOng(Ba) ... '”5“ Téph““g .................. Ky
has b igned b A
Swilchicam . Phophong Lomhsy
acting In the capacity of = - :
tvicandhucts e, ... S Ngosi vy tinh Quiing Dong
bears the seai/stamp of )
..... ... Trang Quéc

dude ching nhén / hop phép hoa lank s
Certified




WA\ BRI .
PEOPLE’S REPUBLIC OF CHINA
BRy¥ 28 bl Y O S B
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

ERGE: B4 WM 20200899 2
Certificate NO.: M2 4R 20200899 &

AR LHE
Product (s): See Attachment

FARE. WHE

Model: See Attachment

FREMBREZSES: KR

Registration certificate(s): See Attachment

S R wR RS RAT

Manufacturer: Genrui Biotech Ine.

S e R FINTRDIH KD EATE T LS K 4k MM AR 34k 4 2 10 2

Address of menufacturer: 4-10F, Building 3, Geya Technology Park, Guangming District,
518106, Shenzhen, China

éﬁﬁﬂﬁ%ﬁﬁﬂ%:@%%Hﬁ&FﬁZWﬂMﬁ% .
Manufacturing License (s): B-£25 Wk A ¥ 20041046 1

BN LR R BBV E A A

This is to certify that the above products have been registered to be
manufactured and sold in China.

ERAREBZE: 2021404 H 06 0
This certification valid until: 06/04/2021

BE: /
Remark: /

’{@\uwﬁg?’

2nzuﬁ 06% :

tﬂ DB




i B 4% € Certificate No..

3 =
5 P A RS o S AIEE
SN Product (g) Model R arranion
certificate(s)
25Ti&, 50T/ &, 100T/&, 1501/
PEfbfer 85y (HbAle) it . 200T/&. 250T/&. 300T/&
& Chilsldd smid)
I 25 T/Kiat, 50 T/Kit, 100 T/Kit, 150 B RaT 20182400309
Glycated Hemoglobin (HbA 1¢) T/t 200 T/Kit. 250 T/Kit. 300
Detection Kit(Nephelometry) i‘ Tt
|
| 251}*%1 50T/&, 100T/&., 150T/
. 2007/, 25(}Tfﬁ‘ 300T/4
FRIRA T (RT) FMNA A& %M?Eﬁl]? T 1x02ml (i
CHREERTA Lihik) JliJ)
2 A E 20182400308
Rheumatoid Factor (RF) Detection 25 T/Kit, 50 T/Kit, 100 T/Kit, 150
Kit(Nephelometry) T/Kit, 200 T/Kit, 250 T/Kit, 300
T/Kit, Quality control product
140.2ml
25T/a, S0T/&, 100148, 150T/
Fira et g . 200T/ 6., 250Ti&. 300114,
PRid Hﬁg’,{ ;}L rr; /E\}Imf?ié )’rﬁ;ﬂhu&-ﬁu IR B ?Ej? s 1403ml (e
3 : : e Bl E 20162401258
! }I“I"a“A“f';;’gj:f&f:f““a 25 T/Kit. S0 T/Kit. 100 T/Kit, 150 |
l l'{{]::(N;ptht)mctry) T/Kit, 200 T/Kit, 250 T/Kit. 300
T/Kit. Quality control product
1<0.3ml
25TiF . 30T/, 1001/, 150T/
HC RRER (HS—CRP) # | &, 200T/8&, 250T/&, 300T/&,
W (AT o) &Mtﬁfm£ﬁ£dlf.: 120.2ml
(kY . T
: High Sensitive C-Reactive Protein . BN 20162401259
(HS-CRP) Detection 25 T/Kit, 50 T/Kit, 100 T/Kit, 150
Kit(Nephelometry) T/Kit. 200 T/Kit, 230 T/Kit. 300
T/it, Quality control product 120.2m
25 AR, 2%15 At 2%25 A
g, 50 Mg, 100 A f3/
LHERA (D RS (FDPY | & 150 AfVE. 200 A&, s
?l'!lﬂit?rfj“ﬂm (ARl L) fas 1x0.2ml (ERg)
5 -@}ﬁkﬂi{ﬁ 20172400700

Fibrinogen Degradation Product
(FDP) Detection Kit(Nephelometry)

25 TiKit,
TiKit,
T/Kit,

2x15 T/Kit, 2x25
30 T/t 100 T/Kit, 150
200 T/K it Quality control
product 1:0,2ml

e e



EAHE S

R P B A ABBF i
SN Product (s) Model S
certificate(s)
L3 A R4 KT—680 ’%‘\E"' - P> |
6 2 i 20162400400
Auto Hematology Analyzer KT—6§00: )
KT—6500, KTH #in
TN A 6600,
15, 20172400457
KT-6500. [(T-ssmwwﬁﬁg £
; R AT CASI. CAS2, CAST=mamrt”
8 kT ifE 20162400480
Coagulation Analyzer CA51. CA5Z2, CA54
SRR S 8T (% BAGOD, BAGDD-1, BABOD-2
9 B 20162400479
Urine Analyzer BAGOD. BAG0D0O-1, BAG0O-2
WAL S A A 7 BAG60. BAG70, BAGSO
L0 Bl ik 20162400669
Urine Analyzer BAGGD., BAGTD, BAGBD
R 1T PAS0. PAS4
11 BRI TE 20162400696
Specific Protein Analyzer | PASD, PAS4
A H B R AT | PAI20, PA200, PA300, PA320
12 | B R 20172401577
Fully-auto Specific Protein Analyzer i PA120, PA200
| FAS0, FAS1, FA32, FA53, FAS54,
l WA ST AT X FA120
13 [ Bk 20152220431
| Quantitative Immunoassay Analyzer | FA30, FAS1, FAS2, EAS3. FAS4, '
| FA120
| GE200, GE300, GE310. GE320,
| AR 4T GE330, GE340. GE350. GE360
14 | B E v 20162400668
| Electrolyte Analyzer GE200, GE300, GE310, GE320,
GE330. GE340. GE350. GE360
: GE300, GE510., GE320. GES530.
[ H A T A ATT A GE340. GE350
15 Bk 20152220120
Elecirolyte Analyzer GE300, GE310. GE520. GE330,
GES40. GE350
WP21A, WP21B, WP21C. WP21D
Ll AL AT . WP2IE
s BT 20162400481
Semi-auto Chemistry Analyzer WP2IA, WP21B, WP21C, WP21D
. WP21E
(i5480Plus, GS480. GS400. GS300
Plus, GS300, GS200, GS480A. G
£ B AT S450A, GS430
1 Wi HE 20162400670

Auto Chemistry Analyzer

GS480
Plus. GS480, GS400, GS300
¢ Plus. (GS300, GS200, GS480A. G

§450A . (8450




R =1
5 P 5 A MABF o
. legistration
SN Product (s) Model ri
certificate(s)
4 Bt R MTI120. MT
= Chemiluminescence Immunoassay V1120 N 120182100240
Analyzer i
M BA-TOA
10B, BA-10C. &
10G, BA-10F. F
11A, BA-11B, BN k&
11D, BA-11T.
11G. BA-11HK. BA-11
' [IBU, BA-12A , BA12-B, BA-
i [4A. BA-14B, BA-14C, BA-14D;
Eﬁfﬁjf}:ﬂfiﬁfﬁ.% 191[,?1% l*ﬁf‘ 30 4}7!% 50 %),r e
19 ; i"—:‘j\ {1'00 _f%_‘[;{g], B S oL I 20152400734
Urine Strip (i e
BA-11A. BA-11B. BA-11C, BA-
11D, BA-11T. BA-11F, BA-
11G. BA-11HK, BA-11BH, BA-
11BU, BA-10A, BA-10EA. BA-
10B, BA-10C, BA-10D. BA-
10G. BA-10F, BA-10T. BA-
| 24, BA-8V. BA-8C, BA-8D
25T/, 50T/ &, 100T/HE, 150/
. £, 200/, 250T/& . 300774 .
HBEER AR O (ASO) il PR BRI O FiE -
RS s s e iRiED 1<0.2mL D
20 1 ffee v 20182400303
Anti-streptolysin O (ASO) Detection | 25 T/Kit. 50 T/Kit. 100 T/Kit, 150
Kit(Nephelomelry) T/Kit, 200 T/Kit, 250 T/Kit, 300
‘ T/Kil. Qualily control product
140.2ml
25T/& . 50T/&, 100T/5. 130T/
& T/ T
s ook ew. | T TR SR
g CREMORD | S
&l Anticyelic Citrullinated Peptide | 5 TGS PG J00TRE 150 T itk 20182400087
Antibody (CCP) Detection o AN B il
KiMapkslamery) T/, 200 /it 250 T/Kit, 300
[/Kit. Quality control product
1:0.2ml
| 2514, s0T/E. L00T/ g, 150/
i 2 e & i
b 2 e B 7 € (CYS— Q‘ﬁﬁ%g% £ }qﬁ%}m}“ﬁé %ﬁ}f
C) R (e ik Sl k.
2 5) TR HE 20182400307
Fo e ey i = 25 T/Kit, 50 T/Kit, 100 1/Kit, 150
| Cybtai{“;t([ﬂf:;ﬁeze‘f“m T/Kit. 200 T/Kit, 250 T/Kit, 300
5 L T/Kit, Quality control product
1<0.2ml
25Ti&. S0T/&. 100T/&, 150T/
| . 200T/F, 250T/A, 300T/
| D——%p (D—Dimer) HIR | & D-TRAAEF 1x0.2ml (€
| R R R ) _
23 " B kv 20182400306
D-Dimer Detection 25 T/Kit. 50 T/Kit. 100 T/Kit, 150
Kit(Nephelometry) VKit, 200 T/Kit, 230 T/Kit, 300
‘ T/Kit. Quality control product
| 1«0.2ml
24 A EH B0 5 Al £ | KT-6300, KT-6280. KT-6200, KT- | B i 20162400482




[ ™
2

5 AT ) TR HEAEY
Registration
Product (s) Model P,
certificate (s)
6180 u m-
Auto Hematology Analyzer KT-6300, KT-6280, % KT-
618

o s gy

KT-6400. KT-63908 T8T638

{E 20162400666

mﬁﬁé LE4EE (RBP) IISE W
& (R ey

Wi, 50 A/
4. 150 i, 200 Maie. TR
fhe 120.2ml CLENE D

100 At/

26 T 20172400705
Retinol Binding Protein (RBP) 25 TIKit, 2«15 T/Kit, 2x25
| Detection Kit(Nephelometry) T/Kit. 50 T/Kit. 100 T/Kit. 150
: TiKite 200 T/Kity Quality control |
| product | =<0.2ml
‘ 25 AE. 2415 A&, 2225 A
SRR e £ T D f e G T B £ g, SONBIE. T00AE |
| | (N(:AL) Wl (s | B 150 Afpisr. 200 Afaie, WS |
' O b i ) s 1x0.2ml D
27 BRI 20172400704
| Neutrophil Gelatinase-associated 25 T/Kit, 2+15 T/Kit, 225 '
| Lipocalin (NGAL) Detection T/Kit, S0 T/Kit, 100 T/Kit, 150 |
i Kit(Nephelometry) T/Kit, 200 T/Kit, Quality control |
| produet 120.2ml |
i 25 NplE, 2415 A, 2525 A |
i— fhldE, 50 Afrig. 100 Afy
MIBEHFELA A (SAA) il | & ISOJ\M . 200 ABME. BT
A (Ol BT g ) e 1x0.2ml (BERT)
28 _ R I 20172400563
Serum Amyloid Protein A (SAA) 25 T/Ki. 2+15 T/Kit, 225
. Detection Kit(Nephelometry) T/Kit. 30 T/Ki. 100 T/Kit, 150
i T/Kit, 200 T/Kit, Quality control
| praduct 120.2ml
’ 25 JUB‘ v 2005 NfE. 2%25 A
Uyl 50 ME. 100 A fi3/
| IERREE G (1eG) MERAE | B 150 J\H!ﬁ. 200 A fiidx. FidE
. (s Eif L) e 1x<0.2ml GEID
29 ; B HE 20172400669
Immunoglobulin G (1aG) Detection 253 T/, 2#15 TIKit, 2%25
. Kit (Nephelometry) T/Kit, 50 T/Kit, 100 1/Kit, 150
| TiKit, 200 T/Kit. Quality control
l produet 1<0.2ml
| 20mI(R1. 1x15ml R2.
f 1<3ml), 80mL(R1; 2<30ml R2;
' 2510ml), 120mL(R!; 2x45ml
| R2: 3x10ml, 200mL(Rl;
R IR 1 HFE (HDL—C) L B
T W I 2425ml), BEDmI_,gRl: H=40ml |
30 By = Axalinly R 20162400562

HDL-CReagentKit(Selec
tInhibitionMethod)

20ml (R1:1»15ml R2:1»5ml )
80ml (R1:2»30ml R2:2x¢10ml)
[20ml (R1:2#45m| R2:3x10ml)
200m] (R1:3x530ml R2:2x25ml )
320ml (R1:640ml R2:4>20ml )




[ ™
£

TR
7 B4 A Mk EAHE
Registration
Product (s) Model :
certificate(s)

20mL(1:20ml), 100mL(2#50m{}, }ﬁ.
OmL(5x40ml). 300mLy6x iz

mL(570ml). S00rgCRFRg¥<30mi) g@ .
ﬁ | |

BE A (ALB) WESAE (7
HE B4 ) 20mi (1 fOS
3l 100mi (2 45gml b i 20162400569 |
ALB Reagent KifBCG Colorimetric 200ml (5=%0m b |
Method) 300m! (6 Nt EE 0 & H &
350ml (570 ' I

500ml (10=50m |

| 25mL (R1:1<20 mL R2:1x5 |
| mL}, 125mL(RE:2=50 mL R2:1%25
mL), 200mL{R1:4=40 mL R2:2%20
mL), 250mL(RI:4=30 mI. R2:2%25 I
mbL), 300mL(R1:4»60 mL R2:4x15 [

| mL), 375mL(R1:6%50 mL R2:3x25 4l

| BREE (UAY Mlzidils (REEEE | mL). 300mL(R1:8250 ml. R2:4x25 J
— AL RS mL) W
{32 B E 20162400543 |
UA Reagent Kit(Uricase-Peroxidase 25ml(R1:1%20ml R2:15ml ) ; Al
Coupling Method) | 125ml (R1:2%30ml R2:1x25m] ) ;~"i
200ml (R1:4%40m! R2:220ml ) il
250ml (R1:4%50ml R2:2x25ml ) !
300ml (R1:4+60ml R2:4x15ml ) |
375ml (R1:6+50ml R2:3<25ml ) bl
500ml (R1:8<30ml R2:4<25ml) | L

25ml (R1:1%20 mL. R2:1x3

mL), 125mL{R1:2x50 inl. R2:1%25 |
mb), 200mL(R1:4%40 ml, R2:2»x20
mb). 250mI(R1:4%50 mL. R2:2x25 u

mL). 300mL(R1:4x60 mL. R2:4x15
| mL), 375mL(R1:6»50 mL R2:3%25 |
WSS (CIO WitidAlgy (N | mL S00MLIREE s S ‘
3 Al Pl Asr ity f {8 5 |
33 — LRI R R BURIE R 20162400556 |
25ml(R1:1420ml R2:1«5ml )
125ml (R 1:2450ml R2:1425m] )
200ml (R1:4>40m] R2:2%20ml )
250ml (R1:4%30ml R2:2:25ml )
300ml (R1:4=60ml R2:4+15ml )
375ml (R1:6%30ml R2:3%25ml )
500ml (R1:8%50m| R2:4=25ml )

CK Reagent KiyNAC Method)

34 Y—HEEEH L (GGT) JilE | 25mL (R1:1<20 mL R2:1x5 Bk 20162400578
oAl (IFCC HEf=ik) mL), 125mL{R1:2x50 mL R2:1x25
mL}, 200mL(R1:4=40 mL R2:2x20
GGT Reagent Kit(IFCC Kinetic mlL), 250mL{R1:4x50 mL R2:2x25

Method) mL), 300mL{R1:4x60 mL R2:4x15
mL), 375mL(R1:6x350 mL, R2:3x25
mL), 300mL(R1:8%50 mL. R2:4x%25
| mL)

25ml (R1:1=20ml R2:1%3ml )
125mi (R1:2<50ml R2:1<25ml )
200ml (R1:4<40ml R2:2x20ml )
250ml (R1:4%30m] R2:2x25ml )
300ml (R1:4<60ml R2:4<15m] )
| 375ml (R1:6430ml R2:3%25ml )




A e w
o

335

e (UREAY Ll dr (M

TR R

UREA Reagent Kit(Enzyme-
coupling Kinetic Method)

24 <5
R2:1

23mL (R1:1<20
mL}), 125mL(R1:2
mL), 200mL(R1:4
mL), 250mL(R 14458 ml R2:
mL}, 300mL(R1:4<%0 mL : @
375mI(R1:6x5 ﬁiuﬁé

mL),
mb). S00mb(R1:8%50
ml)

25ml (R1:1<20ml R2:1%5ml )
125ml (R1:2%30ml R2:1%23ml )
200ml (R1:4<40ml R2:2x20ml )
250ml (R 1:4%50ml R2:2x25ml )
300ml (R1:4x60ml R2:4=15ml )
375ml (R1:6<30ml R2:3%25ml )
500ml (R1:8430ml R2:4525ml )

'Flﬁﬁ

P A7 MR T EAE S
Pess o) Jar=in,
500ml (R1:8%30ml R2:4#25uf] lﬂ‘
i i

o
&

LA U 20162400557

BN E C (Cys—C) MmERAE
A i)

Cystatin C (Cys-C) Reagenl Kit
(Tmmunoturbidimetry )

Rl. 1#20ml R2; 1«5ml, RI:
1«40 ml B2, 1=10ml, R1; 1x80ml
R2, 1%20ml, R1. 2x40 ml R2:
2%10 ml, R1. 2x60 ml R2: 1«30
ml, Rl: 2x60ml R2; 2x13
mly R1: 2x80 ml R2. 1x40
ml, RB1. 2#80ml R2. 2x20
ml\ .R]: 450 ml R?: 2525
ml, R1. 4x60ml R2. 2x30
ml. R1: 4x100ml R2:; 250 ml,
FedEs: Lelml CRMOENED . B4
IR« 1x1 mi (TTREWE) . TR
bLCEMEDY « Ixlml (E[IENE)

Ri1. 1x%20ml R2: 1x5ml, Rl:
1240 ml R2: 10 ml, R1: 1x80 ml
R2. 1x20ml, R1l:. 2%40ml R2.
2x10ml. Rl: 2=60ml R2: 1x30
ml, R1: 2»60ml R2; 2x15
mi, RI: 2*80ml R2; [<40
ml\ R.l: 2580 ml R_Z; 2%20
ml, Rl: 4x50ml R2; 225
ml, Rl; 4x60 ml R2. 230
ml. Rl 4=100ml R2. 2x50
ml, Calibrator: 11 ml, Quality
control product (low value) « Ix1
ml, Quality control produet (High
value) : 1¢1ml

ki 20172401005

37

I IR (& (Anti—CCP)
B SEB ARG (R D

Anti-cyclic Cirrullinated Peptide
Antibody (Anti-CCP) Reagent Kit
(Immunoturhidimetry)

. ml. BEHE N

| 130 ml R2:

R1: 1x13ml R2; 1%5 ml, Rl:
1230ml R2: 1=10ml. Rl: 1x45ml
R2. 1x15ml, Rl: 2«60 ml R2:
2x20 ml. Rl; 3=40ml R2. 2420
1«1 ml (AFZEM) « &
il telml (nlikne)
Rl. 1%15ml R2; 1x5ml, Rl:
1#10ml, RI: 1«45 ml
R2: 1x15ml, Rl; 2x60 ml R2:
2x20ml. RI. 3x40ml R2: 2x20
ml. Calibrator; 1x1 ml. Quality

Bk 20172401274
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SN

J=
Product (s)

g Al =
Model

EAHE S
‘Registration
certificate(s)

FUREEE A MR O (ASO) il
AR (S o)

Antistreptolysin O (ASO) Reagent
Kit (Immunoturbidimetry)

control product: lﬁ

R1: 1420 ml R2: 1x5 ;
ml R2: 1210 ml,

1220 ml, R1:2x

ml. R1: 2%60 ml

2x60 ml R2: 1x30

ml, Rl:4»30ml R2?

4460 ml R2: 230 ml, (4100 ml |

R2: 2+50 ml, FEREs. 1x o

D) L FEE () o 1 ml

CHTENg) ~ M (R« 1xd
ml (FEIAD

Rl %20 ml R2: 1=5 ml, Rl1: x40
ml RZ: 110 ml. Rl:1=80 ml R2:
P20 ml, Rl:2x40ml R2:2x10
ml, RL:2%60ml R2:2#15ml, Rl: |
2460 ml R2: 1«30 ml, Rl:2=80ml
R2: 140 ml, R1:2+80 ml R2:2x20
ml, R1:4%50 ml RZ: 2425 ml, RI:
460 ml R2: 2430 ml, RI:4%100 ml
R2: 2x50 ml, Calibrator: 1x1
ml, Quality control product (low
value) + 1%1 ml. Qualily control
product { HMigh value) ; 1>x1ml

el 20172401276

HERIBE (RF) s dile
COHRE L)

Rheumatoid Factor (RF) Reagent
Kit (Immunoturbidimetry)

| 1240 ml. RI1:4#50 ml R2;: 2:25 ml,

RI: 1%20ml R2: 1=x5ml, R1: 1x40
ml R2: =10 ml.

RI: 2=40 ml R2: 2<10ml, R1:2%60

ml R2: 1x30ml, RI1:2=x80 ml R2:

feitef: 141 ml (L)

RI: 1520 ml RZ: 15 ml, R1: 1240

WU 20172401278

ml R2: =10 ml,
RI: 2=40 m| R2: 2=10ml, R1:2x60
mb R2: 1230 ml, Rl:2x80 ml R2:
1 <40 ml, R1:4%50m| R2: 2425
ml, Calibrator; %1 ml

40

RMEESA (mALB) WA
| £ gt

Microalbumin (mALDB) Reagent Kit
(lmmunoturbidimetry)

Rl: =13 ml R2: 1=x3ml, Rl:
2x30ml R2: 1+20ml, R1: 2x45ml
R2: 2%15ml, R1; 3%40ml R2.
222 ml, R1: 2%60 ml R2. 2<20
ml, Rl: 3x50ml R2; 2x25
ml, Ri: 3x60ml R2. 2x30
ml, Ri: 3%80ml R2. 1x80

D ml, RI: 3%100ml R2: 1100 ml,

B Iximl (A3

R1: 1*15ml R2. 1x53ml, RIl,
2:30ml R2: 1#20ml, R1. 2x45m]
R2: 2«15 ml. R1. 3«40 m] R2;
2x20ml, R1; 260 ml R2, 2x20
ml, R1: 3%5(0 ml R2. 2x23
mly R1: 3x60 ml R2: 2x30
ml, El: 3=x80ml R2. 1x80
mly RI: 3=100ml R2, 1x100
ml, Calibrator: 1»1 ml

BRI 20172402010




VEAHE S

= fm | =
g 7 A 7 A%E T Registration
SN Product (s) Model ) .
; certificate(s)
Rl; 1<20ml R2: %5
1240 ml R2: 1%10 ml#@
AR PP A2 (Lp— | R2: D20ml, Rl
PLA2) Mz Al (R bk 2x15ml, Rl; 4%
i) ml, RI1; 4%350 mlfRZ?
41 : 20172400889
Human Plasma Lipoprotein R1l: 1=20ml R2:
Phospholipase A2 (Lp-PLAZ2) 140 ml R2. 1*10m F
Reagent Kit (Tmmunoturbidimetry) R2. 1#20mly R1: 2 mi R2;
2%x153mly R1. 4x40'ml ; 4
ml, RIl: 4%350ml R2; 2x25ml
Rl: 1x15ml R2: 1x5ml, RI:
| 2:30ml R2. 1x20ml. Rl: 2x45 ml
R2. 2x»15ml. RI: 3x40 ml R2.
2»20 ml, Rl. 4x45ml R2; 3x20
. ml, Ri: §»45ml R2; 6x20
WIS 1 (RBP) Mk | ml, Rl 1240 ml R2: 820 ml,
Rl (G imiE) B, Dedml (EFHENED .
42 gy 20172400917
Retinol Binding Protein (RBP) R1, 1x153ml R2; 1x5ml, RI:
Reagent Kit (Immunoturbidimetry) | 2x30 ml R2: 1%20 ml. Rl: 2=45 ml |
R2. 2#15ml, R1: 3=40 ml R2;
2x20ml. R1: 4x45ml R2. 3%20
mly Rl. 8»45ml R2. 6x20
ml, R1. 1240 ml R2: 8x20
ml, Calibrator: »lml
20im1L(1x20ml), 100mL(2 <50ml), 20 |
OmbL(5740mb), 300mL{6+30ml). 350
i mbL{(3<70mb); 500mL{10~30ml)
HEE (GLUY bEniE G |
EFEE L) 20ml (1%20ml ) |
43 100in! (2>50ml) B HE 20162400564
GLU Reagent Kit(Glucose Oxidase 200ml (5x40ml )
Wethod) 300m! (6%30ml ) |
350ml (5%70ml )
S00ml (10730ml )
20mL(1#20ml), B0mL(2x40ml). 150
— &AL (C02) R R A mL(3*50ml), 300mL(5x60ml)
(LD
4 = R AT 20162400559
CO2 Reagent Kit(Enzymatic i IS. i 4bmt)
: | 50ml (3=30ml )
Method) I 300ml (5x60ml )
|
43 AEHE RS (LDH) WEmAlE | 25mL (R1:1+20 mL. R2:1%5 SRR HE 20162400570

(3R~ IR R S 1L

LDH Reagent Kit(L—P Kinetlic
Method)

mb)y 125mI(R1:25%50 mL R2:1%25

mL), 200mL(R]:4%40 mL R2:2%20

mL), 250mL(R1:4%50 mL. R2:2x25

mL). 300mL{RT:4>60 mL R2:4x15

mb). 375mL({R1:6%50 mL R2:3%25

ml), S00mL(R1:8%50 mL R2:4»25
ml.)

25ml (R1:1<20m! R2:1%35ml)
125ml (R1:2<50ml R2:1%23ml )
200ml (R1:4%40ml R2:2%20ml )

250ml (R1:4<30m! R2:2425ml )
300ml (R1:4460ml R2:4%13ml )
375ml (R1:6%30ml R2:3<25ml )




e R AR SR & EAIES

. . Registration
SN Product (s) Model certificate(s)

500ml (R1:8%30ml RZ, _Slﬂ& Ijﬁ-
25mL (R1:1:20 %‘1«5 .

mL). 125mL(R1:2
‘ mL). 200mL(R 1444 Qﬁ
mL), 250mL(RI:AREmL R2

ml), 300mL(Ri:4 G Em

mL), 375mL(R1:67 E‘D %Hﬁg

Hil = (TG) I Pare b mb}s 500”11.{11]:8{*501 R2:4x25
(GPO—PAP §) | mh)

46

TG Reagent Kit (GPO-PAP Method) | | ?2;1:1111 (‘E]‘ S %‘_‘1’;52%‘:“‘1 )

‘ ‘ 200ml (R1:4%40ml R2:2<20ml ) ‘

1 250ml (R1:4x30ml R2:2225ml )

| i 300ml (R 1:4x60ml R2:4%15ml ) ‘
375ml (R1:6<30ml R2:3<25ml ) ‘

l ‘ 500ml (R1:8+30ml R2:4x25ml)

‘ E R 20162400545

|
| ‘ 25mL (R1:1%20 ml. R2:1%3 |
| ml). 125mL(R1:2=50 ml R2:1%25
| ‘ mL), 200mL(R1:4x40 mL R2:2%20
' mLy. 250mi(R1:4x50 mL R2:225
‘ ‘ mL). 300mI(R1:4x60 mL R2:4»15
mL). 375mL(R1:650 mL R2:3%25 ‘

F| | LA ERE R (AST) ‘ mL). 500mL(R1:8750 mL R2:4%25

| e s ke R E 20162400567
o EYENE

[ AST Reagent Kit(IFCC Kinetic ! 25ml (R1:1420mi R2:1x5ml)
| Method) | 125ml (R1:2¢30ml R2:1<25ml)
! 200m! (R1:4%40ml R2:2x20m!) ‘
| | 250ml (R1:4<50ml R2:2%25ml ) ‘
| 300ml (R1:4%60ml R2:4<15ml) ‘
\ | 375ml(R1:6<S0ml R2:3<25ml) |
‘ | 500ml (R1:8x50mi RZ:425ml) |

47

' |] 25ml. (R1:1+20 mL R2:1<5
‘ mL). 125mL{R1:2%50 mL R2:1»25

mb), 200mL(R1:4>40 ml R2:2x20
‘ ‘ ml). 250mL(R1:4>30 ml R2:2x25 ‘
- mL). 300mL(R1:4x60 mL. R24x15 ‘ '
| | mL), 375mL(R1:6x50 mL R2:3x25 | ’
BALBETRRT (ALP) WERME | mL), S00mL(RLS<50 mL R2:4x25 | ; .
‘ (IFCC H#k) | mL) : |
48 | \ B 20162400560 |
‘ ALP Reagent Kit([FCC Kinetic 25ml (B1:1%20ml R2:1x5ml ) ‘
Method) 125ml (R1:2%50m! R2:1%25m) ) ‘

‘ ‘ 200ml (R1:4<40ml R2:2x20ml )
250ml (R1:4230ml R2:2x25ml ) ‘

‘ | 300ml (R1:4x60mi R2:4x15ml)
| 375ml (R16<30ml R2325m) |
‘ | 500ml (R 1:8430m| R2:4425ml ) ‘

29 | mmpiE (CloL) WERHE | 25mL (R1:1¢20 mL R2:1%5 | BT 20162400561
‘ (COD—PAP %) mb), 125mL{R1:2x5) mL. R2:1x25
| mL). 200ml(R1:440 mL R2:2x20
‘ CHOL Reagent KifCOD-PAP mL), 250mL(R1:4%50 mL R2:2%25
Method) . L), 300mL(R1:4#60 inl, R2:4x15 :
‘ | ml). 375mL{R1:6¥50 ml. R2:3x25 |
| mi). 500mL(R1:8750 ml. R2:4x25 |




N e
) ERAR CPE G e
SN Product (s) Model SLALT :
certificate(s)

25ml (R1:1%20 : ( @
12;$[(Ri:2~<50m N5 ﬁ
&gl

F00ml (Rl:d<601 wSLE
375ml (R1:6%50mMg

o |
500ml (R1:8<50ml R %ﬁ'ﬂ’wﬁﬁ

BN & (CT—BIL) Wil
(LS D

T-BII. Reagent Kit( Vanadate
Oxidation Method)

25mL (R1,1<20 mL_R2:1<3
mbL), 125mL(R1:2>50 mL. B2:1»25
mL). 200mL{R1:4=40 ml. R2:2x20
mbL), 250mL(R1:4=50 mI, R2:2x25
mL), 300mL{R1:4=060 mL R2:4x=15
mL), 375mL(R1:6x50 mL R2:3%25
mbL), S00mL(R1:8%50 ml. R2:4»25
mL}

25ml (R1:1<20ml R2:1%5ml )
125ml (R1:2%50ml R2:1%25m] )
200ml (R1:4=40ml R2:2=20ml )
250ml (R1:4%50ml R2:2=25ml )
300ml (R1:4«60ml R2:4%135ml )
375ml (R1:6+30m! R2:3%x25ml )
300ml (R1:8%30ml R2:4x25m| )

Bk 20162400573

TR F LN (ALT) S |

FE (IFCC Hid)

ALT Reagent Kit(1FCC Kinetic
Method)

25mL (R1:] <20 mL R2:145
ml}s 125mL{RT:2>50 ml, R2:1%25
mL), 200mL(RT:4=40 ml, R2:2%20
mbLY, 250mL{R1:4%50 ml, R2:2x25
ml.), 300mL(R1:4%60 mL. R2:4x15
mL), 375mL(R1:6x50 mL. R2:3%25
mL), S00mL(R1;8%50 mL. R2:4x25
mL)

25ml (R1:1420ml R2:1%5ml )
125ml (R1:2%30mi R2:1%25ml )
200ml (R1:4=40ml R2:2<20ml )
250ml (R1:42350ml R2:2x25ml )
300ml (R1:4%60ml R2:4%15ml ) |
375ml (R1:6<30ml R2:3%25ml )
500ml (R1:8=30ml R2:4425m] )

B 20162400553

52

ﬁ%_mﬁa&gmwmﬁm B
%)

Glycated Albumin (GA) Reagent Kit
(Enzymatic Method)

| Bl Ixlml (TEE) . 5

Rl; 120 ml R2. 1#3ml R3. 130
ml: R1: I»40ml R2. 1=10wml
R3. 2:30ml; Rl: 2240 ml R2;

2x10ml R3: 2x40ml; Ri: 1«80 ml

R2: 1420 ml R3: 2x60ml; #Eikg |

FOREM: 1< ml (TR .
BRSNS 19 ml (A
i)

RI: 1*20ml R2: 1=5ml R3: 1%30

ml; R1: 1#40ml R2: 1+10m]

R3: 2«30 ml; RIl. 2x40ml R2,

2<10ml R3: 3»40ml; R1:. 1%80ml |
R2: 1=x20ml R3. 260

ml, Glyeated albumin ealibrator,; 1x1 |

B i 20172402008




L

MBS

EHES

_ Registration
SN Product (s) Model M
ml, Albumin calibralge
ml, Glycosylated al
control producif
Rl; 120 ml R2;
2440 ml R2; 2520
R2: 1x50ml, R
. 1=70ml, R1: 2% '
| mly, Rl: 450 m :
ml, Rl: 470 ml I
* gl (Fe) MlEiRAAE (WEMER | ml. Rl 4x100ml R2: ?.A
i) feHER: 1<lml (ATZENE) .
53 BURRTEYE 20172400882
Iron (Fe) Reagent Kit (Ferrozine R1: 1=20ml R2; 1=10 ml. RI1
Colorimetric Method) 2x40ml B2, 2»20ml, Rl:; 2x50.ml
R2: 1¥50ml, R1: 2¥70 ml R2: |
170 ml, Rl:. 2x80 1l R2: 1%80
; ml, R1; 450 ml R2; 2x50 I
ml, Bl. 4=70ml B2, 2x70
mls R1: 4100 ml R2; 2:<100
| ml. Calibrator: 131 ml |
EE NI, 2415 M. 205 A i_
| JJ I]lL'\ 50 l’\ Jr}"lun\ 100 )\f'ﬂ\’lr
GUBEER I M (lgM) fﬂj,‘tﬁcﬁuﬁ | B 150 A 0y&. 200 Jopnlie. s
CHE L ek e l“‘O.EmE (lﬁ;n.‘J) _
54 Bl 20172400673
Immunoglobulin M (IgM) Detection 25 TIKit, 2«15 T/Kit, 2%25
Kit (Nephelometry) TIKit, 50 T/Kit. 100 T/Kit, 150
T/Kit, 200 T/Kit. Quality control
product 1+0.2ml
25 hAir &, 20015 AU e 2925 A
frfars 50 0 qnid. 100 Afy
BEERE 1 (PGD MiERmE | & 130,?\{;}«’”4‘ 200 A /g, B
(SR ) G 1x0.2ml gD
35 { B iR 20172400701
| Pepsinogen I (PGl) Detection It 25 T/Kit, 215 T/Kit, 2x25 _
- (Nephelometry) T, 50 T/Ki, 100 T/Kir, 150 '
| [Kit. 200 T/Kit. Quality contrel
| B product 1 40.2ml
RI; 1=13ml R2: 1x5ml, Rl;
| 1:30ml R2: ix10ml, Rl; 1xd45ml
| R2; 1=15ml, Rl. 2=30ml R2;
| 2x10ml, R1; 2x60ml R2: 220 |
ml, Rl: 340 ml R2; 2<20ml, & |
MR (SA) M RAls WENh s Txtml CETIERE ) | R
=) s bxlml CATiENE ) .
56 B A 20172402009
Sialic Acid (SA) Reagent Kit Rl: Ix15ml R2; 1x3ml, Rl;
(Enzymatic Method) 1430 ml R2; 1> 10mi. R1: 1x45ml
! R2: lx1Sml, Rl. 2450 ml R2:
! 2=x10ml, R1: 2#60ml R2, 2x20
| ml, R1; 3x40ml R2; 2x20
’ ml, Calibrator; 141 ml. Quality |
| control product: 11 ml ‘
57 HEERmFEEE A (SAA) Wl | Rl 1%25ml R2: 1x5ml, Rl: EREE 20172401273

Lﬁﬁd 1

Serum Amyloid Protein A (SAA)
Reapent Kit (Linmunoturbidimetry)

CHu bl )

1450ml R2, 1xi0tml, Rl
R2, 1x2() ml, R1;
Zx15ml, Rl

ml, FEIE

250 ml

3%50ml R2.

4x300ml R2. 2%20
121 ml( A 3E )

S e

R S

e




EAEF

FE 7= A Ty T AT
SN Product (s) Model Regisaration
' certificate(s)
Rl: 1x25m! R2: 1 n%n&lﬁ@
1430 ml R2: 110 mf 3%k 72450 mi &c
R2: 1v20ml. R 3<50%m1 R2A
2x13 ml. Rl: 4x§0 2: Rﬁ
ml, Calibraidra D@l ml @Tn
R1: 1%20ml RZ; Y %5 ml |
1440 ml R2; 1»10m Eh #‘Fﬂﬁ
| R2:. 1%20ml, Rl. 2%
| 2515 ml, Rl. 280 ml RN
' o Bl 4xS50ml B2, 2425 ml; 732
HEATERTSR, CNEEA) TS | i)t ) R,
Lo 11 ml CATEERG) .
. Non-esterified Fatty Acid (NEFA) . , B 20172400891
Resgent Kil (Erzymatic Rl; 1#20ml R2; 1#5ml, Ri:
Colarinottio Method) 1240 ml R2: 1=10ml, Rl: 1<80ml
R2: 1=20ml, R1. 2=60ml R2: |
| 2x15ml, Rl 2x80 ml R2; 2x20 |
mly R1: 4x50 ml R2: 2425
ml, Calibrator: 1=1 ml. Quality
control product: 1»1 ml |
I Rl. 1%20ml B2: 1%5ml. Rl:
| 1#48 ml R2. 1#12ml, Rl: 240 ml
R2; 1¥20ml, Rl: 3=40ml R2, |
SR T SEA B B, | 215 mlL RI: 2%60ml R2: 2¢15 |
E (NGAL) MERAE (fg | ml, KIES: 1< ml CHTEENAY o R
el ) B 1= ml (TATRENAD .
59 B i 20172400890
| Neutrophil Gelatinase-associated Rl 1x20ml R2: 1#53ml. Rl
Lipacalin (NGAL) Reagent Kit 148 ml R2. 1#12ml, R1: 2440 ml
(Immunoturbidimetry) R2. 1#20ml, Rl. 3«40 ml R2;
2x15mly Rl: 2x60ml R2. 2x15
[ mly Calibrator: 1»1 ml. Quality i
| | control product; 1* 1 ml
i [ RI: 1420 ml R2: 1#5ml, Rl;
' [«48m] R2. 1x1Zml, R1: 340 ml
| RZ: 2=15ml, #fEmm: 1«xlml (H
| M)« FERES Tl o Ixlml |
B R (TRE) MIERAE (| (RIER) | BB OEfED) » Ix1 |
_ Ja L luiz) ml (TN .
60 i 5 Jy 1 20172400883
Transferrin (TRF) Reagent Kit | Rl 1%20m! RZ: 1x§ml. Rl:
{lmmunoturbidimetry) | 1#48 ml B2: 1#12ml. R1; 3x40 ml
R2: 2x15 ml, Calibrator; 1»1
ml. Quality conirol product {Low |
value) + 1=1ml, Quality control
product (High value) : Ix1ml
61 A B (ADA) Tl iRl Rl; 1%15m! R2, Ix5ml, Ri: B B 20172400884
(HEH ) 2%30ml B2. 1¥20ml. Rl: 245 mil
| R2: 2x15ml, RI: 340 ml R2:
Adenosine Deaminase (ADA) | 2x20ml, R1: 2460 ml R2; 2x20
Reagent kit (Enzymatic Colorimetric ml, Rl: 3¥30ml R2. 2x25
Method) ml, Rl; 360 ml R2; 230
ml, Rl: 3=x80ml R2; [x80
ml, RI:; 3x100ml R2: 1%100 ml,
B Islml (R[4 « FiEE

i 1l ml CRAREERD .

| RI: Ix13ml R2: 1#5ml, Rl:




R2, 2x13 ml,

2x20ml, R1.
ml, Rl: 3x350 :
mly Rl 3>bO g
ml, Rl: 380 L\__-‘- |<'

ml, RI1: 3%100 .

mil, Caiibralur- 13
control product

Rl

62

S'— IS (S—NT) WlEitH |

o (Bt aE)

5-Nucleotidase (5'-NT) Reagent kit
(Enzymatic Colorimetric Method)

R1: 1x15ml R2: 1<5ml, Rl:
2%30'ml R2. 1220 ml. Rl: 2445mi
R2; 2518 ml, Rl: 3«40ml R2,
2520 ml, Rl 2260 ml R2; 2x20
ml, R1: 3%530ml R2. 2x235
ml, R1: 3%60ml R2: 2«30
ml, R1: 3*=80ml R2. 180
ml, R1: 32100 ml R2: 1<100 ml,
FEfEEL: Ixlml (TTEEIYD | R
(I ['-Eﬂéjl s 13Tl CETENAD |
MUPESh CEfE) ¢ Ixlml (T
ey

Rl: 1=13ml R2: [«5ml, Rl
2430 ml R2. 1=20ml, R1; 2«45 ml
R2; 2%15ml, RIl; 3«40 ml R2,
2x20ml, RI: 2«60 ml R2; 2«20
ml. Rl; 350 ml R2, 225
mly Rl 3260 ml R2. 2430
ml, Rl: 3x80ml R2. 1«80
ml, R1; 3%100m] R2. 1x100
ml, Calibrator; 1x1 ml. Quality
control product (low value) : 1x1
ml, Quality control product (ITigh
valug) : 1<l ml

Bl 20172400886

63

MEHE (GLU) JEitsls (2
)

GLU Reagent Kit{Hexokinase
Method)

23mL (R1:1520 mL R2:1x5
mL). 125mL{R1:2%50 mL. R2:1%25
ml ), 200mL(RI:4=40 mL R2:2x20
mL), 250mL{R1:4>30 mlL. R2:2»25
mL), 300mL{R1:4%60 ml. R2:4x15
mL), 375mL(R1:6%50 mL R2:3x25
ml), S00mT(R1:8%50 mL R2:4x25
ml.)

25ml (R1:1420m! R2:1%5ml )
125ml (R1:250ml R2:1x25ml )
200ml (R1:4+<40ml R2:2420m] )
250ml (R1:4<30ml R2:2%25ml )
300ml (R1A4=60ml R2:4x15ml )
375mi (R1:6%30ml R2:3x25m] )
500ml (R1:8430m! R2:4%23ml )

B E 20162400587

64

WU CCREA) WZiFls LA |
F L) -

CREA Reagent Kit{Sarcosine ‘
Oxidase Method) |

20mL(R1: 13ml*1 R2.
Smlx1), 80mL(RI. 2<30ml R2.
2+ 10ml), 120mI(R1: 2245 ml
R2; 2-10mi). 200mL(R1.
3%30ml R2.
2x25ml). 320mL(R1:
R2,  4x20ml)

6+40ml

B 20162400566

N R = — )
|
|
P B Ak ARAF Re%f&tﬁgon |
SN Product (s) Model SREAES |
certificate(s) ‘
2<30ml R2; 1+20ml,




A E e
" 1]
P & A Ahns ko
: egistration
Product (s) Model i :
certificate(s)

20ml (RI:1<15ml po;
80ml (R1:2x30ml #R;
120ml (R1:2x45n i

200ml (R1:3 5 0rfl TR 2.5

320ml (R1:6-40ngl Ax20m

65

BEN (P WERASE (g
R R v )

TP Reagent Kii(Biuret Colorimetric
Method)

| 20mL(1#20ml), 100 {ﬂﬁ

‘ OmL(S¥40ml). 300mi

mL{S<T0ml), 500m L(l

20m1 (1>20ml )
100ml (2#50ml )
200ml (5=40ml )
300ml (67 50ml )
350l (3x70ml
50Uml (10750ml )

BB 20162400552

66

‘ BRI AG MG (CHE) Ml
‘ s

‘ CHE Reagent Kit(Kinetic Method)

25mL(RI: 1x20ml R2.
L<3ml), SOmL(RL: 1x40ml RZ,
L<10ml), 125mL(R1. 2x50ml

R2:  1=23mi), 300mL(R 1,

460l R2.  3%20ml)

25ml (R1:1220ml R2:1x5ml)

50ml (R1:1+40ml R2:1+10m1)
125ml (R1:2430ml R2:;] x25ml )
300ml (R1:4%60ml R2:3%20ml )

| B HE 20162400575

67

| HFEHLE (D—BIL) WA
& (S

,‘ D-BIL Reagent Kit( Vanadate
‘ Oxidation Method)

25mL (R1:1%20 ml, R2:1x5
mL), 125mL(R1:2%50 ml, R2:1x25
mL). 200mI(R1:4*40 mL R2:2%20
ml.), 250mL(R] 4*5{1 mL R2:2x23
ml), 300mL(R1:4=60 mlL R2: 4215
mLY, 375mL{R1:6>50 mL R2:3=25
tml), S00mL(R1:8450 ml. R2:4%25
mL)

25ml (R1:1<20ml R2:1%5ml)
125mE(R1:2%50ml R2:1%25m] )
200m (R1:4+40m! R2:2%20ml )
250ml (R 1:4%30ml R2:2425ml )
300ml {Ri:4=60m) R2:4%15ml )
375ml (R1:6%30m| R2:3x25ml)
500ml (R1:8430ml R2:4%25ml )

R E 20162400563

68

‘ REEREOLME (LDL—C)

Wl ()

LDL-C Reagent Kiy Direct Method)

20mI(RT: 1%l5ml R2.
I<5ml), 80mI(R1: 2<30ml R2.
2<10ml), 120mL(R1. 2<45m]
R2:  2«10ml). 200mL(R 1,
3x30ml R2,
2425ml), 320mL(R1.
R2:  4=20ml

6440ml

20ml (R1:1215m] R2:1x5ml )
80ml (R1:230ml R2:2+¢10ml )
120ml (R1:2%45m] R2:3> 10ml )
200ml (R1:3%50m| R2:2525m| )
320ml (R1:6%40m] R2:4520ml )

! 5 il i 20162400568




FEAHE

AMY Reagent Kit(IFCC Kinetic
Method)

7 7 ARG Registration
SN Product (=) | Model cortitiate(s
25mL(R1: 20ml»1 R2.
S0mL(RL; 1=40ml
125mL(RL: 2
u——;;jﬁﬁu CAMY ) 2l & 1:25ml) o 300mly
UFCC iR !
69 20162400546

25my] {R1:1 <20
S0ml (R1:1=40ml
125ml (R1:2450ml K%
300ml (R1:4=60ml R2:

mls

12
1«4

22ml(R1;
44ml.(R1.

1520ml R2:
=40ml R2;

| mlb). 53mL{R1; 1#50ml R2.
EEREREERR (HCY) st | 1Smb), 110mL(RL:  2v50ml R2.
' W OOER ) 1< 10ml)
70 : A 20162400576
HCY Reagent Kit(Enzymatic 22ml (R1:1720ml R2:1x2ml )
Cycling Method) 44ml (R1:[240ml R2:124ml )
| S3ml (RI:1#30ml R2:1%5ml )
! L10m] (R1:2450ml R2:1% 10ml )
25 )\f)’}'l’mu- 2'(15 )\1)}' I, ZA}})\.
| e, SOAGE. 100 A8
B2—fEkR [ (P2—MG) Wi | &, 150 Af/a, 200 A fngs. R
A& (i hahi) | dhe 1<0.2ml YD '
71 B 20172400706
_ B2-Micraglohulin (f2-MG) | 25 T/Kit, 2415 T/Kit, 2x25
| Detection Kit(Nephelometry) | T/Kit, 50 T/Kit, 100 T/Kit, 150
| T/Kit, 200 T/Kit. Quality control
‘ product 1<0.2ml
| 25 Nhgm, 2715 Nrifs. 2%25 A
g, 50 Afnlg, 100 A
| BIEEREFIA (aA) PlEiE | f. 150 MGG 200 A, TH
. O SRt St it ) l e 1-0.2ml Ciglly)
2 B 20172400670
Immunoglobulin A (lgA) Detection 23 TKit, 25215 T/Kit. 2x25
| Kit (Nepheloretry) T/Kit, 30 T/Kir, 100 T/Kit, 150
T/Kit, 200 T/Kit, Quality control
| product | <0, 2ml|
| 28 A, 2415 AiHE. 2<23 A
AMMHEER AR A2 (Lp— | B/E. 50 A&, 100 Af
PLA2) M= tlim (Rt | & 150 G, 200 Afrd, B |
i ghe 120.2ml (3N )
73 | B IE 20172400676
Human Plasma Lipoprotein | 23 TIK, 2x15 TiKit, 2=35
Phospholipase A2 (Lp-PLA2) TiKit. 30 T/Kit, 100 T/Kit, 150 '
Detection Kit (Nephelometry) T/Kit, 200 T/Kit, Quality control
| product | <0.2ml
[ 25 Al 2515 NG, 2535 A
[ D FMEiEEEEEA (H— W& 50 M. 100 A
FABR) szl Cfapsshgltk | &, 150 M;HJ..\ 200 A fMeE. HiEs
ios ) Mo 1=0.2ml (e _
74 B YE 20172400674
Heart Fatly Acid Binding Protein 25 T/Kit, 2415 T/Kit, 2%25 ,
(H-FABP) Detection Kit TIKI, 50 /K, 100 T/Ki, 150
(Nephelometry) T/Kit, 200 T/Kit, Quality conirol
| product 1 «0.2m|
L 75| P2—HERE G (f2-MG) MlEit ‘ RI: 1x<20ml R2; 145 ml. Rl B IE 20172400885




F= & 47

Product (s)

M A=
Model

FEAHE S
Registration
certificate (s)

| P2-Microglabulin (B2-MG) Reagent

TR (g i)

Kit (Immunoturhidimetry)

1<40ml R2; 1410'ml,

RZ;

2%10ml. RI.
mb, Rl. 2
ml, Rl: 2
mi, Rl
mly Rl
ml, R1.
ml, R1: 4%100 ml R2
BEHES: 1ol ml CRTERR )
CIEEMED .

Bl
t:ll.l"f.

RI.

o

1#20 ml. RI1.

DD ml CHfmg)y . RRs
Lol ml (RTHENG ) .

1%200ml R2; 1x5ml, RI.

I <40 ml R2; 110 ml, RI. 1%80 ml

R2.

2=10ml, RI: 2%60m! R2,
ml, Rl: 260 ml R2, 2«
mly R1.
ml\ R]:
ml. RI
mi, RI.
mi, Ri.
ml,

1220 ml. RI1; 2440 ml R2.

2=80ml R2. 2

2x80 ml R2. 1x=a
4x50 ml R2, 2«2
4560 ml R2. 223
4x100 ml R2-
Calibrator: 11 ml,

control product (low value):1 =1

ml,

Quality conirol product(High
value):1+1 ml

76

CRMWEH (CRP) WiiRHlAE

CHBEE IR

C-Reactive Protein (CRP) Reagent

Kit (Immunoturbidimetry)

RI:

1220 ml R2; 1<5ml, Ri,

1%40 ml R2: 1:10mly, R1: 2=30ml |

R2.

15 ml, Rl: 240 m] R2.

120 ml., R1: 2«60ml R2:. 2x15

ml, RB1.

d40'ml R2, 2%20

ml, Ri: 4=50 m] R2. 2x73

1‘13‘1-'{1 11 1l fﬁfiﬂ_‘:h‘l@i >

Ri:

1240 ml R2.

R2.

1=20 ml R2: 1%3ml, RI.
110 ml; R1l: 2+30ml
[¥15ml, RI|. 2¢40m| R2.

1320 ml, R1: 2%60'ml R2, 2x]5

mly Ri; 4=40m] R2,

2x20)

ml, R1. 4x30m] R2. 2x25

ml, RI: 4280 ml R2.

2x4()
ml, Calibrator. 11 ul

mly Rl: 4280 ml R2: 2+d0mi, o

[ b HE 2017240201

BEAPBLRE (SOD) 5=t

Alfm (e

Superoxide Dismutase (SOD)

Reagent kit (Colodmetric Method)

R1:

P215ml R2: 1«5 ml, Rl

1530 ml R2: 1x10ml, R1. 1«45 ml

R2.

Ix13ml; RI: 2460 ml R2,

2x20ml, RI. 3=40ml R2. 220

lﬂ]a EH]L}HTI =

iR

Rl

LD ml (TTRENED |
]l CRTAE )

L<13m!l R2; 1=3ml, RI.

1430mil R2: I1=10ml, R1: 1%45mi

RZ:

1x15ml, R1: 2=<60ml R2,

2x20ml, R1: Zx40'ml R2. 2420

ml,

| R (CC) WA oA
b

B

| I40ml K2 1 10ml, Rl 2+60m1 | "PORLEAE 20172400916

R1:

Calibrator;  1+] mI, Quality
control product: 1%l ml

" B 20172401275

=F=E|

x20mal R3: 155 mgl, R

|

= C— |




[ A ™
%

HEANES
Registration
certificate(s)

PR MR =
Product (s) Model

R2, 2x151l, R1: 2%
2x20ml, RI; 4x40 ]
ml, HEHERE: 141 mlfeaing

Fehh s Txl ml
Glycocholic Acid (CG)Y Reagent kit .
(Homogeneous Enzyme RI_: D20ml R2, S ml,

o 2 y
Immunoassay) I{%’“ n;!} Rﬁ ;mT = ll{{il _ ﬁuééﬁi

[ 2020ml, R1. 4=40 1
| ml,. Calibrator. 141 ml,
o control product; 1%1 ml

i 25 Npl&, 2415 A (HiE . 2+ 25 X

g — d "’ e I e 100 Al
SEHCRMELY (hs—CRPHE Urs 50 MK/, 100 Afi/

: B 200 J @8 300 A G R
ACRD) WaEts gy | ™ 200, SO0 MEL i

9 bz ) | i | bt 1 20192401024
‘ C-Reactive Protein (CRP) Detection 2? m_<”.‘ 2,.'13 IiKlta ,2\2": ‘
' IKit{Nephelometry) TIK{I' \G J""&"T.' ) [.'K“‘ 290
T/Kit, 300T/Kit. Quality control
, produet 1<0,2ml
25 A 2215 NG, 2%25 & |
& S0 M. 100 A
WEC3 (C3) MEAe o | £ 150 AR/, 200 Af/ar. fmds |

; AR e ' die: 1<0.2ml CigEpl) _
80 | ! BRI 20172400671
| Complement C3 (C3) Detection Kit 25 T/Kit, 2«15 T/Kit, 2x25 ‘
| {(Nephelometry) ‘ T, 50 TR, 100 T/Kit, 150
| | TRt 200 TIKir, Quality control |
| | product 1<0.2ml |
| | 25 Nbittx. 2415 A fite, 225 K |
/&, S0 A{m/&. 100 Afs ‘
A CH (CO MEWHIG (o | B 150 JME. 200 Ak, T
_ eI ) B 1=0.2ml C3kni) | -
81 | | LR 20172400675 |
Complement C4 (C4) Deteotion Kit [ 25 T/Kit, 2«15 T/Kit, 2#25
[ (Nephelometry) | T, 30 T/Kit, 100 T/Kit. 130
' | TUKit. 200 T/Kit, Qualily conirol ‘
| produgt <0, 2ml
| 250, 203 Nl . 2x23 A |
-'f;;-.ff-;;\ 50 A friee. 100 Agy ‘
RECAR U (PGID WERAE | £ 150 A&, 200 At ’Hfa‘:\ e !
| (AR et Heah i) i n"‘h: P0.2ml i) | I
82 | _ kL 20172400672 |
| Pepsinogen I (PGIT) Detection Kit 23 T/Rit, 2415 T/, 2%25
(Nephelometry) ! Tikir, 50 T/KiL, 100 T/Kit, 150 | ‘
[ TiKit 200 T/Kit, Quality conirol ‘
produect 1 <0.2ml
25 Aflan, 2715 A, 2725 0 | ‘
g, SON(BE. 100 A {5/ |
BEEA (IRF) filERie B 150 A e, 200 A Ma, Rl ; \
SR Lok We 120.2ml il ‘ _
8 | | B 20172400703
Transferrin (TRE) Detection Kit 25 T/Kity 2215 T/Kit, 2x25
(Nephelometry ) | T/Ki, 30T/t 100 T/Kit. 150
| | T/Kit, 200 T/Kit, Quality control
| product | #0,2m| _ |
' . . | LA 10 0. 25 A0 |
24 ‘ D— EEWK (D—DJIU?I"} ;'HJ,LEEIL | ﬁ\ 50 .)\_flwuu ]ﬂU I‘[},"ﬂ"ﬁ\ :I_l‘t‘vji | %)Méi‘&:‘m 20192400429 ‘

ﬂﬁ“ (K}J[:%.,Qf-.ﬁ’“'l_'i:%) | 'rﬁl :]JL.LF'—'I-] I;_I : \JJI'I.‘]|.-<[TFE |




ERET

P % AR HAA S ey
SN Product (s) Model SRAfwELion
certificate(s)
AH 2. 0.5mLx 13 e o
0.5mLx1 i ; ik} ﬁ@
IT/KI, 10T/K i &
D-Dimer Test TrKit, ﬁﬁ
Kit(Immunofluorescence) Quality cont duet, ;E‘U
level 1; 1=0.5ml. &% .
: level 3: 1+ é
' A AR 10N 2 il
£ 50 AfE. 100 A iz |
i f'@'ﬁ".} ) 1 0.5mLx] H’ ~ |
o sml=] . AF 3.
| WS (bl a7 o LI AR
i ' BRI BT | s P
& ’ N, i S HE 20192400981
Glycated Hemoglobin (HbATc) Test i L ”K“_‘_, {‘.J—m(lt‘ & .l & 30
Kit{lmmuno Quorescence) l'll‘_‘“‘ 106 T/Kit,
| Quality cantrol product.
! level 1: 1x0.5ml. level 20 120.5ml.
I level 3: 140.5ml
- | 25mL(R1:1<20 mL R2:1%5 mlL),
i | 125mL(R1:2=50 mL R2:1225 mL);
200ml(R 1440 mI. R2:2x20 mLY; |
250mL(R1:4>50 ml, R2:2%25 mL}:
| 300mIR1:4-60 ml. R2:4«13mL);
L MB %3 TR (CK— S?SmL(RI = 5(':1 .mL R2:3x423 mL);
| MB) i‘ﬂﬂﬁi‘il{?fﬂﬁ {%&-—frﬂﬁu%) | 30{}[111_‘(1{'8‘ S0 ml. R2:4%25 mL.)
s | 25ml (Ris1+20m! R2:1x5ml) |
CK'MR]?:DTZEET_52;1?5‘;“““—‘ | 125mI(R1:2+50ml R2:i%25m! )
200mi(R1:4-40m| R2:2:20m )
250ml (R1:4450ml R2:2%25ml )
300m! (R1:d4=60ml RZ:4%15ml )
| 375ml (R1:6%50ml R2:3»25ml)
| | 500ml(R1:8%50m! R2:4»25ml ) .
| .
/ ‘ v i / /

BIF2 8 Blank below




art
a GOVERNMENT OF INDIA
DEPARTMENT OF COMMERCE

OFFICE OF THE ADDITIONAL DIRECTOR GENERAL OF FOREIGN TRADE.
NISHTA BHAWAN, 48, VITHALDAS THAKERSEY MARG, NEW MARINE LINES, CHURCHGATE, MUM.- 20,

feiigeios dard A =E=E=

File No. 03/27/108/00107/AM-20 Date: 11.06.2019

FORWARDING LETTER

o,

M/s. PHILIPS INDIA LTD

7, JUSTICE CHANDRA MADHAB ROAD
KOLKATA, WEST BENGAL

PIN-700029. ’

3UB: Grant of Free Sale and Cammerce Certificate During the period: Calendar year At 20,

Gentleman.

With reference to your application dated 04.06.2019 on the above subject, | am forwarding

herewith the Free Sale and Commerce Certificate.

AVl Dmello )
ASST.Director General of Foreign Trade . °
For Additional Director General of Foreign Trade.

Encl: Free Sale and Commerce Cettificate.

File No. 03/27/108/0107/AM-20 Date: 11.06.2019

Copy forwarded to O/o. Director Genera' of Foreign Trade. New Delhi, with reference to their Endt: Public
Notice No. 64/2009-14 dated: 18.05.2010 read with para 2.49 (b} {i} & {b} {ii} of H. B.P. 2009-2014 {updated
as on 05.06.2012), .and copy forwarded to Direcior General of Heath Services

Encl: Free Sale and Commerce Certificate

(27074 .

PHD Chamber of Commerce and Industry
Nevs Delhi (NDIA)



GOVERNMENT OF INDIA
MINISTRY OF COMMERCE AND INDUSTRY
DEPARTMENT OF COMMERCE
OFFICE OF THE ADDITIONAL DIRECTOR GENERAL OF FOREIGN TRADE.
NISHTA BHAWAN, 48, VITHALDAS THAKERSEY MARG, NEW MARINE LINES, CHURCHGATE, MUM-20.

The 11 ltem as per Annexure Alas per list attached) Manufactured by
M/s. PHILIPS INDIA LTD, 7, JUSTICE CHANDRA MADHAB
ROAD,KOLKATA,WEST BENGAL, PIN-700020, holding (IEC No. 0388013567) are

“freely permitted for sale in India as well as freely exportable™.

This Certificate is valid for a period of 2 years from the date of issue.

Encl: Annexure- A (List of products) as above.

Place: Mumbai.

Date: 11.06.2019.

A= Tae Avil Dmelio )
qETa® "elwaes A SR ASST. Director General of Foreign Trade
AVIL DMELLO For Additional Director General of Foreign Trade.
ASST. DIRECTOR GENERAL OF FOREIGN TRADE

NOTYE: t. This cerfificate is based on deciaration by the above firm that ems of expoits shown In Annexure ARE NEITHER RESTRICTED NOR
PROKIBIVED FOR EXLPORT.

{issued from File No. 03/27/108/00107/AM-20 )

027074

ATTESTED

h Dharwal
Excutive
PHD Chamber of Commerce and Industry
New Delhi {iNDIA)

Gur:
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DELHI (INBIA)

CHUNG NHAN / HOP PHAP HOA LANH sy
CONSULAR QIIHENKI&ATION

VIQUIBE I8 cvecrvnsoonsssissssssssssssit s sanssommanarsse o sssesesssbsesessictions
Country Gidy to, tai lidu nay
This public document
2.do Ong (Ba) SUNIL.CHANAP. ..o ky
has been signed by
3.véi chic danh.. e CARBG AR S e ervreer e srieeee,
acting in the capacity of )
4. va con déu clia
bears the seal/stamp of
dwgc chirng nhn / hop phap héa lanh sw
Niu Dé-i Certified 09 09 2019
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SINGAPORE ACADEMY OF LAW

AUTHENTICATION CERTIFICATE

| hereby certify that —

S H Almenoar is a duly appointed Notary Public practising in
Singapore, and that the signature appearing at the foot of the

annexed Notarial Certificate dated 11th July 2019, is the signature of
the said S H Almenoar.

This Certificate is not valid if the seal of the Singapore Academy of
Law is removed or altered in any way whatsoever. This Certificate
does not authenticate or confirm the content of the Document
- attached to the annexed Notarial Certificate.

Dated this 12th day of July 2019.

LAI WAI LENG
SENIOR MANAGER i
SINGAPORE ACADEMY OF LAW

1907194

cerurniegAue sign

1 Coleman
Tel: +65 6332 4388

g IOHAMAD.FAZUDDIN
e #08-06 The Adelphi, Singapore 179803
Fax: +65 6333 9747 | Website: http://www.sal.org.sg




DAI SU’ QUAN NU'O'C CONG HOA XHCN VIET NAM TAI CH XINH-GA-PO
Embassy of the S.R. of Vietnam in the Republic of Singapore

CH(U’NG NHAN / HQP PHAP HOA LANH S
CONSULAR AUTHENTICATION
Xinh-ga-po
Singapore
Gidy to, tai liéu nay
This public document
2. do Ong (Ba)
Rt Ematiipud MOHAMAD FAZUDDIN
3. v6i chirc danh
acting in the capacity of
4. va con du clia

1. Quéc gia
Country

VIEN CHU'C LANH SY

BO NGOAI GIAO XINH-GA-PO

bears the seal/stamp of
duoc chirng nhan / hop phap hoa lanh sy
Certified
5. Tai XINH-GA-PO 6.ngay 17 July 2019
at Singapore date

' 7. Co quan c&p . i3 . N
DSQ nudrc CHXHCN Viét Nam tai CH Xinh-ga-po.

by \ . APt
8 .56 Embassyof/lhe S.R.of in the Rey of Singapore
N° 221/07/2019 )
Ky tén va dong dau
Signature and seal/stamp

Bi thu’ thir Hai/Second Secretary

ky




NOTARIAL CERTIFICATE
TO ALL TO WHOM THESE PRESENTS SHALL COME

I, S H ALMENOAR, Notary Public, duly authorised admitted and practising in the

Republic of Singapore, DO HEREBY CERTIFY that the original of the following document
have been shown to me:

Certificate of Free Sale for Medical Device
HSA 600:36/18

Certificate No. FSC/206/2019
Date of Issue: 03 Jul 2019

AND I DO HEREBY FURTHER CERTIFY that I have seen the said original document and

the document annexed hereto is a true copy of the said original document

IN FAITH AND TESTIMONY WHEREOF I the sa1d Notary Public have hereunto
subscribed my name and affixed my Seal of Ofﬁce at Smgapore this 11" day of July, 2019.

WHICH I ATTEST

NOTARY PUBLIC
SINGAPORE

£y

S H Almenoar
N2019/0002
1 Apr 2019 - 31 Mar 2020




DAI SU' QUAN NU'O'C CONG HOA XHCN VIET NAM TAI CH XINH-GA-PO
Embassy of the S.R. of Vietnam in the Republic of Singapore

CHUNG NHAN / HQ'P PHAP HOA LANH S
CONSULAR AUTHENTICATION
1.Quécgia Xinh-ga-po
Country ~ Singapore
Gidy to, tai liéu nay

This public document
2. do Ong (Ba) S H ALMENOAR ky
has been signed by
3. vdi chirc danh Cong chirng vién
acting in the capacity of
4. va con d4u cua S& Cong chirng Xinh-ga-po

bears the seal/stamp of
duoc chirng nhan / hop phap hoa lanh sy

e Certified

; INH-GA-P! 5

5.Tai Singapore 6.ngay 17 uly 2019
at date

7. Co quan cip DSQ nudrc CHXHCN Viét Nam tai CH Xinh-ga-po.
by Embassy of the S.R. of Vietnam in the Republic of Singapore

8.86 /
Ne  221/07/2019

Ky tén va dong déu
Signature and seal/stamp
Bi thu thir Hai/Second Secretary




Health Sciences Authority
Republic of Singapore

HSA 600:36/18
Date of Issue: 03 Jul 2019

/
‘ H Almenoar

N2019/0002
1 Apr 2019 - 31 Mar 2020

Certificate No.
FSC/206/2019

CERTIFICATE OF FREE SALE FOR MEDICAL DEVICE

It is hereby certified that the following medical device

J

Singapore subject to the device being listed on the Singz

Device Proprietary/Brand Name
Intended Use
Manufacturing Site

Product Owner

Registrant

Vst

Please refe
Please refei
PLEXUS C
2400 MILL.
IL 60009, U

MEDTRON
9000 AUTC

' POINTE Ci

- MEDTRON
 SOPASIRF
' MAPLETRL"

Please refer overleaf for a definition of the terms used in thi:

2 The information provided in this certificate and

information submitted to the Authority.

3 The information provided in this certificate anc

the date of issuance.

/

DR CHRISTOPHER LAM XU FU
SENIOR REGULATORY SPECIALIST
for GROUP DIRECTOR

HEALTH PRODUCTS REGULATION GROUP

HEALTH SCIENCES AUTHORITY

PRI IR DGR, JURERN | E by

DAI SU QUAN NUO'C CONG HOA XHCN VIET NAM TAI CH XINH-GA-PO
Embassy of the S.R. of Vietnam in the Republic of Singapore

CHUNG NHAN / HQP PHAP HOA LANH SU
CONSULAR AUTHENTICATION
Xinh-ga-po

1. Qudc gia Singapore

Country
: Giéy to, tai ligu nay
This public document
2.do Ong (Ba) S HALMENOAR ky
has been signed by

3. voi chirc danh
acting in the capacity of
4. va con d4u clia
bears the seal/stamp of
dwoc chirng nhan / hop phap héa lanh sy
XINH-GA-PO Certified
5. Tai Singapore 6. ngay
at date
7. Co quan c,ép DSQ nudc CHXHCN Viét Nam tai CH Xinh-ga-po.
by Embassy of the S.R. of Vietnam in the Republic of Singapore

8.6
N°

Céng chirng vién

S& Céng chirng Xinh-ga-po

17 July 2019

221/07/2019

Ky tén va dong déu

Signature and seal/stam,
Bi thtg thu Hala 'Second Secre‘t)ary

This cortificate shall not be consarued as an endorsement of the medical device product by the Health Sciences Authoriry

Medical Devices Branch, Medical Devices Cluster, Health Products Regulation Group, Health Sciences Authority
11 Biopolis Way, #11-01 Helios, Singapore 138667. Tel: (65) 6866 1111, Fax: (65) 6478 9028




N2019/0002
1 Apr 2019 - 31 Mar 2020

Health Sciences Authority
Republic of Singapore

HSA 600:36/18 Certificate No.
Date of Issue: 03 Jul 2019 FSC/206/2019

CERTIFICATE OF FREE SALE FOR MEDICAL DEVICE

It is hereby certified that the following medical device products may be supplied in
Singapore subject to the device being listed on the Singapore Medical Device Register.

Device Proprietary/Brand Name : Please refer to attached Schedule.
Intended Use : Please refer to attached Schedule.
Manufacturing Site :  (BEEXUSICORP |
2400 MILLBROOK DRIVE, BUFFALO GROVE, {l
IL 60009, UNITED STATES ‘h
I
Product Owner ;. MEDTRONIC CRYOCATH LP ,‘*I
_ 9000 AUTOROUTE TRANSCANADIENNE, 4.
' POINTE CLAIRE, QUEBEC HYR 5Z8, CANADA i
Registrant . - MEDTRONIC INTERNATIONAL, LTD.

- 50 PASIR PANJANG ROAD, #04-51
' MAPLETREE BUSINESS CITY, SINGAPORE 11 7384

e

Please refer overleaf for a definition of the terms used in this certificate.

[ S

2 The information provided in this certificate and attached Schedule is based on the |
information submitted to the Authority.

3 The information provided in this certificate and attached Schedule is accurate as on
the date of issuance.

W erIs
/ AP SCIE,
3 )
’

DR CHRISTOPHER LAM XU FU \ \s ;x%
SENIOR REGULATORY SPECIALIST
for GROUP DIRECTOR aedy

HEALTH PRODUCTS REGULATION GROUP
HEALTH SCIENCES AUTHORITY

This cortificate shall not be construed as an endorsement of the medical device product by the Heualth Sciences Authority

Medical Devices Branch, Medical Devices Cluster, Health Products Regulation Group, Health Sciences Authority
11 Biopolis Way, #11-01 Helios, Singapore 138667. Tel: (65) 6866 1111, Fax: (65) 6478 9028
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Definition of Terms

Manufacturing Site:
The location where the manufacture of a health product is carried out.
Manufacture, in relation to a health product, means to make, fabricate, produce or process the health
product and includes — A
(a) any process carried out in the course of so making, fabricating, producing or processing the
health product; and
(b) the packaging and labelling of the health product before it is supplied

Product Owner:
in relation to a health product, means a person who —
(a) supplies the health product under his own name, or under any trade-mark, design, trade name
or other name or mark owned or controlled by him; and
(b) is responsible for designing, manufacturing, assembling, processing, labelling, packaging,
refurbishing or modifying the health product, or for assigning to it a purpose, whether those
tasks are performed by him or on his behalf

Registrant:

in relation to a registered health product, means the person who applied for and obtained the
registration of the health product under the Health Products Act

Supply
in relation to a health product, means to transfer possession of the health product by any means
whether or not for reward, and includes the following:
(a) to sell the health product, whether by retail, wholesale or auction;
(b) to expose or display the health product as an invitation to treat;
(c) to transfer possession of the health product by exchange, gift, lease, loan, hire or hire-
purchase;
(d) to supply the health product in connection with —
(i) a contract for the provision of any goods or the performance of any service; or
(ii) any advertising, sponsorship or promotional activity;
(e) to supply the health product by way of administration to or application in any person in the
course of any diagnosis, treatment or test;
(f) to offer, agree or attempt to supply the health product in any of the ways described in
paragraphs (a) to (e) or to cause or permit the health product to be so supplied; and
(g) to keep or possess the health product for the purpose of supplying it in any of the ways
described in paragraphs (a) to (f)

CERTIFIED TRUE copy

UBL’O

S H Almenoar
N2019/0002
1 Apr 2019 - 31 Mar 2020




H Certificate No.
HS A FSC/206/2019
THE SCHEDULE
No. | Device Proprietary/Brand Name Intended Use
1 Medtronic CryoConsole System

The Crquonsole, together with its components
and §pec1ﬁed catheters, is for use in performing
cardiac ablation procedures.
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DAI s’ QUAN NUO'C CONG HOA XHCN VIET NAM TAICH XINH-GA-PO
Embassy of the SR. of Vietnam in the Republic of Singapore
CHUNG NHAN / HOP PHAP HOA LANH Sy
CONSULAR AUTHENTICATION
1.Quécgia Xinh-ga-po
Country ~ Singapore
Gidy to, tai lidu nay
This public document
2.do Ong (Ba) S H ALMENOAR ky
has been signed by \
3. véi chirc danh Céng chirng vién x S H Almenoar

acting in the capacity of

4. va con dau ctia

5. Tai

s& Cong chirng Xinh-ga-po

bears the seal/stamp of
duoc ching nhén / hop phap hoa lanh sw
Certified
XINH-GA-PO ]
Singapore 6. ngay 17 July 2019
date

at

7. Co quan cép

by
8.56

PSQ nuéc CHXHCN Viét Nam tai CH Xinh-ga-po.
Embassy of the S.R. of Vietnam in the Republic of Singapore

/
ne 221/07/2019

Ky tén va dong déu
Signature and seal/stamp
Bi thu thir Hai/Second Secretary

HSA 600:36/18 dated 03 Jul 2019

N2018/0002
1 Apr 2019 - 31 Mar 2020

Page 1 of 2
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HSA

Haalth Sciences Authority

Certificate No.
FSC/206/2019

APPENDIX I
1. Medtronic CryoConsole System
S/No. | Model/Description Product Numb
er
12 CryoConsole 106A2-K 106A2-K
END OF PRODUCT LIST

DAI SU QUAN NUOC CONG HOA XHCN VIET NAM TAI CH XINH-GA-PO
Embassy of the SR. of Vietnam in the Republic of Singapore

CHUNG NHAN / HOP PHAP HOA LANH SYf
CONSULAR AUTHENTICATION

1. Quéc gia Xinh-ga-po

Country ~ Singapore

Giy to, tai ligu nay
This public document

2. do Ong (Ba) S H ALMENOAR ky

has been signed by
3. voi chirc danh

acting in the capacity of
4. va con déu clia

Céng chirng vién

S& Cong chirng Xinh-ga-po

bears the seal/stamp of
duogc chirng nhan / hop phap hoa lanh sy
XINH-GA-PO Gerbfiec
5. Tai Singapore 6.ngdy 17 july 2019
at date
7.Co quan cp BSQ nuée CHXHCN Viét Nam tai CH Xinh-ga-po.
by Embassy of the S.R. of Vietnam in the Republic of Singapore

8.86 /
Ne  221/07/2019

Ky tén va dong dau
Signature and seal/stamp
Bi thu thir Hai/Second Secretary

o,

v
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HSA 600:36/18 dated 03 Jul 2019

D TRUE

CERTIFI
Y

TARY Py
‘\0 BLIO

S H Almenoar
N2019/0002
1 Apr 2019 - 31 Mar 2020

Page 2 of 2
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