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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 

Tit is certificate is 1101 valid if it is removed or altered i11 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 .  

Issued pursuant to C/IX/1 ". State of 
Sept 15. I 789. I Stat 68-69; 22 
l 'SC 2657; 22USC 265/a; 5 l!SC 

30 I:  28 USC 1733 et. seq.: 8 USC 
I 4-13((); RULE 44 Federal Rules of 

( 'ivil Procedure. Department of State 



E>;,ii SU' quan nuoc CHXHCN Viet Nam t;,ii Hoa Ky 
Embassy of the S.R of Vietnam in the United States of America 

CHUNG NH�N I H(JP PHAP HOA I.ANH SI/ 
CONSULAR AUTHENTICATION 

1. Qu6c gla . . . . . . • • . . . . . . . . . . . . . . . .  Viet.Nam. . . . . . . . . . . . . . . . . . . . •  
Country 

2. do Ong (Ba) Miahael R. Pompeo .. ·· · · ·· ky 
has been signed by 

3. viii chi'.le danh BQ.trll'.ang.ngo�i.giao . 
,cling In the capacity of 

4. va con diu cua . . . . • . . . . . • . . . .  8¢. Ngor,1i giao . 
bears /he seal/stamp of 

. . . . • . . .  Hq.p..chung.qu6c.Hoa.Ky . . . . .  

·• 

m•v 111, 1a1 ntu nay 
This public document 
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:;;,· 

I BANDlCH I  
I  

r 

HQP cluing qudc Hoa Ky 

BO NGOAI GIAO 
• • 

Han hanh kinh giri nhfrng ngmri co lien quan: 

Toi xin clurng nhan ring van ban dinh kem theo day duoc ky va dong 
con d�u cua B<) y tS va Dich vu Nhan sinh Hoa Ky, va dng con D�u nay 
duce tin nrong hoan toan. * 

* Bl) Ngo(.li giao khong chiu trdclt nhifm vi cdc nl)i dung trong viin biin dinh kem. 
Giay chirng nhan nay kh6ng co gia trj n�u bi thao roi hay sira d6i theo b§.t ky each nao. 

DS chirng thirc, toi, Michael R. Pompeo, Be) 
tnrong Ngoai giao, da cho phep dong d�u cua 
B<) Ngoai giao va ten cua minh duce ky boi 
Quan chirc Hop phap hoa cua B<) tren, tai 
Thanh ph6 Washington, District of Columbia 
ngay 28/ 12/2018 .  

(  dii ky va dbng ddu) 
Michael R. Pompeo 

B<) tnrong B<) Ngoai giao 
Can b<) Lanh S\!, 

B<) Ngo�i giao 

Chung thuc ong H6 Anh Vil, Bi thk: thu Toi, H6 Anh Vu, Bi thu thu' hai, Dqi sir 

hai, Dai su quan CHXI-fCN Vi¢t Nam ta! qi,&A CHXHCN Vi¢! Nam tai H9p chung 
, � . �, ,,. 

H(Jp chung quoc Hoa Ky, dti k:y tncot 'lnqt. _ .  qu6c Hoa K)' cam doan iia dich chinh xac 
toi. · · · _. - ·van ban nay tt'r ting Anh sang tidn.g Vift. 

Ngay 07 thdng OJ nam 2019 
TL. Dqi SU' Ngay 07 thang OJ nam 2019 

Nguoi dich 

H6Anh Vii 
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.,te No. 27 45·12-2018 

CERTIFICATE TO FOREIGN GOVERNMENT 

I '  

U.S. Food & Dru� Administration 
10903 New Hampshlre Avenue 
Silver Spring, MD 20993 
www.fda.gov 

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) 

See Attached List 

(One Page) 

Name of Manufacturer/Distributor, Address 

See Attached List 

(One Page) 

=--­ 
T I ,  

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 to 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. 

�t-1-:,7/) 
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 1 1 ,  2020. 

212743283
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Hiệu lực đến 11/12/2020



.S, F OD U.S. Food & orJg Adnlinistration 
10903 New Hampshlre Avenue 
Silver Sµring, MD 20993 
www.fda.gov 

,,e No. 2745-12-2018 

eate 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, WI USA 53718 

Name of Distributor 

Datex-Ohrneda, Inc. 

3030 Ohmeda Drive 

MADISON, WI USA 53718 

--END OF MANUFACTURER/DISTRIBUTOR LIST- 

....... 

s 



ate No. 2745-12-2018 

.cate to Foreign Government - Name of Product(s) Attachment Page 1 of 1 

1e of Manufacturer 

)gal Manufacturer/Manufacturer 

Oatex-Ohmeda, Inc. 

3030 Ohmeda Drive 

MADISON, WI USA 53718 

Name of Product(s) 

GAS-MACHINE, ANESTHESIA: 

Aestiva MRI 

Aisys CS2 

---------END OF PRODUCT LIST-------- 

U.S. Food & Drug )'.\cJministration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
1vww.fda.gov 
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SINGAPORE ACADEMY OF LAW 

\. 
AUTHENTICATION CERTIFICATE 

I 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 SH 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. 

1 Coleman 

Tel: +65 6332 4388 

190719 4 

re 

Dated this 12th day of July 2019. 

LAI WAI LENG 
SENIOR MANAGER 
SINGAPORE ACADEMY OF LAW 

Fax: +65 6333 9747· I Website: http ://www.sa l~org . sg 



' .. 

DAI SLY QUAN NU'OC CQNG HOA XHCN Vli;oT NAM T,t\I CH XINH -GA-PO 
Embassy ol the SR ol Vietnam in the Republc ol Singapoie 

1. QuOc gia 
Country 

CHLYNG NH~N I HQ'P PHAP HOA LANH SI/ 
CONSULAR AUTHENTICATION 

Xinh-ga-po 
Singapore 

GiAy ta, tai li~u nay 
This public document 

2. do Cng (Ba) 
has been signed by 

MOHAMAD FAZUDDIN 

3. vai chuc danh 
acijng in the capacity of VI EN CHUC LANH SI/ 

4. va con d8u cUa 
bears the seaVstamp of 

BO NGO(ll GIAO XI NH-GA-PO 

dl!Q'C chl1ng nh~n I hqp phap h6a lanh S\J' 
Certified 

5. T~i XINH-Gll-PO 

at Singapore 
6. ngay 

date 
17 July 2019 

7. Ca quan cap 
by OSQ nuoc CHXHCN Vi~t Nam l;li CH Xinh-ga-j)O. 

8. s6 Embassy o'tthc S.R. of Vietnam in the Republic of Singapore 

N" 221/07 /2019 
Ky ten va d6ng dAu 

Signature and seaVstamp 
Bi thur th if Hai/Second Secretory 

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. 

· :.!~ ·1~ . ' ·-.. ..... 

IN FAITH AND TESTIMONY WHEREOF, I, the said Notary Public have hereunto 
" . ... 

subscribed my name and affixed my Seal of Office ~t Si~gapore this 11th day of July, 2019. 

\ .... \ 

WHICH I ATTEST 

NOTARY PUBLIC 

SINGAPORE 
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... . .. :- .... - ... ~ 

Dl'\I SU' QU AN NU'CYC CQNG HOA XHCN V l ~T NAM Tl'\I CH XINH-GA-PO 
Embassy of the SR of Vietnam in the Repu/iic of Singa{XJ1e 

CHO'NG NHAN I HQ'P PHAP HOA I.ANH 51,J' 
CONSULAR AUTHENTICATION 

Qu6c gia Xinh -ga-po 
Country S ingapore 

GiAy ta, !iii li~u nay 
This public document 

2. do <'lng (Ba) s H ALMENOAR ky 
has been signed by 

3. vai chfrc danh Cong chfrng vi en 
acting in the capacity of 

4. va con dau cua 56' Cong chfrng Xinh -ga-po 
bears the seaVstamp of 

dLtQ'C ch(rng nh~n I hQ'p phap h6a 1anh sv 
Certified 

5. T9i ~l~~~~~~~ 6. ngay 17 July 2019 
at date 

7. Ca quan cAp DSQ nuo'C CHXHCN Vi~t Nam l<!i CH Xinh-ga -po. 
· by Embassy of the S.R. of Vietnam in the Republic of Singapore 
8. s6 I 

N" 221/ 07 /2019 

Ky ten va dong dAu 
Signature and seaVstamp 

Bi thU' thii' Hai/Second Secretary 



HSA 
Health Sciences Authority 

Republic of Singapmre 

HSA 600:36/18 

Date ofissue: 03 Jul 2019 

Certificate No. 

FSC/206/2019 

CERTIFICATE OF FREE SALE FOR MEDICAL DEVICE 

It is hereby certified that the following medical device r--..l-- _.__ - --· t.. - -·-----
1

: • .l : . . 

Singapore subject to the device being listed on the Singi: 

2 

3 

' .P 

Device Proprietary/Brand Name 

Intended Use 

Manufacturing Site 

Product Owner 

Registrant 

.... ··, · .. 

Please refe. 

Please refe1 

PLEXUSC 
2400MILL 
IL 60009, l 

MEDTRO!'v 
9000AUTl 
-POINTE Ci 

iMEnrR.ol'I 
50PASIRf 
MAPLETRl '' 

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

The information provided in this certificate and 
information submitted to the Authority. 

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 

DAI SU' QUAN NU'OC CONG HOA XHCN VIET NAM TAI CH XINH -GA -PO 
- Embassy al thu SR al Vietnam in the Repulic al Sngapo1e 

CHVNG NH~N I HQ'P PHAP HOA LANH SV' 
CONSULAR AUTHENTICATION 

1_ Qu6cgia Xi_nh-ga-po 
Country Singapore 

GiAy ta, tai li~u nay 
This public document 

2. do 6ng (Ba) SH ALMENOAR 

has been signed by 
3. v6'i chllc danh 

C6ng chl.fng vien 

acting in the capacity of 
4. va con dclu cUa 56' Cong chli'ng Xinh-ga-po 

bears the seaVstamp of 
dlfqc chl!ng nh~n I hqp phap h6a lanh sv 

XINH-Gll-PO Certified 
5. Tai Singapore 6. ngay 17 July 2019 

at date 
7. Ca quan dip DSQ nuO-C CHXHCN V~t Nam ~i CH Xinh-ga-po. 

by Embassy of the S.R. of Vietnam in the Republic of Singapore 

8-s6 221/07 /201~ 
N" 

Ky ten va dong d~u 

Bi t~~7t!tfiai'J'~c5u"naJ'~~':'/rary 

Tiu,; c\'f'fi/ic'clfc' _;Jw!/ ft/)( hl! C1•/ISl/'tlc't! "-'till c'i1d11r_\Clltc'lt( n(//to• l/'!l'dic'tii dc'l'ic'l! rrnduc-1 h_r rite· Heuli!t Sc·ic'l(('c'\ lt11hori!\' 

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 

ky 

I 



HSA I • 

H ea Lth Sciences Authority 
Republic of Singapore 

HSA 600:36/18 

Date oflssue: 03 Jul 2019 

Certificate No. 

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 

Intended Use 

Manufacturing Site 

Product Owner 

Registrant 

Please refer to attached Schedule. 

Please refer to attached Schedule. 

PLEXUS CORP. 
2400 MILLBROOK DRIVE, -BUFFALO GROVE, 
IL 60009, UNITED STATES 

MEDTRONIC CRYOCATH LP 
9000 AUTOROUTE TRANSCANADIENNE, 

. POINTE CLAIRE, QUEBEC H9R 5Z8, CANADA 

. ..;~· . ~ .. ;~ · ~ : . . 
< ~·-- : 'MEDTRONIC INTERNATIONAL, LTD. 

. 50 PA()IR PANJANG ROAD, #04-51 
· ,. ··'· . J:!1P'LETREE BUSINESS CITY. SINGAPORE 117384 

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

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. 

~ 
DR CHRISTOPHER LAM XU FU 
SENIOR REGULATORY SPECIALIST 
for GROUP DIRECTOR 
HEALTH PRODUCTS REGULATION GROUP 
HEALTH SCIENCES AUTHORITY 

T/11.1 L'<'rti/ic'<lfc' .;ha!i 1101 h.: c1•1/Slrllc'd us 1111 e1u!u r.1c111.:111 n(1/ie medi,·ctl d.:1 ·ic'<' prncl11cl hy !he· f-1.cu!th Sci,·11c' " /111horir,1· 

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 

MLinh.Banh
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• 

t 
t 

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) 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) 

.~ ~ ,; . ' ~\ .:~ . 
'·'·"' 

··_,·, · ....... 



No. 

Health Sciences Authority 

THE SCHEDULE 
I 

Device Proprietiry/Brand Name 

Certificate No. 

FSC/206/2019 

Intended Use 

1 Medtronic CryoConsole System The CryoConsole, together with its components 
and specified catheters, is for use in performing 
cardiac ablation procedures. 

END OF PRODUCT LIST 

DAI 50' QUAN NlJCJC CQNG HOA XHCN Vl~T NAM T~I CH XINH-GA-PO 
. Embassy of the SR. of Vietnam in the Republc of Smgapo1e 

1. Qu6c gia 
Count!}' 

CHO'NG NHAN / HQ'P PHAP HOA LANH Sl,J' 
CONSULAR AUTHENTICATION 

Xinh-ga-po 
Singapore 

Gifiy ta, tai li~u nay 
This public document 

2. do 6ng (Ba) SH ALMENOAR 

has been signed by 
C6ng chltng vien 

3. vai chtic danh 
acting in the capacity of 

sir Cong chting Xinh-ga-po 
4. Vil con d~U cua 

bears the seaVstamp of 
<llloc chting nh$n / hQ'p phap h6a lanh s1,1 

. Cerliffed 

5. Tai 
XINH-GA-PO 6. ngay 17 July 2019 
Singapore date 

at 
7. Ca quan c§p osa nu<'>'C CHXHCN Vi~t Nam !<'i CH Xin.h-ga-po. 

by Embassy of the S.R. of Vietnam in the Republic of Singapore 

8. s6 I 
N" 221/07 /2019 

Ky ten va dong dfiu 
Signature and seaVstamp 

Bi thU' thii' Hai/Second Secretary 

HSA 600:36/18 dated 03 Jul 2019 

ky 
\ 

Page l of2 
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Health Sciences Authority 

APPENDIX I 

1. Medtronic CryoConsole System 

S/No. Model/Description 

1. CryoConsole 106A2-K 

END OF PRODUCT LIST 

DAI SU' QUAN NU'CYC CQNG HOA XHCN Vll:'T NA.M T~ I C_H XINH-GA-PO 
· Embassy of tho SR of Vietnam in the Republ<: of Smgapo1e 

1. Qu6cgia 
Country 

CHlrNG N~AN I H<;YP PHAP HOA I.ANH 51,Y 
CONS

0

ULAR AUTHENTICATION 
Xinh-ga-po 
Singapore 

GiAy to . tai li$u nay 
This public doeument 

2. do Cng (Ba) SH ALMENOAR 

has been signed by 
3. voi ch(tc danh C6ng chlrng vien 

acting in the capacity of . 
4. va ccn d~u cua Sit Cong chung Xinh -ga-po 

bears the seaVstamp of 
allQ'c ch(tng nM n I hc,Yp phap h6a lanh sl,l' 

5. T~i 

at 

XINH-GA-PO 
Singapore 

Certified 
6. ngay 17 July 2019 

date 

7. Ca quan ~p OSQ nu<>c CHXHCN Vii)! Nam !\Ii CH Xin.h~•i>O· 
by Embassy of the S.R. of Vietnam in the Rcpublte of Singapore 

8. s6 I 
N" 221/07 /2019 

Ky ten va dong dau 

Signature and seaVstamp 
Bi thv thci' Hai/Second Secretary 

.• «' 

HSA 600:36/18 dated 03 Jul 2019 • 

ky 

Certificate No. 

FSC/206/2019 

Product Number 

106A2-K 

Page 2 of2 
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