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Date: May, 19" 2020

GIAY UY QUYEN
LETTER OF AUTHORISATION

Kinh gri: BO Y té (Vu Trang thiét bi va Cong trinh y té)
To: Ministry of Health (Department of Medical Equipment and Construction)

Ching t6i, LABEX Reagens AB c6 dja chi tai Box 22159, SE-250 23 Helsingborg, Thuy Pién vai tu cach
la chii s& hitu san phém béng vin ban nay iy quyén cho Céng ty TNHH Thiét bi Céng nghé Bach Hop,
dia chi: S0 10, L6 All, Khu do thi méi hai bén duong Lé Trong Tan, Xa An Khanh, Huyén Hoai D,
Thanh pho Ha Noi, Viét Nam dugc nhap khau céc trang thiét bi y té sau:

Danh sach san phém: Phuy luc I

We, LABEX Reagens AB, located at Box 22159, SE-250 23 Helsingborg, Sweden as the legal
manufacturer (product owner) do hereby authorize BACH HOP TECHNOLOGY EQUIPMENT
COMPANY LIMITED located at No.10, Lot A11 The new urban area along the 2 sides of Le Trong Tan
Street, An Khanh Commune, Hoai Duc District, Hanoi, Vietnam to apply for import license, import the
following medical devices:

Product List: Annex |

Chiing t8i cam két cung cép, hd trg Bo Y té (Vu Trang thiét bi va Cong trinh y té) vé cac yéu ciu lién quan dén
thong tin, chat lwong trang thiét bi y té nhap khdu néu trén.

We commit to provide and support all information concerning product information, product quality upon request

by Vietnam Ministry of Health (Department of Medical Equipment and Constructions) for medical devices
mentioned above.

Thu ty quyén nay hiéu lyc dén thai diém: 31/12/2024
This authorization letter is valid until: 31/12/2024.

Dai dién hop phap chi sé hiru
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Gert Johansson
General Manager

LABEX Reagens AB
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Linda Flink

Legitimate representative of legal manufacturer (product owner)
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General Manager
LABEX Reagens AB
Address Visiting address Telephone Bank Org. nr. PbstEiro service
LABEX REAGENS AB Ekslingan 6 +46 42 32 40 00 Provinsbanken 556286-3570 1691 13-8
Box 22159 95487 Helsingborg e-mail Skane
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The Ministry for Foreign Affairs in Stockholm,
hereby certifies that
Ms. Linda Flink

Chamber of Commerce and Industry of Southern Sweden

has issued and signed the foregoing
attestation in her official capacity.
Stockholm 29 May 2020

Nr. 8316 Me Paid 180 SEK
I-Ienrlk Gustafsson
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(/I\ LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENCY

2018-10-24 Dnr: 5.8.2-2018-080568
| Product name Article no |
'Aurolyse IT5 L LYO0l6 |
Autolyse 480 10 L LYO019
Autolyse 480 5 L LYO18
Autolyse 610 10 L LY031
Autolyse 610 5L LY030
(1) | Autolyse ABX 1L LY060 o
Autolyse CD 1500 1L _|tyoos
@) AutolyseCD 1L | LY001 |
Autolyse CD 3500 1L LY006
Autolyse CD 3500 ST, LY004
Autolyse CD 5 L LY002
Autolyse 11 0,5L 'LYO14
| Autolyse II 1L LYO1S5
3) | Autolyse 111 0,5 L, LY022
(4) Autolyse III 1L, LY020 ]
Autolyse IS L. LY021
(5)| Autolyse KX 0,5L LY071
) | Autolyse KX 1L, LY070 '
| Autolyse PENT 0,41, LY080
Autolyse SL Diff 10 L LY041
Autolyse SL Diff 5L LY 040 |
| BASOlyse PENT 1L LY082
(7) | Chemclean 0,51 RE030
Detergent Conc. 1 L REO10
Detergent 115 1. REO11
Detergent 11 5 L RE022
Detergent SL Diff 5 1. RE040
Diluent 610 20L DI030
8 |Diluent ABX 10L DIO61
(9)| Diluent ABX 20L | DI060
(10) Diluent CD 20L DI0O01
‘Diluent 1201, DI010
Diluent I1I 10L o DIO19
(11) Diluent 111 20 L . DI020
Diluent ITT 5L DI018
' Diluent KX 10L DI071
(12) Diluent KX 20L DI1070 B
Diluent PENT 20L DI0SO | e,
Diluent pH7 10L TV001 B §<fi=
Postadress/Postal addross: PO, Box 26, SE-751 08 Uopsala, SWEDEN ?&g gg; &

Hesdlksadress/Visiting address: Dag Hammarskitids vig 42, Uppsala
Telofon/Phone: +46 ()18 17 46 00 Fax: +48 (0118 54 B85 686
intarret: www. lakemadelsverket.se E-mail registralor@mpa.se
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MEDICAL PRODUCTS AGENCY

Diluent pH7 5L [ TV002 1
Diluent SL Diff 10L o DI04l
| Diluent SL Diff 20T, DI040
Droplyse 6x18ml ~ |LY010 -
EOlyse PENT 1L - |LY084 |
(9)Hemarenz 0,51, RE026
(14) Hemarenz 1L RE024
(15)| Hemarenz 5L REQ021
Hemarenz PENT 1L | RE0S0
| Hemarenz Plus 100 ml REO025
Kalibrator 4,5m] KB175
(15)| Kontrollblod 16, Abnormal high 6x3ml |KB 163-6
(17)! Kentrollblod 16, Abnormal High 3 ml KB163 ST
(18) iEontroIlblod 16, Abnormal Low 3ml  |KB161 ST
(19) | Kontrollblod 16, Abnormal Low 6x3ml |KB161-6

(20)| Kontrollblod 16, Normal 3 ml KB162 ST
1) Kontrollblod 16, normal 6x3 ml KB162-6 B
(22) Kontrollblod 16, Trilevel 6:3 mi KB164-6 |
P,abpak 19L+0,5L LY025
Lysc SL-EO 0,5 L 'LY045
| Referent CD 10L | DI003
(23)| Referent CD 20L | DI002
Referent I1 20L DI011
Referent 111 20 L ll)mﬂ]
|Renz Conc. 2x18 ml ~ RE020
'Sheat CD 10L ' LY005
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Postadrase/Postal address: P.O. Box 26, SE-751 03 Uppsala, SWEDEN Ty
BeedksadroseMisiting address; Dag Hammarskisids vig 42, Uppseala
TeleforvPhane: +46 (0)18 17 4600 Fax: +46 (0)18 54 85 65

Irterneat: www.lakemedelsverket.se E-mall: registrator@mpa.se

2018-10-24 Dnr: 5.8.2-2018-080568
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