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PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT | TEN TRANG THIET Bl Y TE CHUNG LOAI
1 Bo dung cu hd tro phau thuat OAK; HOAK
- . HOSTP33; HOSTP38;
2 Mai dyc loi HOSTP43; HOSTP48
HGSBP40B; HGSBP45B;
3 Miii khoan pha 16p xwong vo HGSBP50B; HGSBP60B;
HGSBP70B
o HGSBGM; HGSBGS;
4 Vit huéng dan HKSBGM; HKSBGS
. M ot HTD42S; HTDA47S;
u1 cat xuong HTD52S
6 Miii mai xuong CERMS0A
7 Dung cu léy xuong tu than ABC5048S




o Osstem Implant Co., Ltd.
OSSTEM

IMPLANT 66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan, Korea
Tel:82-51-850-2500 Fax: 82-31-498-0824

Label Sample
According to Decree on Good Labeling , we submit labelling material to be used for the proposed

devices, such as the table below.

ASSIST KIT (HOAK)
@ | ASSIST KIT
o | Marufacturer Osstem Implant Co., Ltd.
OAK 66-16, Bansong-ra 513beon-gl,
Haeundae—qgu, Busan, Korea
TEL: 82-51-850-2500
@ | [oT Fang cin' Theim Kiso e-labeling caution Consl
ffu.osstem.com ution, Consul
® el ® & accompanying
Y Storage Condition : Dry place at room termperature Decumiorle
T T Instruction : Refer to Manual GSSTEMG
® HO' za:gx V'du .aﬁ : — IMPLANT
wéng dan str dung: xin xem Quyén Hudng dan Surdung [P s www_osstem._com
Nhép kh&u va phin phéi/ L
Cor5& bdo hanh/chi 53 hiru 56 luu hanh : | MADE IN KOREA | @
@ Cong ty TNHH Osstem Implant Vina
Tang 5, Téa nha VNPT, s6 1487 Nguyén Van Linh,
phuong Tan Phong, Quén 7, Thanh phé Ho Chi Minh, Viét Nam
DT: +84 28 7305 6782
Article 10.
Applicable Location of information
Compulsory content to be shown on goods labels
(a) Name of goods A Section @
(b) Name and address of the organization or individual A Section @
responsible for the goods
(c) Origin of goods A Section @)
(d) Other details in a) Circulation number or A Section 5
conformity with the number of import
nature of the goods license of medical
prescribed in Appendix I equipment
and Legal documents b) Lot Number or serial A Section @
number of medical
equipment
¢) Date of manufacturer, A Non Sterile product
expiration date : Date of manufacturer
— Section 3
d) Information on A Section ®
warnings, instructions IFU is provided in form of
for use, instructions Electronic information.
for storage, and Regarding of Hiossen KIT,
warranty facilities provided in paper form
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