ANLITA
SUPPLY CHAIN

NHAP KHAU
HO A,

B K ETReiE Atk

Documents for declaring applicable standards

CONG TY TNHH ANLITA SUPPLY CHAIN (VIET NAM)

HO SO CONG BO TIEU CHUAN AP DUNG TTBYT LOAI A, B

imported Type A & B medical devices

10

Gifly tor {4 - Documents

Vin ban cong bd (theo mau By Y té)
DNESH (BRI

Declaration document (Ministry of Health form)

CFS - Gig”iy chirng nhan luu hanh tw do cho
trang thiet bi y te
CFs - EfT =B HEEIED

CFS — Certificate of Free Sale for the medical device

ISO 13485

ISO 13485 REEIRARIES

ISO 13485 certificate

Gify iy quyén ciia chii sé hitu TTBYT cho co
s6 dang Ky luvu hanh (LOA)

EFF TS B AERE (LOA)

Letter of Authorization (LOA) from the device owner to the registrant

Gidy xac nhan dii diu kién bio hanh (WA) do
chi s6 hitu TTBYT cap (trr TTBYT dung m{t

14n)
EfFSTEE L ENRESEIIERE (WA) (—RIEEHES
RSN

Warranty Authorization (WA) issued by the device owner (except
single-use devices)

Tai li¢u md ta t6m tit k§ thuft trang thiét bi y
teé bang tieng Viét

B FMEERA T BT RS IR AR,

The document briefly describes the medical equipment technique in
Vietnamese.

Catalogue sin phim do chii s& hitu TTBYT
ban hanh

ETsaE RPN mER

Product catalogue issued by the device owner

Ban tiéu chuén chii s¢ hitu TTBYT cong b ap
dung (DoC) hoic gidy chirng nhin hop chuin
(CE)

ETESMATEERBEIERNE (DoC) HAKIES (CE)
Declaration of Conformity (DoC) or certificate of conformity (CE)
Huwéng din sir dung (IFU): ban gbc tiéng Anh
ciia nha sén xuét + ban dich tiéng Viét
EFRBET (IFU) : HIEREIRIR + BEREFEA

Instructions for Use (IFU): manufacturer's English original +
Vietnamese translation

MAu nhin s& ding khi lru hanh tai Viét Nam
(nhin goc + nhan phu)
TERESTRIBA ERMERS (RIRES + AR

Labels to be used in Vietnam (original label + secondary label)

Yéu cau =K - Requirements

Ky, déng ddu cong ty, scan mau
BE. MEARNE, Feamt

Signed and stamped by the company, color scan

Apostille (tir 11/9/2026) hodc hop phéap
héa lanh sy, scan mau

BZINIE (2026 FF 9 A 11 Hil2) SieRs=iA
iE, EeERE

Apostille (from 11/9/2026) or consular legalization,
color scan

Scan mau

FEHEt

Color scan

Theo miu Bo Y té, Apostille hoac hop
phap hoéa lanh su

REEEMER, DIEEFIALE (Apostille) B%
TREINIE

Ministry of Health form, Apostille or consular
legalization

Theo miu Bo Y té, Apostille hodc hop

phap hoa lanh sy
BRRAEHME, DIESTFNE (Apostille) B
WMENIE

Ministry of Health form, Apostille or consular
legalization

Ban mo ta ky thuat ky, dong ddu cong ty,
scan mau. Tai liéu ciia hang: ban scan
g0c + ban dich cong chimg
BRARBAASEEEE, HeEH, T RX
4 REHIREM + AEEFEG

Technical description signed and stamped, color scan.
Manufacturer's documents: original scan + notarized
translation

Scan mau
Rt

Color scan

Scan mau
FEnt

Color scan

Ky, dong ddu cong ty, scan mau
BE. MEATME, BeRmt

Signed and stamped by the company, color scan

Ky, déng ddu cong ty, scan mau
BE. MEARNE, Feamt

Signed and stamped by the company, color scan

Ghi chii — ANLITA hd trg &% - Notes

ANLITA soan dya trén thong tin nha Xuét khau/nhap
khéu cung cp va giri mAu khi tiép nhan hd so.

ANLITA fR{EH Of/# OERENEEEE, HERKERR
A,

ANLITA drafis it from the exporter/importer's information and sends the
form on intake.

Nha xuét khiu cung cﬁp
A Ot

Provided by the exporter

Nha xuét khiu cung cép

A ARt

Provided by the exporter

Sau khi nhan CFS, ISO va danh sach hang cin ding ky,
ANLITA soan LOA dé nha nhap khau guri nha cung cap
xac nhan.

WZ CFS.
mEy2

1SO R HLEMF=MRiEHE, ANLITA 25 LOA, Hif
SRIRTRAIA

Once CFS, ISO and the product list are received, ANLITA drafts the LOA for

the importer to send to the supplier for confirmation.

Sau khi nhan CFS, ISO va danh sach hang cin ding ky,
ANLITA soan WA dé nha nhap khau giri nha cung cép
xac nhan.

Wl CFs. 1SO RINEMF=MRIFHEE, ANLITA EBE WA, Hi
OFREGHERIETREIA.

Once CFS, ISO and the product list are received, ANLITA drafts the WA for
the importer to send to the supplier for confirmation

ANLITA tu vén va kiém tra thong tin cing nha nhap
khau trudce khi ky, dong dau.

F=ERI, ANLITA (hEIHOFESEHZIER.

ANLITA advises and checks the details with the importer before signing and
stamping.

Nha xut khu cung cép
EH ARSIt

Provided by the exporter

Nha xuét khdu cung cap
HH ARt

Provided by the exporter

Nha xuit khau/nhap khau cung cap IFU, ANLITA soan
Huéng dan st dung tiéng Viét cho nha nhép khéu trude
khi dong déu.

HOR/BORERE IFU, ANLITA EEERIAHORRSHEE
AR,

The exporter/importer provides the IFU; ANLITA prepares the Vietnamese
user manual for the importer before stamping.

Nha xuét khdu/nhap khiu cung cip nhan g(’ic, ANLITA
lam nhén phu giri khach hang, nha nhép khau ky va dong
dau.

HOBFOBIRERIRE, ANLITA SIEMSERERAER, H
HOBERES

The exporter/importer provides the original label; ANLITA makes the
secondary label, the importer signs and stamps

Giri ho so cho ANLITA ra soat mién phi trwéc khi hing ky va 1am Apostille — tranh 1am lai vi sai tén san phim, model, chi s& hiru.

I REFFE

MSTFIAIERT,

SERLE ANLITA RERERZ, BEREFRER.

Send your documents to ANLITA for a firee review before the manufacturer signs and applies for Apostille.

BSH e EEREIRMET,

CONG TY TNHH ANLITA SUPPLY CHAIN (VIET NAM)

MST: 0110043052

Dia chi: Tang 2, Toa nha 381 phd Doi Cén, phuong Ngoc Ha, quan Ba Dinh, Ha Noi, Viét Nam

Website: www.anlitalog.com

Tel / Zalo / WhatsApp / WeChat: +84 77 828 4888

Email: vivian@anlitalog.com (Ms. Vivian)
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