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CONG TY TNHH ANLITA SUPPLY CHAIN (VIET NAM)

HO SO PANG KY SO LUU HANH TTBYT LOAI C, D

C. DEETHMnERSEICHER

Documents for registering marketing authorization — Type C & D medical devices

03.01 — 03.05, chon theo tirng truwong hop) B2, NENTNE, Ly khau/nhap khiu cung cap

1 FRTERESEED (35 03.01-03.05, REMEREE) Signed and stamped by the company, color scan ANLITA YERIFHSENE, FHRIES O A ORIt S e,

Application for a new marketing authorization number (Forms 03.01 ANLITA selects the right form and drafts it from the exporter/importer's
03.05, by case) information.
ISO 13485 — Gidy chirng nhin hé thong quanly  Con higu luc khi np, scan mau Nha xuét khdu cung cip

2 chat lwgng RSN, Feiaht Ot
1SO 13485 [REETRARIER Valid at submission, color scan Provided by the exporter
ISO 13485 quality management certificate
Gidy iy quyén ciia chii s¢ hitu TTBYT cho co Con hiéu lyc khi ndp; Apostille (tir Sau khi nhén CFS, ISO va danh sach hang, ANLITA soan
s6 dang ky luu hanh (LOA) 11/9/2026) hodc hop phap hoa lanh su, scan LOA dé nha nhéap khau gui nha cung cap ky xac nhan.
BT A E TN EMEBMANEIRE (LOA) mau WIE CFS. 1SO Ri=misffa, ANLITA {25 LOA, HHORAGH

3 Letter of Authorization (LOA) from the device owner to the regisirant  32ASRIRIEAERRN; BFINE (2026 9 B 11 RIRSS=EREA,

Ai2) SEINE, et Once CFS, ISO and the product list are received, ANLITA drafts the LOA for the
Valid at submission; Apostille (from 11/9/2026) or consular ~ SUPPlier o sign.
legalization, color scan
Gidy xc nhin di didu ki¢n bao hanh (WA)do  Con hiéu luc khi ndp; Apostille (tir ANLITA soan WA dé nha nhap khau giri nha cung cap ky
chii s¢ hiru cap (trir TBYT dung mot lan) 11/9/2026) hodc hop phap hoa lanh su, scan  xac nhan.
ErSAaEHENRESEIER (WA) (—RMEMER mau ANLITA #28 WA, HHORREHIRSEFHIA,
4 REMIBRSL) IRAATREEEIR; BFHAIE (20265 9 B 11 ANLITA drafis the WA for the supplier to sign.
Warranty Authorization (WA) issued by the owner (except single-use  F#8) SRARERNE, T4
gepicay Valid at submission; Apostille (from 11/9/2026) or consular
legalization, color scan
Gidy ching nhan luu hanh ty do (CFS). Cép Con hiéu lyc khi ndp; Apostille (tir Nha xuét khdu cung cip
nhanh: gidy phép lwu hanh ciia nuée tham 11/9/2026) hoac hop phap hoa lanh su, scan g+ iR
chiéu mau Provided by the exporter

5 BHHEEIES (CFs) ; REEE: SRENLHFYT RIS BEIRN; AL (20265 9 F 11
Certificate of Free Sale (CFS); fast-track: marketing authorization of E]t) EREn 2@}3}@{'—'\‘:
areference country Valid at submission; Apostille (from 11/9/2026) or consular

legalization, color scan
Hb so ' ky thuét chung ASEAN (CSDT): mé ta Tai liu cua hang: ban scan gbc + ban dich;  Nha xuét khiu cung cp dit liéu ky thudt, ANLITA hd trg
toém tit ky thuat biing tiéng Viét, tiéu chuéin 4p  phén tiéng Viét ky, dong déu cong ty soan CSDT va kiém tra truéc khi ndp.
dung, biing chimg an toan — hi¢u qué, danh gid  RpE: REHIGEE + EX; HEEBOMHA HORIRAEARER, ANLITA 1hEB)4RS CSDT HERAZAIZ.
1am sang SEzEs The exporter provides technical data; ANLITA helps compile the CSDT and checks

6 smEmEAREE (CSDT) | MASEHARWE. BRI Mukers docunens: original scan + ranslation LI
. BeBRIHER. ISR Vietnamese part signed and stamped
ASEAN Common Submission Dossier Template (CSDT): Vietnamese
technical summary, standards, safety & performance evidence,
clinical evaluation
Gily chirng nhan hep quy (TBYT c6 quy chudn  Chi 4p dung khi c6 QCVN hodc 1a phwong ~ ANLITA kiém tra san phim c6 thudc dién nay khéng.
k¥ thuit quoc gia) hodc Quyét dinh phé duyét tién do, scan mau ANLITA L= RER BT I EER.
mau (phuong ti¢n do) {UEMRFE QCVN RBFIHEEENIER, & ANLITA checks whether this applies to your product

7 AHUES (BERRANEHREMN) Sit2888HE gee
RE Only if a QCVN applies or the device is a measuring
Certificate of conformity to national technical regulation (QCVN), o MHStrument, color scan
pattern approval decision (measuring devices)

Két qua tham dinh hd so' CSDT ciia don vi do Ban gdc hoic ban sao chimg thyc ANLITA phdi hop véi don vi thdm dinh, theo doi dén khi co
B{ Y té chi dinh (TBYT khong c6 QCVN, BT SR ket qua.
khéng di cap nhanh) Original or certified copy ANLITA ST B IRHEHER.

8 PAEIEERMHBER CSDTIFELER (L QCVN BARE ANLITA liaises with the appraisal unit until the result is issued.

RIEIBEATIRE)

CSDT appraisal result from a unit designated by the Ministry of

Health (no QCVN, not fast-track)

Huéng din str dung (IFU): bin gbc clia nha sain Ky, dong dhu cong ty, scan mau Nha xuét khéu/nhap khéu cung cap IFU, ANLITA soan ban
xuat + ban tiéng Viét B2 NENTE, L tleng Viét trude khi dong dAu.

9 {ERIRAEHE (IFU) : #iEREER + HEER Signed and stamped by the company, color scan HORSAHORIIRML IFU, ANLITA EESE1HSHERER.
Instructions for Use (IFU): manufacturer's original + Vietnamese The exporter/importer provides the IFU; ANLITA prepares the Vietnamese version
version before stamping.

MAu nhin sé ding khi lwu hanh tai Vigt Nam Ky, dong ddu cong ty, scan mau Nha xuét khiw/nhdp khiu cung cép nhan gc, ANLITA lam

(nhin gbc + nhin phu). Riéng IVD: thém gidy BE. NENTNE, HEimtt: nhan phy, nha nhép khau ky va dong dau.

chirng nhin danh gia chat lwgng Signed and stamped by the company, color scan HORAHORSIRMERE, ANLITA SI/EMEETES, MEORSEs
10 rmummEERORERE (RIS « BEIRE) ; 4 =

y o 244 - Documents

Vin bin dé nghi cdp méi s6 lwu hanh (Méu

A DS ST T
NSRS R R BT

Labels to be used in Vietnam (original + secondary label); IVD
devices also need a quality evaluation certificate

Yéu cau =K - Requirements

Ky, dong dau cong ty, scan mau

Ghi chu

— ANLITA h tro

=¥ - Notes

ANLITA chon ding mau va soan dya trén thong tin nha xuit

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 lam Apostille — tranh lam lai vi sai tén san phim, model, chi s& hiru.
I REFHEETINER, 850K ANLITA 228EZ, BREFRER. BSmHmaEERIERM

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

CONG TY TNHH ANLITA SUPPLY CHAIN (VIET NAM) MST: 0110043052
Pia chi: Tang 2, Toa nha 381 phd Doi Cin, phudng Ngoc Ha, quan Ba Binh, Ha Noi, Viét Nam
Website: www.anlitalog.com Email: vivian@anlitalog.com (Ms. Vivian)

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




