
CONG HOA xA HOI CHi; NGHiA VIET NAM. . .
DQc l~p - TV do - H~nh phiic

BO YTE

S6: 12023/TT-BYT Ha N()i, ngay thong ndm 2023

THONGTU

Sua dBi, bB sung mQt sa di~u cua Thong to' sa 19/20211TT-BYT ngay 16 thang
11 narn 2021 ciia BQ trmrng BQY t~ quy djnh m§u van ban, bao cao thuc hi~n
Ngh] djnh sa 98/2021IND-CP ngay 08 thang 11 nam 2021 ciia Chinh phu v~

quan ly trang thi~t b] Y t~

Can cu'Nghi dinh s6 95/2022/ND-CP ngay 15 thang 11ndm 2022 cua Chinh
phil quy dinh chtrc nang, nhiem v~, quyen han va co cdu t6 chuc cua B() Y t~;

Can cu'Nght dinh s6 98/2021/ND-CP ngay 08 thang 11ndm 2021 cua Chinh
phil v~ quan If; trang thi~t hi y d;

Can cu' Nght dinh s6 07/2023/ND-CP ngay 03 thdng 3 ndm 2023 cua Chinh
phil sua a6z, b6 sung mot s6 ai~u cua Nghi dinh s6 98/2021/ND-CP ngay 08 thang
11 ndm 2021 cua Chinh phil v~ quan If; trang thdt hi y t~;

Thea a~ nght cua V~ truong V~ Trang thi~t bt va Cong trinh y d;
B() truimg B() Y ti ban hanh Thong tu sua a6i, b6 sung m()t s6az~u clla Thong

tu s6 19/2021/TT-B YT ngay 16 thang 11nam 2021 cila B() truimg B() Y d quy atnh
mdu van ban, baa caa thl!C hi¢n Nght ainh s6 98/2021/ND-CP ngay 08 thang 11
nam 2021 cila Chinh phil v~ quan If;trang thi~t bi yd.

Di~u 1. Sua dBi, bB sung Di~u 3 Thong to' sa 19/20211TT-BYT ngay 16
thang 11 nam 2021 clla BQ trll'o-ng BQY t~ quy dinh m§u van ban, bao cao th1]'c
hi~n Nghi dinh sa 98/2021IND-CP ngay 08 thang 11 nam 2021 clla Chinh phll v~
quan ly trang thi~t bi Yt~

1. Sua d6i, b6 sung khmin 1 DiSu 3 quy dinh t:;tiPh\ll\lc I nhu sau:

a) Sua d6i, b6 sung M~u s6 02.01; M~u s6 02.02; M~u s6 03.01; M~u s6 03.02;
M~u s6 03.03; M~u s6 03.04 va M~u s6 03.05.

b) B6 sung M~u s6 05.A va M~u s6 05.B.

2. Sua d6i, b6 sung khoim 4 DiSu 3 quy dinh t:;tiPh\ll\lc IV nhu sau:

_ ~) Sua d6i, b6 sung M~u s6 02.01; M~u s6 02.02; M~u s6 03; M~u s6 05 va /
Mau so 07. fI/

b) B6 sung M~u s6 05.A va M~u s6 05.B.



2

3. B6 sung khoan 6a Di~u 3 nhu sau:

"6a. Phu luc VI.A: M~y giay uy quyen thuc hien c~p giay phep nhap khfiu
trang thiSt bi y tS thea quy dinh tai khoan 18 Di~u 1Nghi djnh s6 07/2023/ND-CP."

4. Sua d6i, b6 sung khoan 8 Di~u 3 quy dinh tai Phu luc VIII nhu sau:

a) Sua d6i, b6 sung M~u s6 04.

b) B6 sung M~u s6 06.

Di~u 2. Di~u khoan chuyen ti~p

1. Cac van ban dffnop trong hE,sa cong b6 tieu chuan ap dung hoac hE,sa d~
nghi cap gi~y clnrng nhan dang ky hru hanh hoac hE,sa d~ nghi c~p gi~y phep nhap
khfiu tnroc ngay Thong tir nay co hieu lire duoc tiep tuc sir dung d~ thirc hien c~p s6
hru hanh va gi~y phep nhap khau, tnr tnrong hQ'PhE,sa co yeu c~u sua d6i, b6 sung ..

2. Gi~y uy quy~n thea m~u quy dinh do chu sa hfru trang thiSt bi y tS ky ban
hanh truac ngay Thong tu nay co hi~u Ivc thi duQ'ctiSp t\lCsu d\lng d~ nQphE,sa d~
nghi c~p gi~y phep nh~p khfiu trang thiSt bi y tS.

Di~u 3. Di~u khoan thi himh

1. Thong tu nay co hi~u ll,l'cthi hanh k~ tu ngay ky ban hanh.

2. Trong qua trinh thl,l'Chi~n, nSu co kho khan, vuang m~c, cac t6 chilc,
ca nhan phan anh v~ BQY tS d~ duQ'cxem xet, giai qUY~

NO'inh~n: KT. BO TRUONG
- Uy ban Xii he>icua Qu6c he>i; THir"TRUONG a(/~
- Van phong Chinh phu (Vv KGVX, Cong bao,
C6ng TTDT Chinh phu);
- Be>Tu phap (Cvc Ki~m tra van b<'mQPPL);
- Cac Be>,CCY quan ngang Be>,CCY quan thue>cCP;
- Be>tm6ng Be>Y t~ (d~ b/c);
- Cac Thu tm6ng Be>Y t~;
- UBND cac tinh' thanh ph6 tf\Tcthue>cTW;
- Sa Y t~ cac tinh, TP tn,rc thue>cTW; D8 Xuan Tuyen
- Cac dan vi tn,rc thue>cBe>Y t~;
- Cac V\!, Cvc, Thanh tra Be>,Van phong Be>- Be>Y t~;
- C6ng Thong tin di~n tu Be>Y t~;
- Luu: VT, PC, TB-CT.
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Ph\} luc I
MAu VAN BAN CONG BO, CONG KHAI, KE KHAI, THONG BAo
vA.DE NGHJ cAp Mcn so LUU HA.NH, GIAy PHEP NH~P KHAu,

GIAy CHUNG NHAN LUU HA.NH TU DO. .
(Kern thea Thong tu s6 120231TT-BYT

ngay thang ndm 2023 cua B9 truong B9 Y t~)

M~u sf>02.01 Van ban cong bf>tieu chu~n ap dung cua trang thiet bi y tS thuoc loai A

M~u sf>02.02 Van ban cong bf>tieu chuan ap dung cua trang thiSt bi y tS thuoc loai B

M~u sf>03.01
Van ban dS nghi c~p moi sf>hru hanh trang thiSt bi y tS thuoc loai C,
D co quy chuan ky thuat quoc gia

M~u sf>03.02
Van ban dS nghi c~p moi sf>luu hanh trang thiet bi y tS thuoc loai C,
D la phuong tien do phai phe duyet m~u

M~u sf>03.03
Van ban dS nghi c~p moi sf>hru hanh trang thiSt bi y tS thuoc loai C,
D thuoc tnrong hop c~p nhanh

M~u sf>03.04
Van ban dS nghi c~p moi sf>hru hanh trang thiSt bi y tS thuoc loai C,
D thuQc trucmg hqp c~p kh~n c~p

M~u sf>03.05
Van ban dS nghi c~p m6i sf>luu hanh trang thiSt bi y tS khac thuQc lo?i
C,D

Van ban dS nghi c~p gi~y phep nh?P kh~u trang thiSt bi y tS dS thl,fc
hi~n quy dinh t?i khoan 18 DiSu 1Nghi dinh sf>07/2023IND-CP ngay

M~u sf>05.A
03 thang 3 nam 2023 cua Chinh phu sua d6i, b6 sung mQt sf>diSu cua
Nghi dinh sf>98/2021IND-CP ngay 08 thang 11 nam 2021 cua Chinh
phu vS quan ly trang thiSt bi y tS (sau day viSt t~t la Nghi dinh sf>
07/20231ND-CP)

M~u sf>05.B
Don hang nh?P kh~u sinh ph~m ch~n doan in vitro dS thvc hi~n quy
dinh t?i khoan 18 DiSu 1Nghi dinh sf>07/20231ND-CP

fJ"
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TENCaSa

M~u s8 02.01

CONG HoA xX HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tu do - Hanh phuc

sf>: . I ' h ' V 20... . , ngay tang. nam .

VAN BAN CONG BO
TH~uchu§n ap dung cua trang thi~t hi Yt~ thuQc loai A

Kinh ,. 21 gU1: .

1. Ten co sa cong b6: : .

Mff s6 thuS hoac S6 gi~y phep thanh l~p Van phong dai dien: .

D· hi 3!a c 1: .

Dien thoai c6 dinh: Fax: .

Email: .

2. Nguoi dai dien hop phap cua co sa:
H ,~Q va ten: .

S6 CMND/Dinh danh/Ho chiSu: ngay cap: noi c~p: .

Dien thoai c6 dinh: Dien thoai di dong:

3. Trang thiet bi y tS thuoc IOC;liA:

Trang thiSt bi y tS chung": 0 hoac Trang thiSt bi y tS ch~n doan in vitro: 0

T~ h':' bi .!:sen trang t let !y te : .
T~ h '6 (:, ')en t irong mat neu co : .

Ma Global Medical Device Nomenclature - GMDN (niu co): .

Chung IOC;li: .

Ma san pham (neu co): .

Quy each dong goi (niu co): .

Muc dich sir dung: .
,

Ten co sa san xuat: .

Dia chi co sa san xuat:

1 Via danh
2 So' y t~ tinh, thanh ph6 true thuoc trung uang nai CO' so' d~t trV so'
3 Ghi theo dia chi tren giAy chUng nh~n dang ky kinh doanh
4 La trang thi~t bi y t~ kh6ng phai trang thi~t bi y t~ chftn dOclnin vitro
5 Ghi ten trang thi~t bi y t~ b~ng ti~ng Vi~t phil hqp vai illVC dich su dvng cua trang thi~t bi y t~, trt'r truemg hqp
kh6ng th~ Vi~t h6a
6 Ghi ten thuang m~i do Chu So' huu trang thi~t bi y t~ d~t.
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Tieu chuan ap dung: ..

4. D6i voi trang thiSt bi y tS chua chat rna tuy, tiSn chat:

T" hf..t t' t'~ hf..t T" kh a hoc'en c a rna uy, len c a: en 0 .

Ma thong tin CAS: .

N ~ d" h' 1 hf..t t' t'~ hf...tong 9, am uong c a rna uy, len c a: .

Ttmg ham hrong ch~t rna tuy, tiSn ch~t trong mot don vi dong goi nho nhat:

5. Thong tin vS chu sa hem trang thiSt bi y tS:

Ten chu sa htru: ..
D' hi hi' 'h-ia c 1 c u sa uu: ..

6. Thong tin vS co sa bao hanh (ndu co):

Ten co sa: .
Dia chi: .
I:'\'" th . f..dinh I:'\'" th . di d"rnen oai co l : rnen oai 1 ong: .

7. S6 cong b6 du dieu kien san xu~t d6i voi trang thiSt bi y tS san xu~t
trong mroc: .

Cong b8 tieu ehufin ap dung ella trang thi~t b] y t~ Ioai A

H6 sa kern thea gom:

1. Giay chtrng nhan dat tieu chuan quan I;' ch~t hrong ISO 13485 D

2. Giay uy quyen cua chu sa hfru trang thiSt bi y tS D

3. Gi~y xac nh~n du diSu ki~n bao hanh D

4. Tai li~u rno ta tom t~t ky thu~t trang thiSt bi y tS b~ng tiSng Vi~t D

5. Tai li~u ky thu~t rno ta chuc nang, thong s6 ky thu~t cua trang
D" "thiet bi y te do chu sa hfru trang thiet bi y te ban hanh

Tai li~u ky thu~t b~ng tiSng Vi~t kern thea tai li~u vS nguyen v~t
li~u, vS an toan cua san ph~rn, quy trinh san xu~t, cac bao cao

6. nghien cUu lam sang va tiSn lam sang bao g6rn bao cao d9 an D

dinh d6i vai thu6c thu, ch~t hi~u chuan, v~t li~u kiSrn soM in
vitro.

7. Bfm tieu chuan rna chu sa hfru trang thiSt bi y tS c6ng b6 ap d\lng D

8. Gi~y chUng nh~n hgp chufrn JD/
11/
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9.

Gi~y chimg nhan hru hanh nr do d6i voi trang thiet bi y t@nhap
kh~u

D

D6i voi trang thi@tbi y t@san xu~t trong mroc: k@tqua danh gia
cac thong s6 hoa, ly, vi sinh va cac thong s6 khac do co sa du
diSu kien theo quy dinh cua phap luat vS danh gia SlJ phil hop
c~p hoac Giay chirng nhan danh gia ch~t hrong do co quan co
tham quyen cua Viet Nam c~p d6i voi trang thiet bi y t@chan
doan in vitro

10.
Tai lieu huang d~n sir dung cua trang thiet bi y t@bang tieng
Viet; d6i voi trang thi@tbi y t@nhap kh~u kern theo ban g6c bang
tieng Anh do chu sa hfru trang thi@tbi y t@ban hanh

D

11. M~u nhan trang thi@tbi y t@ D

12. D

Co sa cong b6 tieu chuan ap d\lng cam k@t:

1. NQi dung thong tin cong b6 la chinh xac, hqp phap va theo dung quy dinh.
N@uco SlJ gia m~o, khong dung SlJ th~t co so·xin chiu hoan toan trach nhi~m va se
bi xu ly theo quy dinh cua phap lu~t.

2. Bao dam ch~t luqng va lUllhanh trang thi@tbi y t@theo dung h6 so da cong b6.

3. C~p nh~t cac thay d6i lien quan d@nh6 so cong b6 tieu chu~n ap d\lng theo
~~. /

NgmYi d~i di~n hgp phap eiia eO'SO' V
Ky ten (Ghi h9 ten aay au, chuc danh)
Xac nhcjn bang ddu hoi;icchii kY s6



TEN CO so
M~u sa 02.02

CONG HoA xA HOI CHU NGHiA VI~T NAM
DQc l~p - T\f do - Hanh phuc

S6: .. 1 ' h ' V 20... . , ngay tang. nam .

VAN BAN CONG BO
Tieu chuan ap dung ciia trang thi~t b] Y t~ thuQc loai B

Kinh ,. 2I gUI: .

1 T A ,,, b:'". en ca sa cong 0: .

Mil s6 thuS hoac S6 gi~y phep thanh lap Van phong dai dien: .

Bia chi: 3 .........•.•..•..............................................•..•.•••.•.•.•.•..•..•..•.....

Dien thoai c6 dinh: Fax: .

Email: .

2. Ngiroi dai dien hop phap cua co sa:
H '"\) va ten: .

S6 CMND/Binh danh/Ho chien: ngay cap: noi cap: .
~." th . :"'d'h ~'A th idi ddrnen oai co in : rnen oar I ong:

3. Trang thiet bi y tS thuoc loai B:

Trang thiSt bi y tS chung": 0 hoac Trang thiSt bi y tS chftn doan in vitro: 0

T " h':'" bi ;{sen trang t let !y te : .

T A th '6 (:... ')en uong mat neu co : .

Mil Global Medical Device Nomenclature - GMDN (neu co): ..

Chung loai: .

Mil san pham (ndu co): .

Quy each dong goi (neu co): ..

Muc dich sir dung: ..
,

T" ?? "en CCi SCi san xuat: v
IDia danh
2 Sa Y ts tinh, thimh ph6 tqrc thuQc trung uang nai ca SO' d~t tql SO'
3 Ghi theo dia chi tren gi~y ch(rng nh~n dang ky kinh doanh
4 Lit trang thiSt bi y t6 khOng phai trang thiSt bj y t6 chan doan in vitro
5Ghi ten trang thiSt bi y tS b~ng ti6ng Vi~t phu hqp v6'i 1ll,lC dich Slr dl,mg cua trang thiSt bj y t6, tn'r
truong hqp khong th~ V i~t hoa
6 Ghi ten thuong m;:tido eM sa huu trang thiSt bi y t6 d~t
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Dia chi co sa san xuat: ...............................................................................

Tieu chuc1nap dung: .

4. D6i voi trang thiSt bi y tS chua ch~t rna tuy, tiSn chat:

T~ h:"t t' t';" h':'t T~ kh hen c a rna uy, len c a: en oa oc: .

Ma thong tin CAS: .

N ;.. d~ h' 1 h:"t tuv t';" h:"tong Q, am uong c a rna uy, len c a: .

T6ng ham hrong ch~t rna tuy, tiSn chat trong mot dan vi dong goi nho nhat:

5. Thong tin vS chu sa htru trang thiSt bi y tS:

T~ hi' 'h-en c usa uu: .

D· hi hi' 'h-ia c I c u sa uu: .

6. Thong tin vS co sa bao hanh (niu co):

Ten co sa: .

Dia chi: .

D'~ th . :"d'nh D'~ th idi ddien oai co ! : ien oar I ong: .

7. S6 cong b6 du diSu kien san xu~t d6i voi trang thiSt bi y tS san xu~t
trong mroc: .

Cong bB tieu ehll~n ap dung ella trang thi~t b] y t~ loai B

H6 sa kern theo gom:

1. Gi~y clnrng nhan dat tieu chuan quan ly ch~t hrong ISO 13485 0

2. Giay uy quyen cua chu sa hfru trang thiSt bi y tS 0

3. Gi~y xac nh?n du diSu ki~n bao hanh 0

4. Tai li~u rno ta tom t~t ky thu?t trang thiSt bi y tS b~ng tiSng Vi~t 0

5. Tai li~u ky thu?t rno ta chuc nang, thong s6 ky thu?t cua trang
0thiSt bi y tS do chu sa hfru trang thiSt bi y tS ban hanh

Tai li~u ky thu?t b~ng tiSng Vi~t kern theo tai li~u vS nguyen V?t
li~u, vS an toan cua san phc1rn,quy trinh san xu~t, cac bao cao

6. nghien Clru lam sang va tiSn lam sang bao g6rn bao cao d(>6n 0

dinh d6i vai thu6c thu, ch~t hi~u chuc1n,V?t li~u kiSrn soat in
vitro

7. Ban tieu chuc1nrna chu sa huu trang thiSt bi y tS cong b6 ap d\lng 0

8. Gi~y chUng nh?n hQ'Pchuc1n .~oj
'l/
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D6i voi trang thiSt bi y tS san xuat trong mroc: kSt qua danh gia
cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sa du

9. diSu kien thea quy dinh cua phap luat vS danh gia SlJ phu hop
0cfrp hoac Gifry clnrng nhan danh gia chfrt hrong do co quan co

th~rn quyen cua Vi~t Narn cfrp d6i voi trang thiSt bi y tS ch~n
doan in vitro

Tai lieu huang d~n sir dung cua trang thiSt bi y tS bang tieng
10. Viet; d6i voi trang thiSt bi y tS nhap kh~u kern thea ban g6c bang 0

tieng Anh do chu sa hfru trang thiSt bi y tS ban hanh

11. M~u nhan trang thiSt bi y tS 0

12. Gifry chimg nhan luu hanh tu do d6i voi trang thiet bi y tS nhap
0kh~u

Co sa cong b6 tieu chu~n ap dung cam kSt:

1. N<)idung thong tin cong b6 la chinh xac, hgp phap va thea dung quy dinh.
NSu co SlJ gia rnC;lo,khong dung SlJ th~t co sa xin chiu hoan toan trach nhi~rn va se
bi xu 1ythea quy dinh cua phap 1u~t.

2. Bao dam chfrt lugng va luu hanh trang thiSt bi y tS thea dung h6 so da cong b6.

3. C~p nh~t cae thay d6i lien quan dSn h6 so cong b6 tieu chu~n ap d\lng thea
quy dinh.

NgU'{ri d~i di~n hQ'p phap ella eO'sO'
Ky ten (Ghi h9 ten ady au, chuc danh)
Xac nh(m bang diu hogc chft leY s6



M§u sA 03.01

CONG HoA XA HOI CHU NGHiA VIET NAM. . .
DQc I~p - T., do - Hanh phuc

TEN CO sa DANG KY

S6: . 1 ' h r ~ 20... . , ngay. tang nam .

VAN BAN DE NGH!
C~p moi sAhru hanh trang thi~t b] Y t~ thuQc loai C, D

co quy chu~n ky thu~t quAc gia

Kinh gui: BQY tS

1. Ten co so dang ky: .
Mil s6 thuS hoac S6 gi~y phep thanh l~p Van phong dai dien: .
r'\' hi 2u!a c 1: .
Dien thoai: Fax: .
Email: .
2. Nguoi dai dien hop phap cua co so:
H 'AQ va ten: .
So:"C~All..~Ir'\inh danh/Ilo hi:" , :.. . :..lVli~LlfLl. Q C eu: ngay cap: nm cap: .
Dien thoai c6 dinh: Dien thoai di dong: .
3. Trang thiet bi y tS dang ky luu hanh:
Ten trang thiSt bi y tS: .
Ten thuong mai (neu co): .
Mil Global Medical Device Nomenclature - GMDN (niu co): .
C~un,g 10lii\: ; : .
Ma san pham (neu co); .
Quy each dong goi (neu co): ..
L . t th':"t bi t:"oar rang Ie ! y e: .
M\lCdich su d\ln&: .
Ten co so san xuat: ..
U' hi " :..!a c 1 co so san xuat: .
4. Thong tin vS chu so hfru trang thiSt bi y tS:
Ten chu so hfru: .
r'\' h' h' , h-u!a c 1c U sO" uu: .
5. Thong tin vS cO"so bao hanh (niu co):
Ten cO"so: ..
Uia chi: .
f)i~n tho",i c6 dinh: f)i~n tho",i di d(ing: V

IDia danh
2 Ghi theo dia chi tren gifry ch{J'llgnh~n dang ky kinh doanh
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6. S6 cong b6 du diSu kien san xuat d6i voi trang thiSt bi y tS san xuat
trong mroc: .
7. Hieu hrc cua cac giay to' trong h6 so ':
- Giay chirng nhan dat tieu chuan quan ly chat hrong ISO 13485: .
- Giay uy quyen cua chu sa hiru trang thiSt bi y tS: .
- Giay hru hanh d6i voi trang thiSt bi y tS nhap kh~u: .

HA SO'kern theo gAm:

1. Giay chimg nhan dat tieu chuan quan ly chat IUQ'ngISO 13485 0

2. Giay uy quyen cua chu sa hiru trang thiet bi y tS 0

3. Giay xac nhan du dieu kien bao hanh 0

4. Giay hru hanh d6i voi trang thiet bi y tS nhap kh~u 0

5. H6 sa CSDT 0

6. Giay chtmg nhan hop quy 0

7. Tai lieu mo ta tom t~t ky thuat trang thiSt bi y tS bang tieng Vi~t 0

8. Tai li~u ky thu~t rno ta chuc nang, thong so ky thu~t cua trang thiet bi y
0tS do chu sa hfru trang thiSt bi y tS ban hanh

Tai li~u ky thu~t bang tieng Vi~t kern thea tai li~u ve nguyen v~t li~u, ve

9. an toan cua san ph~rn, quy trinh san xuat va kiSrn soat chat luqng san ph~rn,
0cac bao cao nghien cUuHimsang va tiSn Himsang bao g6rn bao cao d<)6n

dinh d6i vai thu6c thu, chat hi~u chu~n, v~t li~u kiSrn soat in vitro.
Tai li~u huang d~n su d\mg cua trang thiet bi y te bang tieng Vi~t; doi vai

10. trang thiSt bi y tS nh~p kh~u kern thea bim g6c b~ng tiSng Anh do chu sa 0, ,
huu trang thiet bi y te ban hanh

11. M~u nhan trang thiSt bi y tS 0

Ca sa dang kY lUllhanh trang thiSt bi y tS cam kSt:

1. N<)idung thong tin dang ky lUll hanh la chinh xac, hqp phap va theo dung
quy dinh. NSu co S\l' gia rn(;lo,khong dung S\l' th~t ca sa xin chiu hoan toan trach
nhi~m va se bi xu ly thea quy dinh cua phap lu~t.

2. Bao dam chat luqng va lUllhanh trang thiSt bi y tS thea dung h6 sa dang ky
luu hanh.

3. C~p nh~t cac thay d6i lien quan dSn h6 sa dang kY lUllhanh thea quy dinh.
NgU'O'id~i di~n hQ'p,phap eua eO'sO' V
(Kf; ten, ghi h9 ten aay au, chuc danh)
Xac nhgn bang ddu ho(lc chu kY s6

3 Truong hqp co nhi~u tai li~u: Ghi thai h<;mcua tai li~u co hi~u hJc ng~n nhk TruOng hqp tai li~u khong ghi thai
h<;mhi~u hJc: ct~ nghi khai bao la "Khong tho'j hIm".



Miu sa 03.02

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - TV do - Hanh phuc

TEN co sa DANG KY

sf>: .. I ' h ' V 20... . , ngay tang. nam .

VAN BAN DE NGHJ
C~p mo'i sa hru hanh trang thi~t hi y t~ thuQc loai C, D

la phurrng ti~n do phai phe duy~t miu

Kinh giri: BQY tS

1. Ten co sa dang ky: .
Ma s6 thue hoac S6 gifiy phep thanh l~p Van phong dai dien: .
Dia chi: 2 .....••.••••...•.•....•••.•...•••.••••..•.•..•..•..•.•...•...•..••.......•.•.•..•...........

Di~n thoai: Fax: ..
Email: .
2. Nguoi dai dien hop phap cua co sa:
H ,~Q va ten: .
S:..CMNDIDinh danh/Hd hi:" ,:.. . :..o . Q c eu: ngay cap: nm cap: .
Dien thoai c6 dinh: Dien thoai di dong: .
3. Trang thiet bi y tS dang ky hru hanh:
T~ t thiet bi t:"en rang Ie !y e: .
Ten thuong mai (neu co): .
Ma Global Medical Device Nomenclature - GMDN (neu co): .
Chung loai: .
Ma san pham (neu co): .
Quy each dong goi (neu co): .
L . t th':"t bi t:"O~I rang Ie !y e: .
Muc dich str dung: .

,
Ten co sa san xuat: .
rx: hi " :"tLIla c I co so san xua : .
4. Thong tin vS chu sa hfru trang thiSt bi y tS:
Ten chu sa hiru: .
Dia chi chu sa hfru: .
5. Thong tin vS co sa bao hanh (ndu co):
Ten co S(y: ..................................................••.............•..•................... V.

IDja danh
2 Ghi theo dja chi tren gifry chlmg nMn dang ky kinh doanh
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Dia chi: .
r\." h . :"d·nh r\." h idi dcrnen t oar co ! : rnen t oar 1 ong: .
6. S6 cong b6 du dieu kien san xuat d6i voi trang thiet bi y tS san xu~t
trong mroc: .
7. Hieu luc cua cac gi~y to' trong h6 so":
- Giay chimg nhan dat tieu chuan quan Iy ch~t hrong ISO 13485: .
- Giay uy quyen cua chu sa hfru trang thiSt bi y tS: .
- Gi~y hru hanh d6i voi trang thiSt bi y tS nhap kh~u: .

k' th
,
"o so' em eo gom:

1. Gi~y chirng nhan dat tieu chu~n quan Iy ch~t hrong ISO 13485 D

2. Giay uy quyen cua chu sa hiru trang thiSt bi y tS D

3. Gi~y xac nhan du diSu kien bao hanh D

4. Gi~y hru hanh d6i voi trang thiSt bi y tS nhap kh~u D

5. H6 saCSDT D

6. Quyet dinh phe duy~t m~u D

7. Tai li~u mo ta tom t~t ky thu?t trang thiSt bi y tS b~ng tiSng Vi~t D

8. Tai li~u ky thu?t mo ta chuc nang, thong so ky thu?t cua trang thiet bi y
DtS do chu sa hfru trang thiSt bi y tS ban hanh

Tai li~u ky thu?t b~ng tieng Vi~t kern thea tai li~u ve nguyen V?t li~u, vS

9. an toan cua san ph~m, quy trinh san xu~t va kiSm soat ch~t luqng san ph~m,
Dcac bao cao nghien cUu lam sang va tiSn lam sang bao g6m bao cao d(>6n

dinh d6i v6i thu6c thu, ch~t hi~u chu~n, V?t li~u kiSm soat in vitro.
Tai li~u huang d~n su d\mg cua trang thiet bi y te bang tieng Vi~t; doi

10. v6i trang thiSt bi y tS nh?p kh~u kern thea ban g6c b~ng tiSng Anh do D

chu sa hfru trang thiSt bi y tS ban hanh
11. M~u nhan trang thiSt bi y tS D

Ca sa dang kY lUllhanh trang thiSt bi y tS cam kSt:
1. N(>idung thong tin dang kY lUll hanh la chinh xac, hqp phap va thea dung

quy dinh. NSu co S17 gia m~o, khong dung S17 th?t ca sa xin chiu hoan toan trach
nhi~m va se bi xu ly thea quy dinh cua phap lu?t.

2. Bao dam ch~t luqng va luu hanh trang thiSt bi y tS thea dung h6 sa dang ky
lUllhanh.

3. C?P nh?t cac thay d6i lien quan dSn h6 sa dang kY lUllhanh thea quy dinhV.
NgU'Oi d~i di~n hQ'p phap ella eO'sO
(Ky ten, ghi h9 ten ady au, chuc danh)
Xac nhgn b{mg ddu ho(lc chu kY s6

3 Trucmg hqp eo nhi~u tai li~u: Ghi thai h.;meua tai li~u eo hi~u h,re ng~n nhk Truong hqp tai li~u kh6ng ghi thai
h.;mhi~u h,re: d~ nghj khai bao la "KhOng thai h\ln",



M~u s8 03.03

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - TlJ do - Hanh phuc

TEN co sa DANGKY

S6: . 1 ' h ' V 20... . , ngay tang. nam .

VAN BAN DE NGHJ
C~p rmri s81U'u hanh trang thi~t hi Yt~ thuQc loai C, D

thuQc trufmg hgp c~p nhanh

Kinh giri: B9 Y tS

1. Ten co sa dang ky: .
Mil s6 thuS hoac S6 gi~y phep thanh lap Van phong dai dien: .
n' hi 2rria c 1: .

£)i~n thoai: Fax: .
Email: .
2. Ngiroi dai dien hop phap cua co sa:
HQ va ten: .
S:..CMNDIDinh danh/l-lo hi:" ,:.. . :..o . Q c eu: ngay cap: nm cap: .
n'" th . :..di h n'" th . di d"rnen 0(;11co In : rrien 0(;111 ong: .
3. Trang thiSt bi y tS dang ky luu hanh:
T " t th':"t bi t:"en rang ie lye: .
Ten thuang mai (neu co): .
Mil Global Medical Device Nomenclature - GMDN (neu co): .
Chung 10(;1i: .
Mil san pharn (niu co): .
Quy each dong goi (neu co): .
L . t thiet bi t:"0(;11rang ie !y e: .
M\lC dich su dung: .

,
Ten co sa san xuat: .
n' hi a " :"tula c 1 c sa san xua : .
4. Thong tin v~ chu sa hfru trang thiSt bi y tS:
T" hr 'h-en c usa uu: .
rx: hi hr "h- /vla c 1 c u sa uu: V

1 Dja danh
2 Ghi thea dja chi tren gi~y ch(rng nh~n dang ky kinh daanh



15

5. Thong tin v~ co sa bao hanh (neu co):
Ten co sa: .
Dia chi: .
D·" h . :"'d'nh D'" th idi ddien t 0~11 co ! : ien 0<;11 1 ong: .
6. Thong tin hru hanh cua trang thiSt bi y tS :
- S6 hieu van ban: .
- Ten t6 chirc cap: .
- Ngay cap: .
- Ngay hSt hieu hrc: .
7. S6 cong b6 du di~u kien san xu~t d6i voi trang thiSt bi y tS san xuat
trong mroc: .
8. Hieu lire cua cac gi~y to trong h6 S03:

- Gi~y clnrng nhan dat tieu chuan quan ly chat hrong ISO 13485: .
- Gi~y uy quyen cua chu sa hiru trang thiSt bi y tS: .
- Gi~y hru hanh d6i voi trang thiet bi y tS nhap khau: .

HB SO' kern theo gBm:

1. Giay chimg nhan dat tieu chuan quan ly ch~t luong ISO 13485 0

2. Giay uy quyen cua chu sa hfru trang thiSt bi y tS 0

3. Giay xac nhan du di~u ki~n bao hanh 0

4. Gi~y lUllhanh d6i vai trang thiSt bi y tS nh?p kh~u 0

5. H6 soCSDT 0

6. Giay chung nh?n danh gia chat luqng do co quan co tham quyen cua Vi~t
0Nam c~p d6i vai trang thiSt bi y tS ch~n doan in vitro

7. Tai li~u mo ta tom t~t ky thu?t trang thiSt bi y tS b~ng tiSng Vi~t 0

8. Tai li~u ky thu?t mo ta chuc nang, thong so ky thu?t cua trang thiet bi y
0tS do chu sa hfru trang thiSt bi y tS ban hanh

Tai li~u ky thu?t bang tieng Vi~t kern thea tai li~u ve nguyen V?t li~u, ve
an toan cua san ph~m, quy trinh san xu~t va kiSm soat ch~t luqng san

9. ph~m, cac bao cao nghien Clru lam sang va ti~n lam sang bao g6m bao 0

cao dQ6n dinh d6i vai thu6c thu, ch~t hi~u chu~n, V?t li~u kiSm soat in
vitro. /

{J/

3 TruOng hQ'Pco nhi~u tai ii~u: Ghi thai h~n hi~u h/C ng~n nhfit cua van bi'm.TruOng hQ'Ptai ii~u khong ghi thai h~n
hi~u h,rc: d~ nghi khai biio ia "KMng thai h~n".
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Tai lieu huong d~n sir dung cua trang thiet bi y te bang tieng Viet; doi voi
10. trang thiSt bi y tS nhap kh~u kern theo ban g6e bang tieng Anh do chu sa 0

hiru trang thiSt bi y tS ban hanh
11. M~u nhan trang thiet bi y tS 0

Co sa dang ky luu hanh trang thiet bi y tS cam kSt:

1. NQi dung thong tin dang ky luu hanh la chinh xac, hQ'Pphap va theo dung
quy dinh, NSu co sir gia mao, khong dung sir that co sa xin chiu hoan toan trach
nhiem va se bi xu ly theo quy dinh cua phap luat,

2. Bao dam chat hrong va luu hanh trang thiSt bi y tS theo dung h6 sa dang ky
luu hanh.

3. Cap nhat cac thay dbi lienquan d~nh6 sa dangIcy hru himh then quy dinhV

NgU'irid~i di~n hop phap ella co sO'
(Ky ten, ghi ho ten aay au, chtec danh)
Xac nhgn bling ddu hogc chii' leY s6



M~u s8 03.04
CONG HoA xA HOI CHU NGHiA VIET NAM. . .

DQc l~p - TV do - Hanh phuc
TEN co saDANG KY

s6: . 1 ' h r V 20... . , ngay tang nam .

VAN BAN DE NGHI
C~p moi s8 hru hanh trang thi~t hi y t~ thuQc loai C, D

thuQc truong hop c~p khAn c~p

Kinh giri: B9 Y tS

1. Ten co sa dang ky: .

M§:s6 thue hoac S6 gi~y phep thanh lap Van phong dai dien: .

Dia chi: 2 •............•......•.•.•.......•................•.............•.........•...............

Di~n thoai: Fax: .

Email: .

2. Nguoi dai dien hop phap cua co so:
H ,~o va ten: .
S[,CMNDlDinh danh/Ho hi[, ,[, . [,o . <;) c eu: ngay cap: nm cap: .
Dien thoai c6 dinh: Dien thoai di dong:

3. Trang thiet bi y tS dang ky luu hanh:

Ten trang thiSt bi y tS: .

Ten thirong mai (neu c6): .

M§:Global Medical Device Nomenclature - GMDN (neu c6): .

Chung loai: .

M§:san pham (neu c6): .

Quy each dong goi (neu co): .
L ai t thi [,t b' t[,0.1 rang ie !y e: .

M\lC dich su dung: .
,

Ten co so san xuat: .
I:'\' hi ?? [, ." •• /LIla c 1 co so san xuat: V
4. Thong tin vS chu s6 hfru trang thiSt bi y tS:

IDja danh
2 Ghi thea dja chi tren gifry chu'ng nh~n dang ky kinh daanh
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T " hi' ? h-en c usa uu: .

Dia chi chu sa hiru: .

5. Thong tin vS co sa bao hanh (niu co):

Ten co sa: .

Dia chi: .

Dien thoai c6 dinh: Dien thoai di dong: .

6. Thong tin luu hanh, c~p sir dung khlln c~p d6i voi trang thi@tbi y t@(tnrong
hQ'Pchuyen giao cong nghe hoac gia cong phai cung c~p thong tin vS san pham duoc
chuyen giao hoac gia cong da luu hanh):

S :..hie ~ b?- 0 H(Uvan an: .

- Ten t6 chirc cap: .

N ' :..- gay cap: .

- Ngay h@thieu lire: .

- Duong d~n tra ciru vS viec luu hanh, cho phep str dung trang thi@tbi y t@:

7. S6 cong b6 du diSu kien san xu~t d6i voi trang thi@tbi y t@san xu~t trong
mroc: .

8. Thai han hieu hrc cua cac tai lieu trong h6 S03:

- Giay chimg nhan dat tieu chuan quan ly chat IUQ'ngISO 13485: .
- Giay uy quyen cua chu sa hfru trang thi@tbi y t@: .
- Gi~y luu hanh d6i vai trang thi@tbi y t@nh?p khllu: .

HA sO' kern theo gAm:

1. Gi~y chung nh?n d~t tieu chulln quan ly ch~t IUQ'ngISO 13485 0

2. Gi~y uy quySn cua chu sa hfru trang thi@tbi y t@ 0

3. Gi~y xac nh?n du diSu ki~n bao hanh 0

4. Gi~y luu hanh ho~c gi~y phep Slr dvng trong truOng hQ'Pkhlln c~p d6i 0
vai trang thi@tbi y t@nh?p khllu.

5. Van ban cung c~p thong tin vS duang d~n tra cUu cua t6 chuc dS nghi 0
c~p s6 luu hanh

6. H6 so CSDT 0

7. HQ'Pd6ng chuySn giao cong ngh~ ~ev

3 TruOng hqp c6 nhiSu teii li~u: Ghi thai h~n cua teii li~u c6 hi~u ItJc ngfm nhelt. TruOng hqp teii li~u khong ghi thai
h<;tnhi~u l\fc: dS nghi khai bao lei"Khong tho'i h<;tn",
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8. Hop d6ng gia cong 0

9. Gi~y clnrng nhan kiSm dinh hoac danh gia ch~t luong san pham 0

10. Tai lieu mo ta tom t~t ky thuat trang thiet bi y tS bang tieng Viet 0

11. Tai lieu ky thuat mo ta chirc nang, thong s6 ky thuat cua trang thiet bi y
0tS do chu sa hfru trang thiSt bi y tS ban hanh

Tai lieu ky thuat bang tieng Viet kern thea tai lieu ve nguyen v~t lieu, ve
an toan cua san pham, quy trinh san xu~t va kiSm soat ch~t hrong san

12. pham, cac bao cao nghien ciru Himsang va tiSn lam sang bao gom bao 0

cao dQ6n dinh d6i voi thu6c thir, ch~t hieu chuan, v~t lieu kiSm soat in
vitro.
Tai lieu huang d~n sir dung cua trang thiet bi y te bang tieng Vi~t; doi

13. vai trang thiSt bi y tS nh~p kh:1u kern thea ban g6c b~ng tiSng Anh do 0

chu sa hfru trang thiSt bi y tS ban hanh
14. M~u nhan trang thiSt bi y tS 0

Co sa dang kY lUllhanh trang thiSt bi y tS cam kSt:

1. NQi dung thong tin dang ky lUll hanh la chinh xac, hqp phap va thea dung
quy dinh. NSu co s\!,gia mc:t0,khong dung s\!,th~t co sa xin chiu hoan toan trach
nhi~m va se bi xu ly thea quy dinh cua phap lu~t.

2. Bao dam ch~t lU9'Ilgva lUll hanh trang thiSt bi y tS thea dung he, so dang ky
lUllhanh.

3. C~p nh~t cac thay d6i lien quan dSn h6 so dang ky lUllhanh thea quy dinh.

NgU'(rid~i di~n hgp phap eua eO'sO'. /
(Kj ten, ghi h9 ten aay au, chuc danh)V
Xac nhgn bang dciuhogc chi( kj s6



TEN co sa DANG KY
M~u sA03.05

CONG HoA XA HOI CHU NGHiA VI~T NAM
DQc l~p - Tl}'do - Hanh phuc

S6: . 1 ' h r V 20... . , ngay tang. nam .

VAN BAN DE NGHI
C~p m6'i sA hru hanh ctAivO'i trang thi~t b] y t~ khac thuQc loai C, D

Kinh giri: B9 Y tS

1. Ten co so dang ky: .
Ma s6 thue hoac S6 gi~y phep thanh lap Van phong dai dien: .
Dia chi: 2 ••.•....•....•••••.••.•.........•.....•.•.....•....•...•..•.••.•............•...•....•..•

Di~n thoai: Fax: .
Email: ..
2. Ngiroi dai dien hop phap cua co so:
H ,~Q va ten: ..
S;..CMND~inh danh/Hc hi;" ,;.. . ;..o ILl. Q C eu: ngay cap: nm cap: .
Dien thoai c6 dinh: Dien thoai di dong: .
3. Trang thiet bi y tS dang ky hru hanh:
Ten trang thiet bi y tS: .
Ten thirong rnai (neu co): .
Ma Global Medical Device Nomenclature - GMDN (niu co): .
Chung loai: .
Mff san pham (niu co): .
Quy each dong goi (neu co): .
Loai trang thiSt bi y tS: .
Muc dich sir dung: .

,
Ten co so san xuat: .
1:'\' hi " ;"tLIla c 1 co sa san xua : .
4. Thong tin v~ chu so hfru trang thiSt bi y tS:
Ten chu so hfru: .

~i~:~:~~nS~sh::~~.~~~.~~"(~;i~.;~j;... ···························V

IDia danh
2 Ghi thea dia chi tren gi~y chung nh~n dang ky kinh doanh
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T" ,en co so: .
Dia chi: .
U'" th . :; dinh U'" th . di d"ien oai co I : ien oar 1 ong: ..
6. S6 cong b6 du dieu kien san xuit d6i voi trang thiet bi y tS san xuit trong

mroc: .
7. Hieu Iirc cua cac giay to trong he, S03:
- Giay clurng nhan dat tieu chuan quan ly chit hrong ISO 13485: .
- Giiy uy quyen cua chu sa hfru trang thiSt bi y tS: ..
- Giiy luu hanh d6i voi trang thiSt bi y tS nhap khftu: .

HB so kern theo gBm:

1. Giay chimg nhan dat tieu chuan quan ly chit Iuong ISO 13485 °
2. Giiy uy quyen cua chu sa hiru trang thiet bi y tS °
3. Giiy xac nhan du di~u kien bao hanh °
4. Giay luu hanh d6i voi trang thiSt bi y tS nhap khftu °
5. He, soCSDT °
6. Giiy chtrng nh~n danh gia chit luqng do co quan co thftm quy~n cua

°Vi~t Nam cip d6i vai trang thiSt bi y tS chftn doan in vitro
PhiSu kiSm nghi~m thanh ph~n, ham luqng cac chit co ho~t tinh khu

7. khuftn; PhiSu khao nghi~m danh gia hi~u l\fc sinh h9C cua san phftm °d6i vai hoa chit, chS phftm chi co mQtm\lc dich la khu khuftn.

8. Tai li~u mo ta tom t~t ky thu~t trang thiSt bi y tS b~ng tiSng Vi~t °
9. Tai li~u ky thu~t mo ta chuc nang, thong s6 ky thu~t cua trang thiSt bi

°y tS do chu sa hfru trang thiSt bi y tS ban hanh
Tai li~u ky thu~t b~ng tiSng Vi~t kern thea tai li~u v~ nguyen v~t li~u, v~

10.
an toan cua san ph§.m, quy trinh san xuit va ki@msoat chit lUQ'ngsan

°phftm, cac bao cao nghien CUulam sang va ti~n lam sang bao ge,mbao cao
dQ6n dinh d6i vai thu6c thu, chit hi~u chuftn, v~t li~u kiSm soat in vitro.
Tai li~u huang d&nsu d\lng cua trang thiSt bi y tS b~ng tiSng Vi~t; d6i

11. vai trang thiSt bi y tS nh~p khftu kern thea ban g6c b~ng tiSng Anh do °chu sa hfru trang thiSt bi y tS ban hanh
12. M&unhan trang thiSt bi y tS 0/

, , , V
Co sa dang kY luu hanh trang thlet bI y te cam ket:

3 TruOng hqp c6 nhi~u t<li li~u: Ghi thai h<;lnella tai li~u c6 hi~u h!c ng[m nhck Truang hQ'ptai li~u khong ghi thai
h<;lnhi~u h!c: d~ nghi khai bao la "Khong thai h<;ln".
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1. N9i dung thong tin dang ky hru hanh la chinh xac, hQ'Pphap va theo dung
guy dinh. NSu co SlJ gia mao, khong dung SlJ that co so xin chiu hoan toan trach
nhiem va se bi xu ly theo guy dinh cua phap luat,

2. Bao dam chat hrong va hru hanh trang thiet bi y tS theo dung h6 sa dang ky
hru hanh,

3. C?P nhat cac thay d6i lien quan dSn h6 sa dang ky hruhanh theo guy dinh.

NguOi d~i di~n bQ'P phap ella co srr
(Ky ten, ghi ho ten adyau, chtec danh)
Xac nhdn bang ddu hodc chii kY s6



M~u sa OS.A
van ban d~ ngh] cip giiy phep nh~p khau trang thi~t b] Y t~ d~ thuc hi~n quy

djnh t~i khoan 18 Di~u 1 Nghi djnh sa 07/20231ND-CP

S6: .1. I

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - T ....do - H~nh phuc
2 'h r '"'............... , ngay. tang nam .

Ten don vi nh~p khau

VAN BAN DE NGHI cAp GIAY PHEP NHAp KHAu. .
Kinh gui: B<)Y tS

T6 chirc nhap khau:
Dia chi:
Mff s6 thuS:

Dien thoai:
Ngiroi dai dien thea phap luat:
Dien thoai lien he:
Can bo phu trach cong tac nhap khau:
Dien thoai lien h~:

Fax:

Dien thoai di dong:

Dien thoai di dong:

D~ nghi c~p gi~y phep nhap khau trang thiSt bi y tS thea danh muc sau:

TT Ten trang thi~t Chung Hang, Hang, Hang, Nurre Nam
bi y te loai Nurre Nurre chu phan phoi san

san xuit
,

(model) sO-hiru (neu co) xuat

1. Muc dich nhap khau:
2. Thai han cua Giay chung nhan hru hanh t\}'do:
3. Thai h~n cua Gi~y chUng nh?n ISO:
4. Thai h~n cua gi~y uy quy~n:
5. Dan vi nh?p khAu cam kSt:
- Chiu trach nhi~m dam bao v~ ch~t lw;mg, chung lo~i, s6 luqng trang thiSt bi y tS duQ'c
nh?P thea dung n<)idung dan xin phep, trang thiSt bi y tS nh?P khAumai 100%.

IKy hi~u vi~t t~t eua don vi nh~p khAu
2 Ten dia diSm tinh, thimh ph6 nai dun vi nh~p khAli d~t tql sa
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- Chiu trach nhiem bao hanh trang thiet bi y tS va cung c~p hoa chat, v~t tu, phu kien
thay thS trong qua trinh sir dung,
- Dap irng du yeu cau, dieu kien vS dQi ngii can bQ chiu trach nhiem ky thuat va bao
dam hieu qua, an toan cua trang, thiet bi y tS cho nguoi ~udung va moi tnrong, dam
bao cac dieu kien ve cO',sa v~t chat, plnrong ti~!lvan chuyen khong anh huang, den chat
hrong thiet bi nhap khau, Dam bao cac yeu cau ve nhan, mac hang hoa, thiet bi thea
dung quy dinh.
- Bao dam sir dung trang thiSt bi y tS diroc nhap kh~u thea thea dung nQi dung dan xin
phep. Chiu sir thanh tra, kiSm tra cua cac co quan co th~m quyen,

NSu vi pham cam kSt tren, chung toi xin hoan toan chiu trach nhi~m truac phap lu~t.

DO'D vi Dh~p khfiu
(Ky ten, ghi ro ho ten, dong ddu)

. ~



M~u sBOS.B

DO'nhang nh~p khAu sinh pham chAn doan in vitro
c1~thuc hi~n quy djnh tai khoan 18 Di~u 1 Ngh] djnh sB 07/2023IND-CP

TEN DOANH NGHItp NH~P KHAu
sf>: .

CONG HoA xA HOI CHU NGHiA VItT NAM
DQc I~p - Tl}:' do - Ha n h p h u c

DON HANG NH~P KHAu

Kinh giri: B9 y t~

(Doanh nghiep) kinh dS nghi Vu Trang thiet bi va Cong trinh y t~ - B9 Y t~ xem xet duyet dS Doanh nghiep nhap kh§.u sinh
pham ch§.ndoan in vitro chua co s6 dang ky sau:

Ten sinh pham chan doan in vitro, Don vi So hrong Ngay san xuat Cong dung Ten cong ty Ten cong ty cung Ten don vi uy thac nhap
thanh phan, ham luong, dang bao tinh nhap kh~u /Han dung san xu~t - Ten dp -Ten mroc kh~u (neu co) *

ch~, guy each dong goi mroc

* Neu khong phai la nhap khau uy thac, phai ghi r6 la: "Kinh doanh true tiep"

~

...... , ngay thang nam .

Giam c1Bcdoanh nghi~p nh~p khAu
(ky ten, dong dau)

\~
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Phl]ll}cIV
MAU THONG TIN HO sa CONG BO, GIAy CHUNG NH~N,

GIAy PHEP NHAp KHAu TRANG THIET BI Y TE. .
(Kern thea Thong tu s6 120231TT-BYT

ngay thang ndm 2023 cua B9 truong B9 Y ti)

M~u sf>02.01 M~u thong tin h6 sa cong bf>tieu chu~n ap dung cua trang thiSt
bi y tS thuoc IOC;liA

M~u sf>02.02 M~u thong tin h6 sa cong bf>tieu chu~n ap dung cua trang thiSt
bi y tS thuoc IOC;liB

M~u sf>03 Gi~y chirng nhan dang Icy hru hanh trang thiet bi y tS thuoc IOC;li
C,D

Gi~y phep nhap khau trang thiSt bi y tS dS thirc hien quy dinh
M~u sf>OS tai khoan 2 8iSu 48 Nghi dinh sf>98/2021/NI)-CP va khoan 12

DiSu 1Nghi dinh sf>07/2023/ND-CP

M~u sf>OS.A Gi~y phep nh~p kh~u dS thuc hien quy dinh tai khoan 18 8iSu
1Nghi dinh so 07/2023/N8-CP

M~u sf>OS.B Gi~y phep nhap khau sinh pham ch~n doan in vitro dS thuc hien
quy dinh tai khoan 18DiSu 1Nghi dinh sf>07/2023/NI)-CP

M~u sf>07 Giay chUng nh?n lUll hanh tv do trang thiSt bi y tS
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1......
M~u s8 02.01

CONG HoA XA HOI CHU NGHiA VIET NAM. . .
DQc l~p - T ....do - Hanh plnic

THONG TIN
H8 SO' cong b8 tieu chuan ap dung cua trang thi~t b] Yt~ thuQc loai A

SA A bAo cong 0: .

N ' A bAgay cong 0: .

1. Ten co sa cong b6: .

2. Dia chi: .

3. S6 van ban cua co sa: Ngay: ..

4. Trang thiet bi y tS thuoc loai A:

Ten trang thiSt bi y tS: ..

Ten thuong mai (neu co): ..

Ma Global Medical Device Nomenclature - GMDN (niu co): ..

Chung loai: .

Ma san pham (neu co): ..

Quy each dong goi: ..

Muc dich sir dung: ..
,

Ten co sa san xuat: .

D· hi ?? :"tia c I co so san xua : .

Tieu chuan ap dung: .

5. D6i voi trang thiet bi y tS chua chftt rna tuy, tien chftt (neu co):

T" h:"t t' t·).. h:"t T" kh hen c a rna uy, len c a: en oa oc: .

Ma thong tin CAS: ..

Nong dQ, ham hrong chftt rna tuy, tiSn chftt: : ..

T6ng ham hrong chat rna tuy, tiSn chftt trong mot dan vi dong goi nho nhftt:
............................................................................................................................. ~

I Sa Y tS tinh, thanh ph6 true thuoc trung uong noi CO' sa cong b6 d~t t11,l so'
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6. Thong tin vS chu sa hiru trang thi~t bi y t~:

T A hi' ? h-en c usa uu: ..

Dia chi chu sa hfru: .

7. Thong tin vS co sa bao hanh (niu co):
Ten co sa: .
Dia chi: .
1:\' A th . :...dinh 1:\' A th . di dArnen oar co l : rnen O~ll 1 ong: .
8. S6 cong b6 du dieu kien san xuftt d6i voi trang thi~t bi y t~ san xuftt trong

mroc: .
9. Thanh phan h6 sa:

1. Van ban de nghi cong bo tieu chuan cua trang thiet bi y te thuoc loai A D
2. Giay chirng nhan dat tieu chuan quan ly chat hrong ISO 13485 D
3. Giay uy quyen cua chu sa htru trang thiet bi y te D
4. Giay xac nhan du dieu kien bao hanh D
5. Ban tieu chuan rna chu sa hfru trang thiet bi y te cong bo ap dung D
6. Giay chimg nhan hop chuan D

Doi voi trang thiet bi y te san xuat trong nuac bo sung ket qua danh
gia cae thong s6 hoa, ly, vi sinh va cae thong s6 khac do ca sa du diSu

7. ki~n thea quy dinh cua phap lu?t vS danh gia s\}'phil hgp cftp ho~c D
Gifty chUng nh?n danh gia chftt lugng do ca quan co thArnquySn cua
Vi~t Narn cftp d6i vai trang thi~t bi y t~ chAndoan in vitro
Tai li~u huang d~n Slr d\lng cua trang thiet bi y te bang tieng Vi~t; doi

8. vai trang thi~t bi y t~ nh?P kh~u kern thea ban g6c b~ng ti~ng Anh do D
chu sa huu trang thi~t bi y t~ ban hanh

9. M~u nhan trang thiet bi y te D
10. Giay chUng nh?n luu hanh tll do doi vai trang thiet bi y te nh?p khau D

- - - --------------
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1......
MfiU s8 02.02

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tl}'do - Hgnh phuc

THONG TIN
H8 SO' cong b8 tieu chuan ap dung ciia trang thi~t b] Yt~ thuQc loai B

SA,... bAo cong 0: .
N ' ,... bAgay cong 0: .

1. Ten co sa cong bb: .

2. Dia chi: .

3 S f.. ~ ban cr ? N '. 0 van an cua ca sa: gay: ..

4. Trang thiet bi y t8 thuoc loai B:

Ten trang thi8t bi y t8: ..

Ten thuong mai (niu co): .

Mil Global Medical Device Nomenclature - GMDN (niu co): ..

Chung loai: .

Mil san pharn (neu co): ..

Quy each dong goi: .

Muc dich sir dung: .
,

Ten co sa san xuat: ..
I:'\' hi ?? f..tvIa c 1 co sa san xua: ..

Tieu chuan ap dung: ..
5. Ubi voi trang thiet bi y t8 chua ch~t rna tuy, ti~n ch~t (niu co):

Ten chat rna tuy, tien chat: Ten khoa hoc: .

Mil thong tin CAS: .

Nong dQ,ham hrong: .

T6ng ham hrong trong mot dan vi dong goi nho nh~t: ..

6. Thong tin v~ chu sa hfru trang thiet bi y t8:

Ten eM sa hfru: V
I SQY t~/ So' Y t~ tinh, thanh pho tnrc thuoc trung irong noi ca So' cong b6 d~t trv So'
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Dia chi chu sa hfru:

7. Thong tin v~ co sa bao hanh (niu co):
Ten co sa: .
Dia chi: .

D·~ th . :..dinh D' ~ th . di d~ien oar co 1 : ien oai 1 ong: .
8. S6 cong b6 du dieu kien san xuat d6i voi trang thiSt bi y tS san xuat trong
mroc: .
9. Thanh phan h6 sa:

l. Van ban de nghi cong bo tieu chuan cua trang thiet bi y te thuoc loai B D
2. Giay clnrng nhan dat tieu chuan quan ly chat Iuong ISO 13485 D
3. Giay uy quyen cua chu sa hiru trang thiet bi y te D
4. Giay xac nhan du dieu kien bao hanh D
5. Ban tieu chuan rna chu sa hiru trang thiet bi y te cong bo ap dung D
6. Giay chirng nhan hop chuan D

Doi voi trang thiet bi y te san xuat trong mrrrc bo sung ket qua danh
gia cac thong s6 hoa, ly, vi sinh va cac thong s6 khac do ca sa du di~u

7. ki~n thea quy dinh cua phap lu~t v~ danh gia S1,l'phil hgp clip ho~c D
Gi:iy chUng nh~n danh gia ch:it lugng do ca quan co th~rn quy~n cua
Vi~t Narn clip d6i vai trang thiSt bi y tS ch~n doan in vitro
Tai li~u huang d~n SlrdVng cua trang thiet bi y te bang tieng Vi~t; doi

8. vai trang thiSt bi y tS nh~p kh~u kern thea ban g6c b~ng tiSng Anh do D
chu sa hfru trang thiSt bi y tS ban hanh

9. M~u nhan trang thiet bi y te D
10. Giay chUng nh~n lUllhanh t1,l'do doi vai trang thiet bi y te nh~p khau D

V



Mfiu sf, 03

CONG HOA. xA HOI CHU NGHiA VIET NAM. . .
D{)cl~p - T\f do - Hanh phuc

BOYTE

S6: . Ha N<5i,ngay .... thang .... ndm 20 ...

GIA.Y CHUNG NH~N DANG KY LUU HA.NH
TRANG THIET BI Y TE THUOC LOAI C, D. ..

Can cir Nghi dinh s6 98/2021/NI)-CP ngay 08 thang 11 nam 2021 cua Chinh
phu vS quan ly trang thiSt bi y tS;

Can cir Nghi dinh s6 07/2023/NU-CP ngay 03 thang 3 nam 2023 cua Chinh
phil sua d6i, b6 sung mot s6 diSu cua Nghi dinh s6 98/2021/NU-CP ngay 08 thang
11 nam 2021 cua Chinh phu vS quan ly trang thiSt bi y tS.

BQY tS c~p chirng nhan dang ky hru hanh cho trang thiSt bi y tS (moi 100%)
nhu sau:

1. Ten trang thiet bi y tS:

2. Ten thuong mai (neu co):

3. Ma Global Medical Device Nomenclature - GMDN (neu co):

4. Loai trang thiet bi y tS:

5. Ten, dia chi cua chu sa hiru trang thiet bi y tS:

6. Ten, dia chi cua chu sa hfru so hru hanh:

7. M\lC dich str dung; Ten, dia chi co sa bao hanh: Thea phu luc dinh kern.

8. Thong tin chi tiSt trang thiSt bi y tS (Chung lo~i; Ma san ph~m; Quy cach
dong goi; Ten co sa san xu~t; Uia chi co sa san xu~t va Nuac san xu~t): Thea phI!
ll!-cdinh kern.

Gi~y chUngnh~ nay dm;rcc~p thea QuySt dinh s6 .

.........,
QUYEN HAN, CHUC VU CVA NGuilI KY

(Chi}·leYcua nguai c6 thdrn quyJn,
ddu cua co quan, t6 chuc ban hanh van bim)

No'i nh{in:

.........,
- LUll: VT, ..., ....

Trang .. .I....
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PHl) Ll)C BiNH KEM

1.M1}cdich sfr dung:

2. Ten, dia chi co s(r bao hanh:

3. Thong tin chi ti~t trang thi~t b] Y t~:

Ten trang Chung Ma san Quy each Ten co Bia chi NurreSTT pham dong goi co sothi~t b] y t~ loai ? At san xu~t(n~u co) (n~u co) san xua san xu~t

L
q/

Trang .. .1....
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M~u sa 05

MAUGIAy PHEP NHAp KHAu TRANG THIET BI Y TE. .
Thirc hi~n quy djnh t~i khoan 2 Di~u 48 Ngh] djnh sa 98/20211ND-CP va

khoan 12 Di~u 1 Nghi djnh s8 07/2023/ND-CP

BQYTE CONG HoA xA HOI CHV NGHiA VIET NAM. . .
DQc l~p - T1}'do - Hanh phuc

S6: . Ha N(Ji, ngay .... thong .... nam 20 ...

Kinh ,.I gUI: .

Can cir Nghi dinh s6 98/2021/NB-CP ngay 08 thang 11 nam 2021 cua Chinh
phu vS quan ly trang thi~t bi y t~;

Can cir Nghi dinh s6 07/2023IND-CP ngay 03 thang 3 nam 2023 cua Chinh
phu sua d6i, b6 sung mot s6 diSu cua Nghi dinh s6 98/2021/NB-CP ngay 08 thang
11 nam 2021 cua Chinh phu vS quan ly trang thi~t bi y t~.

Xet noi dung dS nghi tai cong van s6 ngay cua vS viec
.......... B<)Y t~ nhat tri voi dS nghi cua T6 clnrc, ca nhan vS viec nhap kh~u 10hang
trang thiet bi y t~, hang moi 100%, cu thS:

Chung Hang, Hang, Hang, NU'(YC
S8

DO'n
TT Ten trang

lo~i/ Ma NU'(ycsan NU'(ycchu phan ph8i vi
thi~t bi Y t~ san ph§m xuAt s« hfru (n€u co)

lU'Q'ng tlnh

1;/
/

, , , 7
..... 1 .... co tnich nhi~m kiem tra thlJc te chat 1m;mghang hoa truac khi tiep

nh~n, lam vi~c vai Co quan hai quan dS duQ'cgiai quy~t nh~p kh~u thea quy dinh,
chiu trach nhi~m vS ch~t 1uQ'llg,SlJan toan cua hang hoa do, su dVng dung mvc dich.

.........,

QUYENH~N, CHUC Vl) CVA NGUilI KY
(Chfr leY cua nguai co thelm quyJn,

ddu cua cO'quan, t6 chuc ban himh van ban)

Noi nhijn:
.........,

- Luu: VT, ..., ....

HQ va ten

) T6 chuc, cit nhan nh~p khiiu
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M~u sa OS.A
MAU GIA.y PHEP NHAp KHAu TRANG THIET BI Y TE. .

Thuc hi~n quy djnh tai khoan 18 Di~u 1 Ngh] djnh sa 07/20231ND-CP

B(> Y TE CONG HoA XA HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tl}'do - H~nh plnic

se:
vIv c~p phep nhap khclu TTBYT

Ha N(3i,ngay thong nam 20

Kinh giri: Dan vi nhap kh~u .

Can ell Nghi dinh s6 98/20211ND-CP ngay 08 thang 11 nam 2021 cua Chinh
phu vS quan ly trang thiet bi y tS

Can ell Nghi dinh s6 07/2023/ND-CP ngay 03 thang 3 nam 2023 cua Chinh
phu sua d6i, b6 sung mot s6 diSu cua Nghi dinh s6 98/2021/ND-CP ngay 08 thang
11 narn 2021 cua Chinh phu vS quan ly trang thiet bi y tS.

Xet noi dung dS nghi tai cong van ..... ngay ..... cua dan vi nhap kh~u vS viec
nhap khau trang thiSt bi y tS. BQY tS duyet e~p gi~y phep nhap kh~u cac trang thiSt
bi y tS (rnoi 1000/0)theo danh muc nhu sau:

TT TEN TRANG THIET
BJYTE

CHUNG
LO~I

HANG,
NUOC
sAN
XUA.T

HANG,
NUOC
CHUSa
HUu

HANG,
NUOC
PHAN
PHOI
(neu eo)

DS nghi dan vi nh?P kh~u ... thl,fehi~n dung eae quy dinh hi~n hanh vS nh?P
kh~u trang thiSt bi y tS. VS nhan hang hoa phai theo dung quy dinh phap lu?t vS
nhan, d6ng thai phai ehiu traeh nhi~m vS s6 lUQ11g,tri gia va eh~t lUQ11geae trang
thiSt bi y tS nh?P kh~u theo quy ~inh eua phap lu?t. ~

Van ban nay eo hi~u ll,feden ngay 31 thang 12 nam 2024.

Nui nh~n: QUYEN H~N, CHUC VI) CUA NGUOI KY
........., (Chfr leY cua nguai co tham quy§n,
........., ddu cua co quan, t6 chuc ban hcmh van ban)

- Luu: VT, ..., ....
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M~u OS.B

MAu GIAY PHEP NH~P KHAu SINH PHAM CHAN DoAN IN VITRO
Thl}'c hi~n quy djnh t~i khoan 18 Di~u 1 Ngh] djnh s8 07/20231ND-CP

BO YTE CONG HoA xA HOI CHV NGHiA VIET NAM. . .
D{)c l~p - Tl}'do - H~nh plnic

sf>:
vIv nhap khau sinh pham

chin doan in vitro

Ha Noi, ngay thang ndm 20....

Kinh giri: ... Dan vi nhap kh§.u .....

Can ell Nghi dinh s6 98/20211ND-CP ngay 08 thang 11 nam 2021 cua Chinh
phu vS quan ly trang thiSt bi y tS;

Can ell Nghi dinh s6 07/2023/ND-CP ngay 03 thang 3 nam 2023 cua Chinh
phu sua d6i, b6 sung mot s6 dieu cua Nghi dinh s6 98/20211ND-CP ngay 08 thang
11 nam 2021 cua Chinh phu vS quan Iy trang thiSt bi y tS.

Xet noi dung dS nghi tai dan hang s6 .... cua dan vi nhap khan vS viec nhap
kh§.u.B9 Y tS duyet e~p gi~y phep nhap kh§.ucac sinh phan eh§.ndoan in vitro (moi
100%) thea danh muc nhu sau:

Ten sinh pham eh§.n Dan Ngay san Cong Ten Ten cong Ten dan vi uy
doan in vitro, thanh VI xu~t IHc;tn d\lng eong tr tyeu!1g thae nh~p
ph~n, ham lUQ'Ilg, tinh dung san xuat e~p - Ten kh§.u (nSu co)
d,;mgbao ehS, quy - Ten nu6e
each dong goi nuae

DS nghi dan vi nh~p kh§.u ... thl,le hi~n dung cae quy dinh hi~n hanh vS nh~p
kh§.usinh ph§.meh§.ndoan in vitro. VS nhan hang hoa phai thea dung quy dinh phap
lu~t vS nhan, d6ng thai phai ehiu traeh nhi~m vS s61uQ'Ilg, tri gia va eh~t Iw.;mgthea
quy dinh eua phap Iu~t. V

Van ban nay co hi~u ll,ledSn ngay 31 thang 12 nam 2024.

Nui nh{in: QUYEN HAN, CHUC VU CVA NGUm KY
........., (Chu·kj cua ngU'oic6 tham quyJn,
........., ddu etta CO' quan, t6 chuc ban himh van ban)

- LUll: VT, ..., ....
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M~u sa 07

BO Y TE VI~T NAM
VIETNAMMINISTRY

OF HEALTH

CONG HOA xA HOI CHV NGHiA VIET NAM. . .
D9C l~p - Tl}'do - Hanh phuc

SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness

Ha N<5i,ngay ... thang ndm .
Hanoi, date... month year .

GIAy CHUNG NHAN LUU HANH TU DO. .
CERTIFICATE OF FREE SALE

1. Gilly chtrng nhan s6/ Certificate No: /CFS/BYT-TB-CT
2. Chu sa hiru trang thiet bi y t~:

Product Owner:
Dia chi:
Address:

3. Thong tin chi ti~t trang thi~t bi y t~ (Ten trang thi~t bi y t~; Chung loai; Ma
san pham; S6 luu hanh tai Viet Nam va Co sa san xuat): Theo phu luc dinh kern.

Information of medical devices: (Product name; Model; Product code; Market
Authorization number in Vietnam and Manufacturing site): See attached annex.

Van ban nay la dS xac nhan rang cac san pham neu tren tuan thea cac quy dinh
cua Viet Nam vS quan ly trang thi~t bi y t~ va duoc phep ban tai Viet Nam.

This is to certify that the above product(s) complies with the Medical Device
regulations of Vietnam and is (are) allowed to be sold in Vietnam.

Gilly clnrng nhan nay diroc cllp thea Quyet dinh s6/ This certificate is issued
according to Decision No: .

.........,
QUYEN H~N, CHUC VlJ CVA NGU<'HKY

(Chii ky cua nguai co tham quyen,
ddu cua co quan, 16 chuc ban hanh vanV

HQ va ten

Nui nh~n:

.........,
- LUll: VT, ..., ....

Trang .. ./. ...
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PHl) Ll)C niNH KEM
Attached Annex

Giay chtrng nhan hru hanh nr do s6/ Certificate of Free sale No:
................................CFS/ByT-TB-CT

I. CO'sir san xuAt (Manufacturing site(s)):

1.
Ten co s6 san xuat:

Name of Manufacturer:

Uia chi:

Address:

2.
Ten co so san xuat:

Name of Manufacturer:

Uia chi:

Address:

II. Thong tin san pham (Name ofProduct(s)):

1.
Ten trang thiSt bi y tS (Product name):

Chung Ioai (Model):

Ma san pham (Product code):

S6 hru hanh tai Viet Nam (Market Authorization number in Vietnam):

Ten co sa san xuat (Name of Manufacturer)

2.
Ten trang thiSt bi y tS (Product name):

Chung loai (Model):

Ma san pham (Product code):

sa hru hanh tai V,i~tNam (Market Authorization number in Vietnam)/

Ten co sa san xuat (Name of Manufacturer): It/'

Trang (Page) .. ./. ...



38

PhI} luc VI.A

MAu GIAy UY QUYEN1

Thuc hi~n cfip gifiy phep nh~p kh~u nh~p kh~u trang thi~t b] y t~ theo quy
djnh tai khoan 18 Di~u 1 Nghi djnh sa 07/20231ND-CP

(Kem thea Thong tu s6 /2023/TT-BYT
ngay thong ndm 2023 cua B9 truong B9 Y ti)

2

Ngay (Date) thang (month) nam (year) 20 .

GIA Y UY QUYEN
LETTER OF AUTHORISATION

Kinh ,.1 gU1: ..

To: .

Chung toi, (Ten va dia chi chu sir hiiu), voi tu each la chu sa hiru san pham bang van ban nay uy
quyen cho (Ten va dia chi don vi nhdp khdu) duoc nhap khau cac trang thi~t bi y t~ sau:

(Danh muc san pharn: ten trang thiet bi y t~)
We, (Name and address of product owner), as the legal manufacturer (product owner) do hereby
authorize (Name and address of the importer) to apply for import license, import the following
medical devices:

(Products list: name of medical devices)

Chung toi cam k~t cung cap, h6 tro BQY t~ (Vu Trang thiet bi va Cong trinh y t~) v~ cac yeu du
lien quan d~n thong tin, chAtluong trang thiet bi y t~ nhap khan neu tren.
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.

Thir uy quyen nay hieu luc d~n thai diem: ..... (ngay/ thang/ nam)
This authorization letter is valid until: ..... date (dd/mm/yy)

D~i di~n hQ11phap chii SO' hfru
Kyfen
(H9 ten ady ail, chuc danh)

Legitimate representative of legal manufacturer (product owner)
Signature
(Full name and title)

IN(>idung phai t6i thi~u b~ng ti~ng Vi~t va ti~ng Anh (tru trang thi~t bi Yt~ san xu~t trong nuac), ngoai ra co th~ sfr
dl,mg them ngon ngfr khac.
2 Tieu d~ thong tin cua chu sa hUu trang thi~t bi y t~ (The Product Owner)
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PhI} luc VIII
MAU TAl LIEU KY THUAT TRANG THIET BI Y TE.. .

(Kern thea Thong tu s6 120231TT-BYT
ngay thang ndm 2023 cua B(J truong B(J Y ti)

D8i vo; trang thi~t b] Y t~ khdng phai thu8c thir, chAt hi~u chuan, v~t li~u ki~m soat in
vitro vii khfmg phai hoa chat, ch~ pham chi co mQt muc dich Iii khir khu§n trang thi~t
b] y t~

Mdu s6 04 Tai lieu mo ta t6m t~t ky thuat trang thiet bi y t~ nhap khau thirc hien cftp s6
hru hanh

Mdu s6 06 Tai lieu ky thuat mo ta chung loai trang thiet bi y tS nhap khau d~ thuc
hien cfrp giay phep nhap khau
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M~u sa 04
TAILIEUMO TA TOM TAT KYTHUAT
TRANG THIET BI Y TE NH~P KHAu

Ten co sa dang ky hru hanh trang thiet bi y tS (ten, dia chi)
Ngay thang nam 20 .

STT D~ muc N{}idung rno ta tom t~t

1 Mo ta san pham trang thiet bi y te
1.1 Mo ta trang thiet bi y Mo ta tom tat vS nguyen ly hoat dong va tinh nang,

tS thong s6 ky thuat cua trang thiet bi; neu ra nSu trang
thiet bi sir dung cac cong nghe moi thi cftn cung c~p
ban mo ta vS cong nghe moi do (vi du cong nghe
nano)

1.2 Danh muc linh kien Liet ke cac linh kien va phu kien cua trang thiet bi
va phu kien y ts

1.3 Muc dich/Chi dinh Nell muc dich su dung/chi dinh sir dung cua trang
sir dung thiet bi y tS

1.4 Huang d~n su d\lng Tom tiit huang d~n ve each su d\lng cua trang thiSt
bi thea nhu To huang d~n su d\lng ho?c To thong
tin cua trang thiSt bi y tS

1.5 Chong chi dinh Thong tin ve ch6ng chi dinh - nghla la nhfing truang
hqp khong duQ'cchi dinh su d\lng trang thiSt bi vi Iy
do an toan cho nguoi b~nh, vi d\l do tiSn su b~nh,
d?c diSm sinh Iy cua nguoi b~nh, vv ... ; thea dung
nQi dung da duQ'cduy~t t~i nuac c~p lUllhanh va co
ghi tren nhan trang thiSt bi y ts

1.6 Canh bao va th~n Nhfing thong tin canh bao va nhfing diem can th~n
tr9ng tr9ng khi su d\lng trang thiSt bi y tS, kS ca nhfrng

bi~n phap dv phong dS bao v~ nguoi b~nh tranh
nhfing rui ro do su d\lng trang thiSt bi y tS; do co thS
la thong tin canh bao vS tac d\lng b~t IQ'ihay su d\lng
sai va bi~n phap ngan ngira

1.7 Tac d\lng bat IQ'ico Thong tin ve cac tac d\lng bat IQ'ilien quan den su
thS xay ra d\mg trang thiSt bi y tS duQ'c ghi nh~n qua thtir}'

V
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STT

nghiem Himsang va thea doi hau mai da:duoc thuc
hien tnroc do d6i voi trang thiSt bi y tS

D~ muc NQi dung rno ta tom t~t

2 Thong tin san pham da:hru hanh tai cac mroc (neu c6)
Cung c~p thong tin v@cac mroc da:phe duyet cho phep hru hanh san pham,
nuoc dftu tien c~p dang ky/cho phep hru hanh trang thiSt bi y tS

3 Chi dinh da dang ky a cac mroc khac (neu c6)
Liet ke cac nuoc dffc~p dang ky hru hanh di kern voi chi dinh S11dung duoc
phe duyet tai mroc do; ngay diroc c~p dang ky

4 Thong tin ve tinh an toan/ van hanh dang hru y cua san pham trang thiet bi
y te

- Cung c~p thong tin v@s6 hrong bao cao phan ling b~t 19i lien quan dS~
vi~c S11d\mg trang thiSt bi y tS; Nhfrng bi~n phap thu h6il di@uchinh h~u,
m~i da:th\Ic hi~n thea yeu cftu cua co quan qufm ly cac nuac;

- NSu trang thiSt bi y tS c6 chua m9t trong cac thanh ph~n sau, thi c~n cung
c~p thong tin v@:

• TS bao, mo nguai ho?c d9ng V?t ho?c phai sinh cua chung dugc cho s~
d\mg duai d~ng khong con s6ng - vi dVvan tim nhan t~o ngu6n g6c tll' lqn,
chi ru9t meo ... ;

• TS bao, mo va ho?c phai sinh tir ngu6n g6c vi sinh ho?c tai t6 hQ'P- vi d~
san ph~m bam cang da d\Ia tren acid hyaluronic thu dugc tll'quy trinh len men
vi khu~n ... ; C6 thanh phftn gay kich Ung, ion h6a - vi dVX-quang; ho?c phi
ion h6a - Vi dVla-ze, sieu am...

5 Bao cao danh gia Him sang d6i vo; trang thi~t bj Yt~ lo~i C, D khong phai
trang thi~t bj Yt~ chAn doan in vitro

5.1 Danh gia lam sang Cung cap bao cao danh gia Himsang cua chu sa hfru
trang thiSt bi y tS b~ng tiSng Anh ho?c tiSng Vi~t

Tai li~u tham khao
5.2 cua danh gia lam

sang
Li~t ke cac tai li~u tham khao (nSu c6)

Co sa dang ky luu hanh cam kSt nhfrng n9i dung tren la dung S\Ith~t va chiu
trach nhi~m truac phap lu~t v@cac thong tin dffke khai neu tren. ~

NgU'<rid~i di~n hQ'p phap clla CO' sO-
Ky ten (Ghi h9 ten aay au, chuc danh)

Xac nhi;mbang ddu ho(lc chfr kY
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Miu sB 06
MAU TAl LltU KY THU~T MO TA. CHUNG LO~I

TRANG THIET BI Y TE NH~P KHAu

Ten don vi nh~p khAu CONG HOA xA HOI CHU NGHiA vier NAM
DQc l~p - Tl}' do - H~nh phuc

S6: .
, h ' W............... , ngay tang nam .

TAl LIEU KY THUAT MO TA. CHUNG LOAI.. .
TRANG THIET BI Y TE NH~P KHAu

STT D~ muc NQi dung mf ta tom t~t

1 Mo ta chimg loai trang thi~t b] y t~

1.1 Mo ta trang thiet Mo ta tom tat ve nguyen If;hoat dong va tinh nang, thong so
bi y t~ kY thudt cua trang thiit hi; neu rii niu trang thiet bi sit d?Ln,g

cac cong ngh? moi, vi du cong ngh? nano, thi can cung cap
, I

ban mo ta ve cong ngh? moi ao
I

1.2 Danh muc linh Liet ke cdc linh kien va phu kien cua trang thiet bi; aoi voi
kien va phu kien cac trang thiet bi co sit dung hoa chat, thu6c thu' ai;icdung,
(kSca hoa ch~t di can lie! ke danh muc cac hoa chat, thuoc thu' do. .
kern)

1.3 Ml,lcdich/Chi Neu muc dich sit dung/ chi dinh sir dung dv kien ghi tren
dinh Slr dl,lngnhu nhiin cua trang thiit hi nh(ip khdu

Ighi tren nhorn
1.4 Huang d~n Slr Tom tat huang dan ve cach sit d¥ng cua trang thiet bi theo

dl,lng nhu To huang dan sit d¥ng hoi;icTo thong tin cua trang thiit
bi nh(ip khdu

1.5 Chong chi dinh Thong tin ve chong chi ainh - nghza la nhiing truang h9P
khong aU(Jcchi ainh sir d¥ng trang thiit bi vi If;do an toan
cho nguoi b?nh, vi d¥ do ti~n sit b?nh, ai;icaidm sinh If;cua
nguoi b?nh, vv ...; theo aung m;5idung aii aU(Jc duy?t tJi
nuac san xuat va co ghi tren nhiin trang thiit bi nh(ip khdJ

1.6 Canh bao va th?n Nhiing thong tin canh bao va nhiing aidm can th(in tr9ng khi, , ,
tr<.mg sit d¥ng trang thiet bi, ke ca nhiing bi?n phap dv phon$ ae

bao V? nguoi b?nh tranh nhiing rui ro do sit d¥ng thiet bi;
tlo co thi la thong tin canh MovJ tac dl,mg bilt l'li h/f
d¥ng sai va bi?n phap nRan nRua .. I

0/
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STT

1.7

2

3

4

f)~ muc NQi dung mf ta tom t~t

Tac dung bat Ioi
co thS xay fa

Thong tin, ve =. tac dung bat 19'ilien quan den sit dl!nf
trang thiet bi y te duac ghi nhdn qua thu nghiem lam sang
va t~eo doi,hgu mai tt,aduac thuc hien truoc do d6i voi tranrl
thiet bi y te nhdp khdu

Thong tin san pham da hru hanh tai cac nurrc (n~ll co) I

Clfng cap t~ong tin vj cdc nuoc da phe duyet cho p~ep luu ~anh scmphdm, nuaf
ddu tien cap dang ky/ cho phep luu hanh trang thiet bi y te
Chi dinh da dang ky ir cac nurrc khac (n~ll co) J
Liet ke cdc nuac da cap dang kY,luu hanh di kern voi chi dinh sit dung dirac phel~
duyet tai marc do; ngay duac cap dang kY
Thong tin v~ tinh an toan/ v~n hanh dang lUll y clla san phfirn trang thi~t~i
y t~ ~I
- (Cung cap thong tin vj s6 lU9'ngbao ~ao p~an (mg bat 19'ilien quan din vi¢E
sit dW!g TTB; Nhfmg bi¢n phap thu hoi/ dieu chinh hgu mgi da thl!c hi¢n ther
yeu cau cua cO' quan quan If;cac nuac)

- (Niu trang fhiit hi co chua m9t trong cac thanh phdn sau, thi cdn cung caf
thong tin ve: I?
• Ti bao, mo nguai hoQ,cd9ng vgt hoQ,cphai sinh cua chung du9'c cho Sf?

dl!~g ~uai ~gng khong con s6ng - vi dl! van tim nhan tgo ngu6n g6c tif 19'.,
chz rU9t meo ... ;

• Ti bao, mo va hoQ,cphai sinh tit ngu6n g6c vi sinh hogc tai t6 h9P - vi dl! saC
phdn; bom cang da dl!~ tren acid hyaluronic thu du9'c tif quy trinh len men ~i
khuan ...; Co thanh phan gay kich {mg, ion hoa - vi dl!X-quang; hoQ,cphi iOr
hoa - Vi dl! la-ze, sieu am ...

f
NgU'o-id~i di~n hgp, phap clla cO'st
Kf; ten (Ghi h9 ten day du, chuc dann

Xac nhgn bang dau hoQ,cch[rkY
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