BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phice
So: 058 /QP-BYT Ha Néi, ngay 08 thdng 41 nam 2017

QUYET DINH
Vé viée ban hanh danh muc 77 sinh phdm chéin doén in vitro
dwoc cap s6 ding ky lwu hanh tai Viét Nam - Dot 34

BQ TRUONG BQ Y TE

Cén ctr Nghi dinh s6 36/2016/NDP-CP ngay 15/5/2016 ctia Chinh phu vé
quan ly trang thiét bi y t€;

Cian ¢t Nghj dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc ning, nhiém vy, quyén han va co cdu td chirc cia By Y té;

Céan ctr Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 cia B Y té quy
dinh viéc dang ky thuoc;

Can cuy kién cua Hoi dong tu vén cap sb dang ky luu hanh véc xin va sinh
phim y té - Bo Y té va Cong van sé 1117/QLD-PK ngay 02/11/2017 cua Cuc

Quan ly dugc - Bo Y té vé& viéc Bién ban cudc hop Hoi ddng xét duyét vic xin va
sinh pham dot 34;

QUYET PINH:

Di¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 77 sinh pham chéan
dodn in vitro dugc cap so dang ky luu hanh tai Viét Nam - Dot 34.

Piéu 2. Cac don vi c6 sinh pham chén doan in vitro dugc phép luu hanh tai
Viét Nam qui dinh tai Didu 1 phai in sb dang ky dwgc Bo Y té Viét Nam cap Ién
nhén va phai chép hanh dung céc quy dinh cua phap luét Viét Nam vé san xuét va
kinh doanh sinh phdm chin doan in vitro. Céc s6 diang ky c6 ky hiéu
SPCD-TTB-...-17 ¢6 gié tri 05 nam ké tir ngay cap.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Gidm déc So Y té céc tinh, thanh phé truc thudc trung wong va
Giam doc céc don vi c6 sinh pham chan doén in vitro néu tai Dieu 1 chiju trach
nhiém thi hanh quyét dinh nay./. o

Noi nhn: TUQ. BQ TRUONG
- Nhu Dicu 4; o VU TRUONG

- BT. Nguyén Thi Kim Tién (dé b/c);
i Bgng hi Thit truomg BO Y 1€ VU TRANG THIET BI VA CONG TRINH Y TE

(dé b/c);

- Vu Phép ché, Cuc Quan ly duge,
Cuc Y té du phong, Cuc Phong
chéng HIV/AIDS, Cuc Quan ly
kham chita bénh, Thanh traBd Y té;

- Vién Vé sinh Dich té Trung uong,
Vién Kiém dinh Québc gia Vic xin va =
Sinh pham y té; p= X e X
- Téng Cuc Hai quan - Bd Tai chinh; Nguyén"Minh Tuan
- Website ctia Bo Y té;

- Lwu: VT, TB-CT (4 ban).




BO YTE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phic
DANH MUC 77 SINH PHAM CHAN DPOAN IN-VITRO
CAP SO PANG KY LUU HANH TAI VIET NAM - DQT 34
(Ban hanh kém theo Quyét dinh s6 5068 /OD-BYT, ngay 8 / M/ 2017)
1. Cong ty ding ky: Abbott Laboratories (Singapore) Pte. Ltd (Pia chi: Maritime Square, # 11 - 12 Day B,
HarbourFront Centre, 099253 - Singapore)
1.1. Nha sin xuit: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2, 65205 Wiesbaden - Germany)
Tén sinh phidm By z. . :
STT| chin doan in vitro/ Hoat‘chat chinh- I‘}ang‘ Tuoi Tle:u Ql:ly ca(fl_l S& diing ky
Téc dung chinh Ham luong bao che | tho chuin déng gobi
ﬁghgefzt““'ﬂcv Khéng nguyén HCV Hop 100 xét
(phi hién dinh tinh khang | FIC43; Khéng nguyén Bghip, P
paat en N AN Khang |- gev ¢100-3;CKS- Dang | 07 500 xét | SPCD-TTB-
1 theé khang virus viém gan : ) ; ; NSX A hd 536117
C (anti-HCV) trong huyét Protein L;fsa.lte, SQP, long thang nghiém; 10p .
thanh va huv&t twon khang the tinh khiet 2000 xét
) 4 & khéang IgG ngudi nghiém
Architect EBV EBNA-1
IgG Reagent Kit Hb ;
. 5 i X : A op 100 xét
(dinh tinh khang thé IgG Khang nguyén EBNA-1 s . | )
2 | khéng Epstein-Barr Nuclear | va chit cgng hop tinh I])c’?r?g th‘; NSX “gls’;f(;“};élfp SE 2332, EB
Antigen-1 (EBNA-1)trong | khiét khang IgG ngudi g & e
huyeét thanh va huyét trong gl
nguoi)
Architect EBV VCA
IgG Controls
g:igf. ]llrlin“gﬂ?gllaiﬁ i Huyét twong ngudi da
Amﬁ?m‘?s N 4 v6i héa am tinh EBV,
| e s | huyéttuongngudida | Dang | 15 | \oo | 2Chaix | SPCHITTB-
Ig“ggkh;fg khéfg - yégn v | voihoacd phan imgvéi | long | thing 8.0mL 538417
(Viral Capsid Antigen - ERY. 1g0
VCA) ctia Epstein-Barr
Virus (EBV) trong huyét
thanh va huyét tuong ngudi)
Architect EBV VCA
IgM Calibrator
(hiéu chuan hé thong
Architect i System khi '
4 | hien khing thé IsM khang | voi héa co phanimgvei | hene | 0 | NsX | om Y ed
khang nguyén vo (Viral anti-EBV VCA IgM.
Capsid Antigen - VCA)
cua Epstein-Barr Virus
(EBV) trong huyét thanh
va huyét twong ngudi)
Architect EBV VCA ;
IgM Controls Huyet tuong ngudi da - SPCHLTTB-
5 | (u6cluongdd liplaiva | véi hod khéng cé phin '?c.ffg thléflg NSX 23?01:;-111; Ll
d6 sai éch hé thong cuia émg véi EBV IgM &
Architect iSystem khi
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dugc ding dé phat hién
khang thé IgM khang
khéng nguyén vo (Viral
Capsid Antigen - VCA)
clia Epstein-Barr Virus

(EBV) trong huyét thanh
va huyét tuong ngudi)
Vi hat dugc phi khang
nguyén HIV-1/HIV-2 (tai
t6 hop) va khang thé HIV
Architect HIV Ag/Ab P24 (Con (g, chi)
Combo Reagent Kit "%‘;fs“‘g’:é:’;('g‘hd*"f' Hop 100 xét
(dinh tinh dong thoi khang | |, .2 - mv?}’('téi nghiém, hop
nguyén HIV p24 va cic téi 3) c"g e 500 xét
khang thé khang virus gy SR THIRLE Dang | 08 nghiém, hop | SPCD{TTB-
6 - S acridinium, céc peptid NSX
suy giam mién dich & 2 2 ; long thang 4 x 100 xét 541+17
o lns 1 oxn s 1 s~ | tONghop HIV-1/HIV-2 cé S LR
ngudi loai 1 va/hodc loai 2 Ak i il nghiém, hop
(HIV-1/HIV-2) trong khéne thd HIV p24 c:.) 4 x 500 xét
huyét thanh va huyét dénhg 7 g d?nium nghiém.
rang ngud) (chubt, don dong) két hop
trong dung dich dém
phosphate véi protein (bo)
va chét 6n dinh bé mit.
1.2. Nha sin xuét:lAbbott Ireland Diagnostics Division (Pia chi: Finisklin Business Park, Sligo - Ireland)
Tén sinh pham I P .2 :
STT| chén doén in vitro/ H°ﬁ;:':’l':r°'"“h' bg:;uégé 1;1‘:‘“ c:::?n ng]’]’ et | sb dung ky
Téc dung chinh ong \ 88
Architect CMV IgM Huyét twong ngudi d&
Calibrator =~ | yaihéa, c6 phén img véi
(hi¢u chuan cho hé thong anti-CMV IgM, va
, &""‘gf’f‘ oystem kbl | khongcd phinimgvéi | Dang | 06 | yoo | lchaix | SPCD{TTB-
hye hién xét nghiém dinh | “yyp a0 "HIV.IRNA, | Iéng | théng 4.0mL 542417
tinh khang thé IgM khang hay HIV-1 Ag,
Lylomegr ovirus tong anti-HIV-1/HIV-2
huyet thanh va huyet va anti-HCV ’
twong ngudi)

1.3. Nha sin xuat: DENKA SEIKEN CO.,.LTD (Pia chi: Kagamida Factory 1359-1, Kagamida, Kjigoshi

Gosen-shi, Niigata 959-1695, Japan) san xuét cho cong ty Abbott GmbH & Co.KG (Pia chi: Max - Planck -
Ring 2, 65205 Wiesbaden - Germany)
Tén sinh pham 7 z e p
y e Hoat chat chinh- Dang | Tudi | Tiéu Quy cach £ .
STT| chén doén in vitro/ g ! e So dang ky
Téc dung chinh Ham lwgng baoche | thg | chuin dong gobi
Architect PIVKA II gm"h"’"‘b'“ i‘g“‘i:' T
Calibrators ung trong mau chuan
(hiéu chukn hé dugc tinh sach tir huyét

g | théng Architect iSystem ﬁf?“gt;‘ag“f" aA g;:?c Dang | 07 | yox | 6Chaix | SPCD{TTB-

khi thyc hién dinh | lemfra vaxac mhat | jong | thang 4.0mL 543+17
W I AT BTG khéng c6 phan img véi

PlVKA:H u*o;ng Sy HBsAg, HIV-1 Ag hay

yleh VA Inycenion g HIV-1 RNA, anti- HIV-1

AEOOD /HIV-2, va anti-HCV.

Architect PIVKA 11 Prothrombin ngudi str

Controls dung trong mau chim _

5 (kiém tra d0 xac thyc va dugc tinh sach tir huyét | Dang 07 NSX 3 chai x SPCH{TTB-
d5 chinh xac ctia hé théng twong ngudi da duogc long | thang 8.0mL 544417
Architect iSystem khi thuc |  kiém tra va xac nhan
hién dinh lugng PIVKA-II khong cé phan g véi
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trong huyét thanh va huyét

tuong ngudi)

HBsAg, HIV-1 Ag hay
HIV-1 RNA, anti-HIV-1/
HIV-2 va anti-HCV.

1.4. Nha sian xulit: Techno-Path Manufacturing

Ltd. (Pia chi: Fort Henry Business Park, B

allina,

Co.Tipperary, Ireland)
Tén sinh phim Hoat chét chinh D Tudi | Tie ,
STT| chan dodn in vitro/ R L SN i ok e Quy catfl} S6 dang ky
Tée dyiiig chinh Ham lwong baoche | thg | chuan | doéng goi
: Huyét thanh ngudi c6 bd
Multichem IA Pl
10 (th:-olgﬁieg:} lip Ialiliﬁa sung nhitng nguyén vt | Dang 25 NSX 12 chai x SPCD-TTB-
: IS W ligu héa sinh di duoc long thang 5ml 545417
quy trinh xét nghiém) ’ ok such
; Huyét thanh ngudi ¢ bd
Mul
. (th‘;;'ggiegll’ap fei sung nhimg nguyén vat | Dang | 27 | \oo | 12chaix | SPCP{TTB-
" " ti liu héa sinh da duge long thang Iml 546:17
quy trinh xét nghiém) tiili sach
Multichem S Plus Huyét thanh ngudi c6 bd 36 chai
12 (Assayed) sung nhimg nguyén vét Dang 27 NSX SCmall X SPCDA-TTB-
(theo doi d¢ 1ap lai cia liéu hoéa sinh da dugce long thang 547417
quy trinh xét nghiém) __tinh sach
Multichem S Plus Huyét thanh ngudi ¢6 bd
13 (Unassayed) sung nhirng nguyeén vit Dang 27 NSX 36 chai x SPCD-TTB-
(theo doi d¢ lap lai cua liéu hoa sinh da dugce long thang 5ml 548:17
quy trinh xét nghi¢ém) tinh sach
: Nuéc tiéu ngudi cé bd
14 %‘;thgfg:,}% lai cia sung nhitng nguyén vit Dang 21 NSX 12 chai x SPCP-TTB-
iy i I-fh tom) liéu héa sinh dd dwge | long | thang 5ml 549117
i ik tinh sach
Multichem WEBT Mau méu toan phan
ey iy ngudi ¢6 bd sung nhitn Dan 27 12 chai x SPCH-TTB-
15 (theo doi d¢ 1ap lai cua g SULg g NSX
nguyén vt li¢u hoéa sinh | long thang 2ml 550117

quy trinh xét nghiém)

di duge tinh sach

2. Cong ty Cb phan Thiét bj SISC Viét Nam (Dia chi: S6 48, ngd 245 Phd Mai Dich, phudng Mai
Quan Cau Gidy, Ha Noi, Viét Nam)

Dich,

Nha sin xuit: Ortho-Clinical Diagnostics, Inc., (Pia chi: 1001 US Highway 202, Raritan, New Jersey 08869,
USA) san xuét cho Ortho-Clinical Diagnostics (Dja chi: Felindre Meadows, Pencoed, Bridgend, CF35 5PZ,
United Kingdom)
Tén sinh pham /A 2. - "
STT| chinduinnviror | Mgkt | Dong, | Tubt | B | Qo sk | i gang
Tac dung chinh ong ' i

Blood Groupi.ng Khéng thé don dong

Reagenty Anti-A. Anti-A (IgM) tir chudt

(Monoclonal) Anti-B (dong MHOA4); Khéng

(Mm.loclonal) Anti-D thé don dong jﬂmti- A

(A““‘D;RHIU " (IgM) tir chudt (dong

g“"“"c s ) e 3D3); Khang thé don Hop 100

everse Dituent OrA | dong Anti-B (IgM)ti | Thanh | 09 | \ oo | thanhthi, | SPCD-TTB-
16 | BioVue System (ABO- | o (4ong NB1.19); | thi | théng Hop 400 55117

KH Reverse Grouping Khéng thé don dong thanh thir

Cassette) (dinh tinh xac Anti-B (IgM) tir chudt

dinh nhém mau ABO va (dong NB10.5A5);

khé“f;“g”yf’“ DB Khéng thé don dong

trén hong cau ngudi va . 5 5

x4c dinh c4c khang thé — (Igb(;ghg)?gs;:huot

nhém mau bét thuomg) g

s
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