BQ Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic
S6: y9S /QP-QLD Ha Noi, ngdy o thing 7. ndm 2017
QUYET DINH

Ve viéc ban hanh danh muc 06 vic xin
dwge cap s6 ding ky luu hanh tai Viét Nam - Dot 33

P e CUC TRUONG CUC QUAN LY DUQC

Cian cr Luat Dugc ngay 06 thang 4 nam 2016;

Cin c Nghi dinh s& 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua
Chinh phu quy dinh chiic néng, nhiém vy, quyén han va co cu té chic ciia BO
Y té;

Can cr Quyét dinh s6 3861/2013/QP- BYT ngay 30/9/2013 cua Bo truong
B0 Y té quy dinh chirc ndng, nhiém vu, quyén han va co cau td chirc cua Cuc
Quan 1y Dugc thugc BO Y té;

Cén cur Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B truong Bo
Y té quy dinh viéc dang ky thudc;

Cén cir y k1qn ctia Hoi dong tu vén cép gidy ding ky luu hanh thude,
nguyén li€u lam thudc;

Xét @& nghi ctia Trudng phong Pang ky thude - Cuc Quéan 1y Dugc,
QUYET PINH:

’ Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 véc xin duoc cip
s0 dang ky Ivu hanh tai Viét Nam - Dot 33.

Piéu 2. Céac don vi ¢6 véc xin dugc phép luu hanh tai Viét Nam qui dinh

tai Didu 1 phal in s dang ky dwoc Bo Y té Viét Nam cap 1én nhén va phai chip

hanh ding cdc quy dinh cta phap luét Viét Nam vé san xudt va kinh doanh
thudc. S dang ky c6 ky hiéu QLVX-...-17 ¢6 gié tri 05 ndm ké tir ngdy cap

Pitu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc So Y té cac tinh, thanh phd truc thudc Trung uong va
Giam ddc céc don vi c6 vac xin néu tai Diéu 1 chiu trach nhiém thi hanh uyét
dinh nay./.

Noi nhan: PHU TRACH QYAN LY

- Nhu diéu 4;
-BT.N guyen Thi Kim T1en (aé b/c)

gia’ véc xin va sinh phdmyté;

- Téng Cuc Hai quan - B§ Tai chinh;
- Website ctia Cuc QLD4 ap chi Dugc va My pham- ,
Cuc QLD; rrong Quoc Clrb’ng
- Lwu: VT, KDD, QLCL, PKT (4 ban). Th& trwéng BO Y té




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap - Tu do - Hanh phic
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4 06 VAC XIN PUQC CAP SO PANG KY LUU HANH TAI VIET NAM

HIEU LUC 5 NAM - PQT 33

(Ban hanh kém theo quyét dinh s6: 4 55....../QP-QLD ngayé.../...#-./2017
cua Cuc Quan ly Duoc)

1. Céng ty ding kyj: Céng ty TNHH dugc pham Bién Loan (Pc: 28 Thong
Nhat, Phuong Binh Tho, Qudn Thu Birc, TP. HCM, Viét Nam).

1.1.Nha sin xuit: LIAONING CHENG DA BIOTECHNOLOGY Co., Ltd.
(Pc: So 1 Puong Xinfang, Qudn Hunnan New, Thanh pho Shenyang, China)

STT | Ténthubc | Hoat chatchinh | Dang Tudi | Tiéu | Quy céch dong S6 ding ky
-Hamlwong | baoché | tho | chuin g6i
1. | SPEEDA Khang nguyén Bot 36 TCCS | Hop 5 1o bot QLVX-1041-17
virus dai tinh dong thang déng khé va 5
ché ching L- khé pha 6ng dung moi
Pasteur PV- ti€ém nudce cit pha
2061 > 2,510 tiém x 0,5ml

2. Céng ty ding ky: Céng ty cd phiny t&¢ AMV Group (Dc: S6 47, ngé 205,
ngdach 323/83 Xudn Dinh, Bac Tir Liém, Ha Noi, Viét Nam)

2.1.Nha sin xuit: BHARAT BIOTECH INTERNATIONAL LIMITED
(Pc: Genome Valley, Shameerpet Mandal, Ranga Reddy District- 500 078,
Telangana State, India)

STT | Tén thubc | Hoat chétchinh | Dang Tudi | Tiéu | Quy cich déng gbi S6 diang ky

- Ham lugng bao tho | chuén
ché
2. | INDIRAB Khang nguyén | Bot 36 | TCCS | Hop 1 lo bot dong QLVX-1042-
tinh ché tr virus | dong | théng khé don lidu, 1 6ng 17
dai chung kho dung mo1 hoan
Pitman Moore > | pha nguyén 0,5 ml va 1
2,510 tiém xylanh v6 trung;

Hop 10 lo bot dong
khd don liéu, 10 (
dng dung moi hoan
nguyén 0,5 ml.
Ong dung moi
hoan nguyén NaCl
1,5mg/0,5ml

3. Céong ty ding ky: Céng ty TNHH MTV Vic xin va Sinh phim s6 1 (Pc:
S6 1, Yersin, Ha Néi, Viét Nam)

3.1.Nha san xuét: Céngty TNHH MTYV Vic xin va Sinh phim sb 1 (Dc: So
1, Yersin, Ha Noi, Viét Nam)



‘&w

STT | Ténthudc | Hoatchitchinh- | Dang | Tudi | Tiéu | Quycichdéng | S6 dingky '
Ham lugng bao ché | tho | chuan goi
3. | Gene- Khang nguyén bé | Hon 36 | TCCS | Hop 1019 x QLVX—1043—1ﬂ
HBvax mat virus viém dich thang 0,5 ml
gan B tinh khiét | tiém
10 mcg/0,5ml
4. | Vic xin Khang nguyén bé | Hon 36 | TCCS |Hop10lox 1 QLVX-1044-17
viém gan B | mdt virus viém dich thang ml
tai td hop gan B tinh khiét | tiém
Gene- 20 mcg/1ml
HBvax
3.2. Nha san xuat: Serum Institute of India Ltd (Pc: 212/2, Hadapsar, Pune
411028, India)
STT | Ténthuéc | Hoat chit chinh | Dang Tudi | Tiéu | Quy cich déng S6 ding ky
- Ham lugng bao ché | tho | chuin g0i
5. | Measles, Mai lo don liéu | Bot 24 TCCS | Hop 50 lo bot+ | QLVX-1045-17
Mumps and | chira: Measles dong thang 50 6ng dung
Rubella Virus NLT 1000 | kho moi nude cat
Vaccine CCID50; pha tiém 0,5ml
Live, Mumps Virus
Attenuated NLT 5000
(Freeze- CCID50;
Dried) Rubella Virus
NLT 1000
CCID50

3.3. Nha sin xuét:

Green Cross Corporation (Dc: 104-1 Naepyeong-ri,
Hwasun-eup, Hwasun-gun, Jeollanm-do, Korea)

STT | Ténthudc | Hoat chitchinh | Dang ) Tubi Tiéu | Quy cach dong S6 ding ky
- Ham lugng bao ché | tho | chuan goi
6. | Véc xin Virus thuy ddu | Bt 24 | TCCS | Hop 1 1o bot QLVX-1046-17

Varicella song giam doc dong thang dong kho +

song giam lgyc > 1.400 kho 10ng dung mdi

doc luc - PFU pha ti€m 0,7ml

Varicella

Vaccine-

GCC Inj /

Danh muc gém 02 trang 06 thudc./.
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