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e BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tu do - Hanh phic
S6:826  / QD-QLD Ha Ngi, ngay 08 thdng 11 ndam 2023
QUYET PINH

Vé viée ban hanh danh muc 173 thudc san xuét trong nuéc
dwge cap giay dang ky luu hanh tai Viét Nam - Dot 189

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Duoc 5(; 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh $6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu t6 chirc ciia BG Y té;

Can cir Quyét dinh so 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau to chure cua Cuc Quan ly Duoc
thuéc Bo Y té;

Can ctr Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B triwong Bo Y té
quy dinh viéc dang ky luu hanh thuoc, nguyen ligu lam thuoc,

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky lhwu hanh thude, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truong phong Bang ky thuéce, Cuc Qudan Iy Duroc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 173 thudc san xuét trong
nudc duoc cap gidy ding ky luu hanh tai Viét Nam - Dot 189, cu thé:

1. Danh muc 164 thube san xuat trong nudc duoc cap gidy dang ky lwu hanh
tai Viét Nam hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 09 thudc san xuét trong nuée duoe cip gidy ding ky luu hanh tai
Viét Nam hi¢u luc 03 nam (Phu luc Il kem theo).

Piéu 2. Co sO san xuit va co so dang ky thudc ¢o trach nhiém:

1. San xuat thudc theo dung cac hd so, tai liéu da dang ky voi Bo Y té va phai
in s6 dang ky duoc B0 Y té Viét Nam cép 1én nhan thué_c.

2. Chi duoc san xuat, dua ra luu hanh cac thude kiém soat dic biét khi co Gi'é‘.y
chirng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop voi pham vi hoat dong ciia co s¢ dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh pht quy dinh chi tiét
mdt s6 diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cap nhat tiéu chuin chét lugng cia thube theo quy dinh tai
Thong tu s 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT ngay
22/01/2020 cta Bo truong Bo Y té stra déi, b6 sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chét lwong thudc, nguyén liéu lam thudc.

4. Cap nhat nhan thudc, to& huéng din sir dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngdy 18/01/2018 cua B¢ truong B 'Y té quy dinh ghi nhin
thudc, nguyén liéu lam thude va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bo sung gidy ding
ky Iuu hanh thude quy dinh tai Thong tu s6 08/2022/TT-BYT.
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3 Ph01 hop véi cac co s& diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua tac dung khong mong mubn cia
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Didu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thudce trong Phu luc I ban hanh kém theo Quyét
dinh nay.

6. Co s ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky lru hanh thudc, nguyén liéu lam thude. Trong trudng
hop khong con dap ing du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém
thuc hién thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

7. Co sO san xuat thude phai bao dam cac diéu kién hoat dong cua co so san
Xudt trong thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén liéu 1am thudc.

Piéu 3. Quyét dinh nay c6 hiéu lyc keé tir ngay ky ban hanh.

Diéu 4. Giam dbc S Y té cac tinh, thanh phé truc thudc Trung uwong va Giam
dbe co so san xuét va co so dang ky co thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc 1
DANH MUC 164 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 189
(Kem theo Quyét dinh s6 826 /OP-QLD ngay 08 thangll nam 2023
cua Cuc Quan ly Duoc)

" £ Hoat chét chinh - . £ ., , .| Tiéu |Tuéditho Fiso ;
STT Tén thudc Ml Dang bao ché| Quy cach dong goi ki | @) So diang ky
03] (2) 3) ) (5) (6) @) t))

1. Co s¢ ding ky: Cong ty c6 phin 5A Farma (Dia chi: 116/45 T6 Hién Thanh, Phuong 15, Quéan 10, Thanh phé Ho chi
Minh, Viét Nam)
1.1. Co sé san xuét: Cong ty ¢ phén lién doanh dwgc phim Eloge France Viét Nam (Pia chi: Khu Céng nghiép Qué
V&, xd Phuong Liéu, huyén Qué Vo, tinh Bic Ninh, Viét Nam)

I

Febuxostat-5a Farma
80mg

Febuxostat 80mg

Vién nén

Hop 4 vi x 7 vién;
Hop 3 vi x 10 vién

NSX

36

893110448023

2. Co sé ding ky: Cong ty c6 Phan Dugc Pai Nam (Dia chi: 270A Ly Thuong Kiét, Phuong 14, Quan 10, TP. Ho Chi
Minh, Viét Nam)
2.1. Co sé san xuét: Cong ty co phan Dwoc Enlie (Dia chi: Puong NA6, khu cong nghiép My Phude 2, Phudng My Phudc,
Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

2 |Reosrobin Rebamipide 100mg | Thude com  [Hop 15 Goi; Hop 21 | NSX 36 893110448123
Goi; Hop 30 Goi;
Hop 42 Goi

3 |Zemfuva Tiemonium Vién nén bao |Hop 02 vi x 10 vién; [ NSX 36 893110448223

methylsulfat 50mg

phim

Hop 03 vi x 10 vién;
Hop 05 vi x 10 vién;
Hop 10 vi x 10 vién

3. Co s¢ dang ky: Cong ty co phan Dugc Danapha (Dia chi: 253 Diing Si Thanh Khé, phuong Thanh Khé Tay, quén
Thanh Khé, TP. Pa Ning, Viét Nam)
3.1. Co sé san xuét: Cong ty co phan Duge Danapha (Dia chi: 253 Diing Si Thanh Khé, phuong Thanh Khé Téy, quan
Thanh Khé, TP. Pa Ning, Viét Nam)

4 [Dabilet Nebivolol (dudi dang [Vién nén Hop 3 vi x 10 vién; NSX 36 893110448323
Nebivolol Hop 5 vi x 10 vién;
hydroclorid) 5mg Hop 10 vi x 10 vién

5 |Levomaz 25 Levomepromazin Vién nén bao [Hop 4 vi x 25 vién; NSX 36 893110448423
(dudi dang phim Hop 1 Lo x 100 vién
levomepromazin
maleat 33,78 mg)
25mg

6 |Ofloxacin Danapha |Ofloxacin 200mg Vién nén bao [Hop 1 vi x 10 vién; NSX 36 893115448523

phim

Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vix 10 vién ;
Hop 6 vi x 10 vién;
Hop 10 vi x 10 vién

4. Co s6 dang ky: Cong ty c6 phan Duwge Ha Tinh (Dia chi: S6 167, dwong Ha Huy Tap, phuong Nam Ha, thanh ph6 Ha
Tinh, tinh Ha Tinh, Viét Nam)
4.1. Co sé san xuit: Cong ty c6 phan Dwgc Ha Tinh (Dia chi: S5 167, dwong Ha Huy Tap, phuong Nam Ha, thanh phd Ha
Tinh, tinh Ha Tinh, Viét Nam)

7

Acetylcystein 200mg

N-acetylcystein
200mg

Thuoc com

Hop 10 g6i, hop 20
g6i, hop 30 goi

NSX

36

893100448623
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. " Hoat chit chinh - - oo | Titw |Tebithe | ...
STT Tén thuoc Ham lrong Dang bao ché| Quy cach dong goi chuin (théng) S0 ding ky
L)) (2) 3) @ o) (6) @) €))
56 |Xelalag 50 Meclizine vién nén Hop 3 vix 10 vién | USP 40 36 893110453523
hydrochloride (dudi

dang Meclizine
hydrochloride
monohydrate) 50mg

17. Co sé diing ky: Cong ty Co phan dwge pham Otsuka Viét Nam (Dia chi: Chi nhanh Céng ty ¢6 phan dugc phim
Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: L6 512, duong s6 13, Khu cong nghiép Long Binh
(Amata), phuong Long Binh, thanh phé Bién Hoa, tinh Dong Nai, Viét Nam)
17.1. Co sé sdn xuat: Cong ty C6 phan dwge pham Otsuka Viét Nam (Dia chi: Chi nhanh Cong ty ¢6 phan duwrgc phim
Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: L6 512, duong s6 13, Khu cong nghiép Long Binh
(Amata), phuong Long Binh, thanh phé Bién Hoa, tinh Pong Nai, Viét Nam)

57

Amiparen 10%

Moi 200ml dung dich
chira: L-Tyrosine
0,1g; L-Aspartic
Acid 0,2g; L-
Glutamic Acid 0,2g;
L-Cysteine 0,2¢g; L-
Methionine 0,78g; L-
Serine 0,6g; L-
Histidine 1g; L-
Proline 1g; L-
Threonine 1,14g; L-
Phenylalanine 1,4g;
L-Isoleucine 1,6g; L-
Valine 1,6g; - L-
Alanine 1,6g; L-
Arginine 2,1g; L-
Leucine 2,8g;
Glycine 1,18g; L-
Lysine Acetate
(twong duong L-
Lysine) 2,96 (2,1)g;
L-Tryptophan 0,4g

Dung dich
tiém truyén
tinh mach

Thung 20 tai x
200ml, thung 20 tai
x 500ml

NSX

24

893110453623
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Amiparen 5%

Mai 200ml dung dich
chira: L-Tyrosine
0,05g; L-Aspartic
Acid 0,1g; L-Glutamic
Acid 0,1g; L-Serine
0,3g; L-Methionine
0,39¢; L-Histidine
0,5g; L-Proline 0,5g;
L-Threonine 0,57g; L-
Phenylalanine 0,7g; L-
Isoleucine 0.8g; L-
Valine 0,8¢; L-
Arginine 1,05g; L-
Leucine 1,4g; Glycine
0,59g; L-Lysine
Acetate (tuong duong
L-Lysine) 1,48
(1,05)g; L-Tryptophan
0,2g; L-Cysteine 0,1g

Dung dich
tiém truyen
tinh mach

Thung 20 tai x
200ml, thung 20 tai
x 500ml

NSX

24

893110453723




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc
S6: 28¢/QD-QLD Ha Noi, ngay 26thang 01 nam 2()24
QUYET PINH

Vé vige sira doi thong tin thudc dwgc cap gidy ding ky luu hanh tai Viét
Nam ban hanh kém theo Quyét dinh cap giay dang ky luu hanh cia Cuc
Quan ly Duoe

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii
quy dinh chirc nang, nhz’ém vu, quyén han va co cau to churc cua Bo Y té;

Can cur Ngkz dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mot so diéu va bién phdp thi hanh Ludt Duoc;

Can cir Nghi dinh 50 155/2018/NP-CP ngay 12/11/2018 cua Chinh phu
sita doi, bo sung mot s6 quy dinh lién quan den dieu kién dau tw kinh doanh
thudc pham vi quan Iy nha nwée ciia Bo Y té;

Can cir Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;
Can cir Quyét dinh s 1969/0P- BYT ngay 26/04/2023 cua Bo truong Bo

Y té quy dinh chirc nang, nhiem vu, quyén han va co cdu to chire ciia Cuc Qudn
[y Duogc thuoc Bo Y té;

Can cu Thong ti 56 08/2022/TT- BYT ngay 05/9/2022 cua Bo truong Bo
Y té quy dinh viéc dang ky huu hanh thuoc, nguyen liéu lam thuoc.

Can cir vao ho so dang ky luu hanh thuoc luu tai Cuc Qudn 1y Durge;
Theo dé nghi ciia Trucéng phong Pang ky thuoc, Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Sira d6i mot so thong tin thude duoc cap, gia han glay dang ky
Iru hanh tai Viét Nam ban hanh kém theo Quyét dinh cap, gia han gidy dang ky
ltu hanh cua Cuc Quan 1y Dugc (Phu luc kéem theo Quyet dinh nay).

Céc thong tin khac cua thude duoc cap; gia han glay dang ky luu hanh tai
Viet Nam ban hanh kém theo Quyet dinh cép, gia han gidy dang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.



Dleu 3. Giam doc S Y té cac tinh, thanh pho truc thudc Trung wong va
Giam doc co SO san Xut va co so dang ky co thude tai Dicu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noinbi: KT.CUC TRUONG
- Nhur trén;
- Nhu Dida 3: PHO CUC TRUONG

- B truong Bao Hong Lan (dé b/c);

- Thir truong D6 Xuén Tuyén (de b/c);

- Cuc truong Vi Tuén Cucmg,(de b/c);

- Cuc Quén y - Bd Quoc phong, Cuc Y té - BO Cong
An;

- Cuc Y té GTVT - Bé Giao thong van tai; Tong Cuc
Hai quan - B6 Tai chinh;

- Bao hiém xa hoi Viét Nam

-Bo Y té: Vu PC, Cuc QLYDCT Cuc QLKCB, Thanh
tra Bg; Trung tam mua sam tap trung thudc Qudc gia; :
- Viégn KN thudc TW, Vién KN thuoc TP. HCM; A A a

- Tong Céng ty Dlrorc Viét Nam — Cong ty CP; Cac Nguyen Thanh Lam
cong ty XNK dugce phdm

- Cac Bénh vién, Vién c6 givong bénh truc thudc BYT;

- Céac phong thudc Cuc QLD: QLGT, QLKDD,

QLCLT, PC-HN, VP Cuc; Website Cuc QLD;

- Lwu: VT, PKT




Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC DUQC CAP, GIA HAN GIAY BANG KY LUU HANH TAI
VIET NAM BAN HANH KEM THEO CAC QUYET DINH CAP GIA HAN GIAY PANG KY LUU HANH CUA CuUC

QUANLY DUO'C

(Ban hanh kem theo Quyér dinh so: 28¢/OD-0OLD ngay 26thang 01 nam 2024 cua Cuc Quan ly Duoc)

Quyét dinh s6 826/QD-QLD ngay 08/11/2023:

- Tén thudc: Amiparen 5%

- Co so dang ky: Cong ty Co Phan Dugc Pham Otsuka Vi¢t Nam
- So dang ky : 893110453723

STT | N¢i dung sira doi Thong tin tai danh muc da ban hanh

Théng tin sira doi

Modi 200ml dung dich chira: L-Tyrosine 0,05g;
L-Aspartic Acid 0,1g; L-Glutamic Acid 0,1g; L-Serine
0,3g; L-Methionine 0,39g; L-Histidine 0,5g; L-Proline
0,5g; L-Threonine 0,57g; L-Phenylalanine 0,7g;
L-Isoleucine 0,8g; L-Valine 0,8g; L-Arginine 1,05g;
L-Leucine 1,4g; Glycine 0,59g; L-Lysine Acetate
(twong duong L-Lysine) 1,48 (1,05)g; L-Tryptophan
0,2g; L-Cysteine 0,1¢g

1 |Hoat chat

MJdi 200ml dung dich chira: L-Tyrosine
0,05g; L-Aspartic Acid 0,1g;
L-Glutamic Acid 0,1g; L-Serine 0,3g;
L-Methionine 0,39g; L-Histidine 0,5g;
L-Proline 0,5g; L-Threonine 0,57g;
L-Phenylalanine 0,7g; L-Isoleucine
0,8g; L-Valine 0,8g; L-Alanine 0,8g;
L-Arginine 1,05g; L-Leucine 1,4g;
Glycine 0,59g; L-Lysine Acetate (tuong
duong L-Lysine) 1,48 (1,05)g;
L-Tryptophan 0,2g; L-Cysteine 0,1g




DANH SACH CAC CO' SO’ TRONG NU'O'C PAT TIEU CHUAN NGUYEN TAC GMP
( Cap nhat tdingay 11/10/2024 )

i CO'QUANCAP |  GIAY CHIYNG NHAN
o 2 - A TIEU CHUNG NHAN
TT | TENCO'SO | PIACHIcO SO PHAM VI CHO’'NG NHAN CHUAN | (DANH GIA Mass | Nedy | Hét
XAC NHAN) cdp | han
46 |Cong ty c6 phan S8 27, dudng 3A, khu * Thudc tiét trung cudi: Thudc dang 1dng thé tich I6n (Dung dich tiém truyeén). WHO-GMP  |Cuc Quén Iy Dugc 198/GCN-QLD
dwgc phdm Otsuka [cong nghiép Bién Hoa Il, [* Xuat xwdng thudc vé trung (T4t ca cac dang thudc & muc: Thudc tiét trung cudi). Viét Nam
Viét Nam phudng Long Binh, * Déng goi thir cap: Tat ca céc dang thudc & muc Thudc tiét trung cudi.
thanh phd Bién Hoa, tinh |* Kiém tra chat lwgng: Vi sinh (D3 vo trung; Gigi han nhim khudn; Dinh lwgng hoat lyc khang sinh béng vi sinh vat); Hoa hoc / Vat ly; Sinh hoc (NGi doc t6 vi khudn). g g
Dong Nai. g 3
< <
] 3
237 |Céng ty c8 phan L6 512, dwdng s8 13, khu |* Thudc tiét trung cudi: Thudc dang 16ng thé tich Ion. Japan-GMP |Co quan thdm quyén [513040800383
duwgc phdm Otsuka |cong nghiép Long Binh (twong duong |Nhat Ban 6
Viét Nam - Chi (Amata), phudng Long EU-GMP)
nhanh tai Khu céng |Binh, thanh phé Bién ~ n
nghiép Long Binh  |Hda, tinh Ddng Nai. § §
(Amata) S‘ 9
] &
238 |Chinhanh Céngty [L6 512, dwong s6 13, khu [* Thudc tiét trung cudi: Thudc dang 1&ng thé tich I1&n (Dung dich tiém truyén). WHO-GMP  |Cuc Quan ly Dugc 209/GCN-QLD
¢6 phan dwoc cong nghiép Long Binh  |* Xu&t xwéng thudc v trung (T4t ca cac dang thudc & muc: Thudc tiét trung cudi). Viét Nam
pham Otsuka Viét |(Amata), phudng Long  |* Déng géi thir cap: T4t ca céc dang thudc & muc Thudc tiét trung cudi.
Nam tai Khu céng  |Binh, thanh phé Bién * Kiém tra chat lugng: Vi sinh (D6 v6 trung; Gidi han nhim khuan); Héa hoc / Vat Iy; Sinh hoc (N6i déc t6 vi khuan). < ©
nghiép Long Binh  |Hda, tinh Ddng Nai. § §
(Amata) 8' ﬁ
Q 8

Danh sach co s& trong nwéc dat GMP

Trang1/1

Cap nhat dén 11/10/2024



CONSULATE GENERAL OF JAPAN
HO CHI MINH CITY

Cert No. A1 22—03303

CERTIFICATE

This is to certify that the seal of the Chief of Executive of the Pharmaceuticals
and Medical Devices Agency, affixed to the accompanying document, is genuine.

Ho Chi Minh City, 02 December 2022

BO NGOAI GIAO NUGC CHXHCN VIET NAM
MINISTRY OF FOREIGN AFFAIRS OF THE 8.R. OF VIETNAM

CHUNG NHAN / HOP PHAP HOA LANH SU
CONSULAR AUTHENTICATION
1. Quéc gia VLI .o

1
- Gidy td, 1ai liéu nay
This public document

2.doOng (Ba) ................. Otsuru Minako ... ky
has been signed by ~
3. véi chifc danh ... Lanh sw
acting in the capacity of . -
4.va cgn déu cl:lz 'er[t'in% Linh sy quan Nhit Ban tai Tp-
0

bears the seal/stamp of hi Minh

RSEREAinako
Consul

duge chiing nhan / hgp phap hoa lanh sy Consulate General of Japan
Certified

in Ho Chi Minh City
543 TP, H5.ChiMinh...... 6.ngay...13/.12./.2022.
at the (it
7. Co quan cép... 53 Ngoaivu TE. Hj Chi Minh

...................................................

by (Fee: d360,000-)
8.56..0220513. /. SNV, '

e

Ky tén va ddng dau
Signature and seal/stamp
ong phérneTItE
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B

Confirmation certificate of standard conformity

R GEACH DT, TS5 FKATORER)

Address (Location of the head office in case of a corporation)

No. 27, Street 3A, Bien Hoa Industrial
Zone I, Long Binh Ward, Bien Hoa City,
Dong Nai Province, Vietnam

K4 (EACHOTIE, £HRUVREKREOKA)

Name (Name and name of its representative in case of a corporation)

Otsuka

General

Pharmaceutical Vietnam
Joint Stock Company
Director Daisuke Hashimoto

Otsuka Pharmaceutical Vietna
. & A ) 4 #ilm Joint Stock Company in Lon
Name of the manufacturing establishment g Binh Industrial Park (AMAT

A) Branch.

Plot 512, Road 13, Long Binh
i & Bt @ A 1E Hh Industrial Park (Amata), Lon
Location of the manufacturing establishment g Binh Ward, Bien Hoa City,

Dong Nai Province, Vietnam

BIEE DR L ITBEXK ST
EELENEREEEORES L ITBE
X5y

License or registration category of the
manufacturer, or accreditation or registration

category of the foreign drug/quasi-drug
manufacturer

EREL BEEERXS

BOEROFRHE L IXF&EEF L
EELENEREEEORBES L ITEE
B

Number of the license or registration for the
manufacturer, or of the accreditation or
registration for the foreign drug/quasi-drug
manufacturer

AG11000012

® & I B o K %

| Types of the manufacturing activities

ERGE  ERHRA (BRREE)

EXS,. EREREE0RE. MR UVREHORRECHETIERFUSFO 2HIBEDOREILL
V., AEFURE 2EEAFICHRET I EECEAL TS I LZENAT 2,

Pursuant to Article 14-2, Paragraph 3 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics, it is certificated that the above

manufacturing establishment is confirmed of conformity to the standard under Article 14, Paragraph 2, item 4 of the Act.
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TONG LANH SU QUAN NHAT BAN | BAN D[CHJ
THANH PHO HO CHI MINH

S6 chimg thuc: AI 22 — 03303

GIAY CHUNG NHAN

Chimg nhén con dau chinh thitc ctia Cuc truéng Cuc Quan ly Thudc va Thiét bi Y

té Nhat Ban, dong trén tai liéu dinh kém la hoan toan xac thyec.

Thanh phé H6 Chi Minh, ngay 02 thang 12 nim 2022

(Pa ky va déng ddu)

1.

2.
3
4.

N o L

BO NGOAI GIAO NUGC CHXHCN VIET NAM

OTSURU Minako
Lanh su
Téng Lanh su quan Nhat Ban
tai Thanh ph6 H6 Chi Minh

CHUNG NHAN / HOP PHAP HOA LANH SU

Quéc gia: VIET NAM
Gidy to, tai lidu nay
Do Ong(Ba): Otsuru Minako ky
Vi chitc danh: Lanh sy
Va con ddu cia Téng Lanh sw quin Nhit Ban
tai Tp. H6 Chi Minh
dugc chimg nhén / hgp phap héa lanh sy
Tai: TP. Ho6 Chi Minh
Ngay: 13/12/2022
Co quan cip: S& Ngoai vu TP. H6 Chi Minh
S6:  0220513/SNV

(Phi: 360.000 dong-)

Ky tén va dong dau
Phé Trwéng phong lanh sw
(Pa ky va dong dau)
Ton H Tri Diing

\

-

\:



AG1100001206

Chimg nhén dat tiéu chuan

Dia chi (Pia chi vin phong tru s& chinh déi véi cong ty)

S6 27, Puong 3A, Khu Cong nghiép Bién Hoa II, Phuong Long Binh, Thanh phé Bién Hoa,
Tinh Péng Nam, Viét Nam

Tén (Tén va tén nguoi dai dién dbi voi cong ty)

Cong Ty C6 phan Dugc Phim Otsuka Viét Nam

Téng Giam d6c Daisuke Hashimoto

) Céng Ty Cb phan Dugc Pham Otsuka Viét
Tén co s& san xuat Nam chi nhanh tai Khu Céng nghiép Long
Binh (AMATA)

) L6 512, BDuong 13, Khu Coéng nghiép Long
Dia chi co s¢ san xuat Binh (Amata), Phuong Long Binh, Thanh
pho Bién Hoa, Tinh Dong Nai, Viét Nam

2 ) o o : San phdm thuée Thubc v tring
Giay phép hoac dang ky cua nha san xuat,
hodc chimg nhén hodc dang ky cua nha san
xuat duge pham/duge my pham hai ngoai

Sé’giéy phép hodc s6 dang ky cua nha san AG11000012
xuat, hodc so chimg nhan hodc so dang ky
cua nha san xuat dugc pham/duge m§ pham

hai ngoai
Loai hinh hoat dong san xuét an. phan thude Che phitm v0 trilog N
‘ (Phuong phap tiét tring cudi)
P

Theo Piéu 14-2, Poan 3 ciia Pao luit Dam bao Chét luong, Hiéu qua va Tinh an toan cua
Duoc phém, Thiét bi Y té, San phém Tai tao va Liéu phap Té bao, San pham Liéu phap Gen,
va My phim, chimg nhén ring co s& san xuit néu trén dugc xac nhén dat tiéu chuin theo
Diéu 14, Doan 2, muc 4 cia Pao Luét.

Ngay 01 thang 11 nim 2022
(Pd dong ddu)
Cuc trudng Cuc Quan 1y thude va thiét bi y té Nhat Ban

Thoi han hig¢u luc Tirngay 01 thang 11 nam 2022
dén ngay 31 thang 10 nam 2025

Chimg nhén dat tiéu chuan _



T6i, Nguyén Thé An, Chimg minh nhandan Ngay 19 thang 4/ nam 2022
sd: 261361467, cam doan di dich chinh x4c ~ (Neay......M3...C .'.LP.....théng..,mfﬁ..,./f?.fh'..
ndi dung gidy to/vin ban nay tir tiéng Anh  nim hai nghin khong tram hai muoi hai)

sang Heng Viek Tai Phong Tu phép quin Phu Nhuén thanh phé
H6 Chi Minh,, .

Ngay A9  thang /¢  nam 2022 Nuyin Chan, Back
Toi,

Ngudi dich La Pho Trudng phong Tu phap quian Pha Nhuin
CHUNG THUC:
Ong Nguyén Thé An 1a nguoi da ky vao ban
dich nay truée-mattdi-
Ngdyén Thé An Py
S0 chirng thuc:
R 17612 1

Quyén s6: 01-SCT/CKND
Ngay A9 thing /7 ndm 2022

Ph6 TruéngPhong Tu Phip Quin Phi Nhuin
Ve
{7/ PHONY
"a -r— £
Dy

- Y

N\
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= dichvucong.dav.gov.wvn/congbogiathuoc/index

amiparen 5

Tra cifu néng cao v

TEN THUGC

Amiparen 5%

Moi 200ml dung dich chira: L-
Tyrosine 0,050; L-Aspartic Acid
0,1g; L-Glutamic Acid 0,1g; L-
Serine 0,3g; L-Methionine 0,39q;
L-Histidine 0,5g; L-Proline 0,5g;
L-Threonine 0,57g; L-
Phenylalanine 0,7g; L-Isoleucine
0,8g; L-Valine 0,8g; L-Arginine
1,050; L-Leucine 1,4q; Glycine
0,59g; L-Lysine Acetate (trong
dwong L-Lysine) 1,48 (1,09)q; L-
Tryptophan 0,2q; L-Cysteine 0,1g

TRA CU'U GIA THUOC

Moi 200ml dung dich chia: L-
Tyrosine 0,050g; L-Aspartic Acid
0,1g; L-Glutamic Acid 0,1g; L-
Serine 0,3g; L-Methionine 0,39g;
L-Histidine 0,5g; L-Proline 0,5g;
L-Threonine 0,57g; L-
Phenylalanine 0,7g; L-Isoleucine
0,8g; L-Valine 0,8g; L-Arginine
1,050; L-Leucine 1,4q; Glycine
0,59g; L-Lysine Acetate (trong
dwong L-Lysine) 1,48 (1,09)g; L-
Tryptophan 0,2g; L-Cysteine 0,1g

s0
GPLH/GPNK

893110453723
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Pt b 6 g (thang 20400 200 mL)
BO Y TE S’K”/Mj/(‘ﬂ (10455+23)
CUC QUAN LY DUGC ' g0

DA PHE DUYET
¢ 26/&h —qup

62753
cbbgg : 0 NG prd
37 CONGTY Xz e
o COPHAN A%

|=| pugcPHAM )y
A OTSUKA §

/ { v

00/ : VIETN b\\@ Nha san xuét:

$w HOA- O " Céng ty Cé phan Dwgc phidm Otsuka Viét Nam

p ) ~ Chi nhanh Céng ty cb phan dwoc phdm Otsuka Viét Nam
e Olsu k(J tai Khu cong nghiép Long Binh (Amata), dia chi: L6 512,
dwdng s6 13, Khu cdng nghiép Long Binh (Amata),

The Best Partner n Cinical Nulrton phwang Long Binh, thanh phé Bién Hoa, tinh Ddng Nai.

Thudc ké don

¥ Amiparen 5%

Dung dich 5% acid amin truyén tinh mach

Thanh phan:
M&i 200 mL dung dich c6 chira:

L-Tyrosine 0,05¢g L-Valine 0,80g
L-Aspartic Acid 0,10g L-Alanine 0,80¢g
L-Glutamic Acid 0,109 L-Arginine 1,05¢g
L-Serine 0.30¢g L-Leucine 1,40 g
L-Methionine 0,399 Glycine 0,59¢g
L-Histidine 0,50¢g L-Lysine Acetate 148¢g
L-Proline 0,509 L-Tryptophan 0,20 g
L-Threonine 0,57 g L-Cysteine 0,10g
l.-Phenylalanine 0,709 Nwéc pha tiém v.d. 200 mL
L-Isoleucine 0,809

Chi djnh, chéng chi djnh, cach ding va cac théng tin khac: D& nghj xem
to hwéng dan siv dung kém theo.

Quy cach déng géi: Thung 20 tGi 200 mL

Béo quan thudc: O nhiét d6 dwéi 30°C

Tiéu chuén chét lwgng: TCCS

$6 ding ky:

DE XA TAM TAY TRE EM. $6 16 san xuit:
POC KY HUONG DAN SU’ DUNG Ngay san xuit:
TRUOGC KHI DUNG. Han str dung :

S6 seri

200mL (MM 1o

8938512411118




Nhary bao b r‘?@ (rhan f@ur\y L0ty 500ML )

Nha san xuét: ‘< '
Coéng ty Cé phdn Dwgc phdm Otsuka Viét Nam

y Chi nhanh Céng ty ¢6 phan dugc phdm Otsuka Viét Nam
o OISUKQ i Knu cong nghiép Long Binh (Amata), dia chi: L6 512,
dwong s6 13, Khu cong nghiép Long Binh (Amata),
phwong Long Binh, thanh phé Bién Hoa, tinh B6ng Nai.

The Best Partner in Clinical Nutrition

Thubc ké don

. Amiparen 5%

Dung dich 5% acid amin truyén tinh mach

Thanh phén:

M&i 500 mL dung dich ¢6 chiva:

L-Tyrosine 0,125g L-Valine 2,000g
L-Aspartic Acid 0,250g  L-Alanine 2,000 g
L-Glutamic Acid 0,250g  L-Arginine 26259
L-Serine 0,750g  L-Leucine 3,500 g
L-Methionine 0,975g  Glycine 1,475 g
L-Histidine 1,2560g  L-Lysine Acetate 3,700 ¢
L-Proline 1,260g  L-Tryptophan 0,500 g
L-Threonine 14259  L-Cysteine 0,250 g
L-Phenylalanine 1,750g  Nwdc pha tiém v.d. 500 mL
L- Isoleucine 2,000 9

Chi dinh, chéng chi djnh, cach diing va cac théng tin khac: D& nghj xem
t& hwéng dén st dung kém theo.

Quy cach déng géi: Thung 20 thi 500 mL

Bao quan thudc: O nhiét 46 dudi 30°C

Tiéu chudn chét lwgng: TCCS

S6é ding ky:

DE XA TAM TAY TRE EM. $6 16 san xuit:
POQC KY HUONG DAN SU’ DUNG Ngay san xuét:
TRUG'C KHI DUNG. Han st dung :

S6 seri :

LI [

8938512411125

500 mL




it T 4p (bt o200 L)

MIPAREN 5%

o;'. cO PH7\§
s DU’OC PHAM

0TSU
VIET YAM 1/
HOAHTLS

o '_, T T T TTsbdangkyT T T T
8618 sdn xudt : ‘

Ngay sén xudt :

200 mL "y -

8“93851 11118

RX
~'  Amiparen 5% -

Dung dich 5% acid amin truyén tinh mach

&
4
2
Q
*
<,

51 200 m h ¢6 chira :

=100 II_‘-T;rooglneL o dlco,os g L-soleucine 0,80g 100 ===
L-Aspartic Acid 010¢g L-Valine 0809
L-Glutamic Acid  0,10g L-Alanine 080g
L-Serine 030g L-Arginine 105¢g
L-Methionine 039¢g L-Leucine 1409
L-Histidine 0509 Glycine 059¢g
L-Proline 050¢ L-Lysine Acetate 1489

- 50 L-Threonine 057 g L-Tryptophan 0,209 50 o=
L-Phenylalanine 0,70 g L-Cysteine 0,109

Chi djnh, cach ding, chéng chi Gjah va cie théng tin khic:
4 nghj xem t& hurdmg ddn sir dyng kém theo

Béo quan: & nhigt 49 dudd 30°C

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SI DYNG TRUGC KHI DUNG

Nha san xudty
Cang ty C6 phda Duge phim Otsuka Vigt Nam
L& 8§12, Durtmg 13, Khu Céng Nghip Long Binh (Amata),
——P. Long Binh, TP. Bién Hoa, Tinh Odng Nal VigtNam

200 mL




Nhis e tgp (s 500mL)

MIPAREN 5%

_"—'? _______________________ §§dangky T~ T T T TTTTTTo N
$6 16 san xudt :
Ngay san xult :

200 mL sy -

- RXAmiparen 5% -

w400 Dung djch 5% acid amin truyén tinh mach 400 we

o —
Mb1 500 mL dung dich ¢6 chira:
L-Tyrosine 0,125 Lisoleucine 2,000

300 9 9 300w
L-Aspartic Acid 0250g L-Valine 2,000g
L-Glutamic Acid 02509 L-Alanine 2,000g

- L-Serine 07509  L-Arginine 26259 -
LMethionine 0976g L-Leucine 3,500 g

w200 LHistidine 12609  Giycine 14759 200 wem
L-Proline 12509  L-Lysine Acetate 3,700 g
L-Threonine 14259 L-Tryptophan 0,500 g

— L-Phenylatanine  1,750g  L-Cysteine 0,250 g -

Chi djnh, chéng chi djnh, cach ding va céc théng tin khac:
s 100 D& nghj xem t& hudmg din sir dyng kém theo 100 w—
Bao quan: & nhijt 4§ dudd 30°C
DE XA TAM TAY TRE EM
DPOC KY HUONG DAN SUr DYNG TRUG'C KHI DUNG

Nha san xuét :
Cong ty €6 phin Dugc pham Otsuka Vigt Nam
L& 512, Durdrng 13, Khu Céng Nghigp Long Binh {Amata),

500 mL




Huéng ddn siv dung thuoc

: \?z tam tay tré em
s/ '

Rx Amiparen 5%
Dung dich 5% acid amin truyén tinh mach

C @ PHAN
DUQC PHAM
WTC’HIKA

Thanh phén | Tii 200 mL | Tii 500 mL
Thanh phin dwoc chat:
L-Tyrosine 0,05 g 0,125 ¢
L-Aspartic Acid 0,10 g 0,250 g
L-Glutamic Acid 0,10 g 0,250 g
L-Serine 0,30 g 0,750 g
L-Methionine 0,39 g 0,975 ¢
L-Histidine 0,50 g 1,250 g
L-Proline 0,50 g 1,250 g
L-Threonine 0,57 ¢ 1,425 ¢
L-Phenylalanine 0,70 g 1,750 g
L-Isoleucine 0,80 g 2,000 g
L-Valine 0,80 g 2,000 g
L-Alanine 0,80 g 2,000 g
L-Arginine 1,05 ¢ 2,625 ¢
L-Leucine 1,40 g 3,500 g
Glycine 0,59 ¢ 1,475 g
L-Lysine Acetate 1,48 g 3,700 g
(twong dwong L-Lysine) (1,05 g) (2,62 g)
L-Tryptophan 0,20 g 0,500 g
L-Cysteine 0,10 g 0,250 g
Thanh phén t4 dwgec:
Glacial acetic acid 0,290 g 0,725 ¢ ;
Sodium bisulfite 0,040 g 0,100 g 7
Sodium hydroxide 0,022 ¢ 0,056 g "
Nudc pha tiém vura du 200 vira di 500 T
mL mL -
Ti 200 mL Twi 500 mL
Tong s6 Acid amin tu do 10 g 25¢
Luong Acid amin thiét yéu (E) 591 ¢ 14,775 ¢
Luong Acid amin khéng thiét yéu (N) 4,09 g 10,225 ¢
Ty 1€ Acid amin E/N 1,44
Luong Acid amin phan nhanh (BCAA) 30% (w/w)
Na* 1 mEq/L
Acetate 60 mEq/L
Ap suat tham thau Xap xi 1,5 (so v&i dung dich Nudc mudi
sinh ly 0,9%)

Dang bao ché: Amiparen 5% 1a mot dung dich tiém truyén tinh mach vé khudn, trong sudt,
khong mau.

Quy cach déng goi: Thung 20 tai 200 mL hodc 500 mL.




Chi dinh: Amiparen 5% dugc chi dinh dé cung cdp céc acid zimin trong nhiing truong hop
sau: Gidm protein huyet twong, suy dinh dudng, trudc va sau phau thuat.

Cach dung, licu dung:
1. Truyén qua hé théng tinh mach trung tam:

Liéu dung théng thudng véi ngudi 16n 1a: 800-1600 mL (twong duong 40-80 g acid amin)
dung dich Amiparen 5%/ ngay.

Li€u dung cling c¢6 thé dugc dicu chinh tuy thudc vao tudi téc, triéu ching 1dm sang va can
ndng clia bénh nhan.

2. Truyén qua hé thdng tinh mach ngoai bién:

Lleu thong thuong ddi véi ngudi 16n 1a: 400-800 mL dung dich Amiparen 5% cho mot lan
truyén (twong duong 20-40 g acid amin). Téc do truyén cin dugc didu chinh dé cung cap

khoéng 10 g acid amin trong vong hon 60 phit dé dat dugc kha ning str dung acid amin ti uu.

Téc do truyén cin dugc giam xudng & tré em, ngudi 16n tudi va nhitng bénh nhan méc bénh
nang.

Liéu dung ciing c6 thé dugc diéu chinh tuy thudc vao tudi tac, triéu chiing 1am sang va can
ndng cluia bénh nhan.

Amiparen 5% dugc khuyén khich dung phdi hop véi mot dung dich carbohydrate dé ting hiéu
qua str dung céc acid amin.

Chéng chi dinh: Khong st dung Amiparen 5% trong nhiing truong hop sau:
- Hon mé gan hodc nguy co hon mé gan.

- Réi loan chire ning than ning, ting nito mau (trir bénh nhan c6 thim phan, loc mau).
- Bét thuong vé chuyén hoa acid amin.

Cénh b4o va thin trong khi dung thudc:

Cén phai than trong khi st dung Amiparen 5% cho nhiing truong hop sau:

- Nhiém toan ning.

- Suy tim sung huyét.

- Giam Natri mau.

- Ngudi suy nhugc va mét nude ning.

- Suy thén ngng, ting nito mau c¢6 thdm phan hoic loc mau.

(Trén bénh nhan suy than ning c6 loc mau hoic thdm phan, luong ure,.v.v.da loai bd va tich
liiy 1a khac nhau pht thude vao phuong phip loc méu va tinh trang 1am sang cuia bénh nhan.
Can kiém tra cén than tinh trang lam sang cuia bénh nhan dua trén danh gié sinh hoa mau, can
bang axit — bazo, can bing dich trong co thé, .v.v. dé quyét dinh tiép tuc hay ngling dung
thudc.)

Luwu y khi sir dung:
*Truoce khi sir dung:
- Pé giam thiéu nguy co nhiém khudn, can tién hanh nhitng bién phép tiét tring thich hop.

- Dung dich cin dugc 1am 4m dén nhiét d6 gan tuong ty nhu nhiét d9 co thé trude khi truyén
cho bénh nhan trong moéi trudong lanh.

*Trong khi sit dung:

- Dung dich chira 60 mEq/L acetat. Khi sir dung lidu cao hoic dung cung véi mdt dung dich
dién giai, can theo ddi c4n than v& can bang dién giai.

2




-

- Khi ¢6 dau hiéu dau mach nén thay doi vi tri tiém truyén hodc ngung viéc tiém truyén.

- Truyén chdm thong qua hé thdng tinh mach.

Luwu y khac:
- Sir dung dung dich ngay sau khi mé bao bi ngodi, logi b6 phdan dung dich khong sir dung
hét.

- KHONG SU DUNG nhiing sén phdm c6 bao bi ngoai bj rach, tii dich cd 16 ro, déi mau
hodc van duc.

- Ddm kim vao nit cao su tai vi tri danh ddu vong tron theo phuong thing ditng. Néu nit
cao su khong diroc dam thing theo phwong thing ditng, kim cé thé xuyén qua ¢ tii nhia
va gay ra ro ri dich.

- KHONG TRUYEN tii dich theo kiéu ndi tiép trude sau qua I éng noi.

- Vach chia thé tich trén tii dich cé thé khong chinh xdc. Hay swr dung ching nhu nhiing goi
.

Sir dung & ngwoi cao tudi: Nhitng bénh nhan cao tudi thudng co6 suy giam cac chlic ning

sinh 1y, do vy viéc giam liéu bang cach giam téc do6 truyén nén duoc xem xét & nhiing bénh

nhan nay.

Sir dung thudc cho phu ni¥ cé thai va cho con bu: Khéng cé dit lidu vé sir dung thudc trén

phu nit c6 thai, chi nén ding thube néu loi ich vuot trdi so véi nguy co.

e 3 o A A o v re A \ e r r M ’ A
Anh hwéng cia thuoc 1én khad nidng lai xe, vin hanh may méc: Chua c6 bang ching vé
anh hudng cta thudc 1&€n kha nang lai xe, van hanh may méc.

Tuwong tac, twong Ky ciia thudc:

Tuwong tic: Chua c6 bao cao vé tuong tac thubc khac duge ghi nhan.

Twong ky: Tinh chit hoa 1y ciia dung dich thudc c6 thé thay dbi (co thé xudt hién két tua hodc
d6i mau) khi két hop Amiparen 5% véi cac thude sau:

- Ferric Oxide, Saccharated, Amphotericin B, Dipyridamole.

Néu xudt hién cac d4u hidu nay khong nén sir dung dung dich thude.

Pé giam thiéu t6i da nguy co xay ra tuong ky thudc khi truyén dung dich thubc nay véi cac
thudc khéc, nén kiém tra do duc va chit két toa cua dung dich ngay sau khi tron thubc, trude
khi truyén va kiém tra dinh ky trong subt qua trinh truyén dich.

Tac dung khéng mong mubn ciia thude:

- Phan (mg qua man: Hiém khi x4y ra phat ban ngoai da. Néu triéu ching nay xuadt hién nén
ngung sir dung Amiparen 5% ngay.

- Dudng tidu héa: ft khi xay ra budn nén hoic non.

- Heé tim mach: it khi xay ra dau ngyuc hodic danh trng nguc.

- Gan: [t khi x4y ra ting AST va/hodc ALT méu; tang bilirubin toan phén.
- Than: {t khi xay ra ting nito ure mau.

- Trong truong hop truyén mot lugng 16n dung dich Amiparen 5% va/hogc truyén voi tbe do
nhanh c6 thé xay ra tinh trang nhiém toan & bénh nhan.

- Mot s6 tac dung khéng mong mudbn khac: Rét run, sét, dau dau, dau mach: {t khi xay ra.
Théng bdo cho Bdc st nhitng tac dung khéng mong mudn gdp phdi khi siv dung thudc.

Qua liéu va cach xi tri:

NN\
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Khéng c6 dit lidu v& st dung thudc qua lidu, khong dung thude qui liéu chi dinh cua thudc.
Tich cuc theo doi dé c6 bién phap xir tri kip thoi.

Dic tinh dwgec lwe hoc:

Amiparen 5% la nguon cung cp acid amin trong dinh dudng theo dudng tinh mach, dugc
déanh gia trén chudt cong binh thudng va trén chudt bi stress do phau thuat.

- Amiparen 5% da diéu chinh nhanh va duy tri sy can bang nitrogen mot cach thuén 1oi,
ching t6 Amiparen 5% c6 tac dung tict ki¢ém nitrogen theo hudng ¢6 19i trén mo hinh dong

vat.

- Amiparen 5% lam ting téng hop protein toan phin va albumin trong huyét tuong.

- Ty s6 3- -methylhistidine/creatinine trong nu¢e tiéu coi nhu 1a chi thi cua sy di hoa protein
trong co' dudi didu kién stress. Ty s6 nay gidm sau khi truyén Amiparen 5%, chimg to
thudc o tac dung trc ché hidu qué sy phan hiy protein tai co.

- Nong do cac acid amm tu do trong huyét tuong, bao gom cac acid amin phan nhanh, bién
dong rit it sau khi truyen Amiparen 5%. Do d6 c6 thé két luan chuyén hoéa ciia acid amin 1a
6n dinh trong khi diéu tri véi Amiparen 5%.

Pic tinh dwgc dong hoc:

Céc acid amin danh d4u bang '“Carbon trong céng thitc Amiparen 5% dugc phan bd d& dang \\
trong cic phan doan protein ctia huyét twong sau khi truyén tinh mach cho chudt céng binh ' ‘j
thudng 3, 7 va 57 tuan tudi. Chit danh ddu c6 ham lugng cao trong céc phan doan protein ciia )/;

tang tuy, gan, than va duoc phan bd nhanh vao co. Su dao thai cua chit danh déu qua khi tho

ra trong vong 72 gid sau khi truyén Amiparen 5% 1a 37,1% - 44,2% cua lidu tiém truyén. Ty
1¢ tim thiy trong nudc tiéu 1a 3,9% - 5,2% va trong phén 1a 1,2% - 3,1% cuia liéu ding. Cac
phan doan acid amin trong nudc tiéu chi chiém 1,1% - 1,5% ctia liéu ding. Tdng tich luy acid
amin trong co thé 1én téi hon 98,5% ctia lidu dung. (Tai liéu tham khao trén chudt cdng)

Piéu kién bao quén: O nhiét d6 dudi 30°C.

Tiéu chuin: TCCS

Han sir dung: 24 thang ké tir ngay san xuét.

Nha san xuat:

[ ]
Otfsuka

s . \

Cong ty Co phan Dugc pham Otsuka Viét Nam ;
2 3 2 >

Chi nhanh Coéng ty CO phan Dugc pham Otsuka Viét qu tai Khu cong <
nghiép Long Binh (Amata), dia chi: L6 512, duong s6 13, Khu cong
nghi¢p Long Binh (Amata), phuong Long Binh, Thanh phé Bién He

Tinh Dong Nai.

_ TL.CUCTRUONG )
KT. TRUONG PHONG PANG KY THUOC
PHO TRUONG PHONG

Nyuyin Chidh Bink
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ttps://dichvucong.dav.gov.vn/congbothuoc/index

0

| B coidh

BO Y TE
CUC QUAN LY Dugc

TRANG CHU

THU TUC HANH CHiNH

HE THONG BAD CAO

KHIEU NAI VE VAC XIN

LIEN HE

TRA CU'U GIAY DANG KY THUGC, NGUYEN LIEU LAM THUOGC TAI VIET NAM

5u dE durgc dinh chinh, thay di, ba sumg, th hEi gidy BKLH trong qué trinh ke hank)

B3y I o liéw edp 56 dang ky ey hinh géc thee cac quyst dink cap SBX Juar hdnh (chua bao gdm cic dir

TATCA - 803110453723

Tim thay T k&t qua gidy dang ky thuds, nguyén éu lm thudc theo fir khoa 893710453723

(50K cil: )

08/11/2028

ﬁﬂ

Amiparen 5%

MBi Z00mI duni dich chira: L-Tyrosine 0,05g; L-
Aspartic Acid 0,1g; L-Glutamic Acid 0,1g; L-
Serine 0,3g; L-Methionine 0,30g; L-Histidine
0,5g; L-Profline 0,5g; L-Threonine 0,57g; L-
Phenylalanine 0,7g; L-isoleucine 0,8g; L-Valine
1,Bg; L-Alanine 0,8g; L-Arginine 1,05g; L-
Leucine 14q; Glycine 0,50g; L-Lysine Acetate
(twromg durong L-Lysing) 1,48 (1,05)g; L-
Tryptophan 0,2g; L-Cysteine 0,1g

08/11/2023

SeB/ULD (08/11/2028)

Dung
dich
tiEm
rEyEn
tinh
mach

Q, TiM KIEM

Thiing
20 tii ®
200ml,
thing
20 i x
500l

NSX 24

Cong ty
CA phan
durgc
phé-m
Otsuka
Viét Nam

C DATLAI

Chi nhanh Cang ty cd
phin duroc phm Otsuka
Wit Nam tai Khu cing
nghiép Long Binh
{Amana), dia chi: L5 512,
dwong 8 13, Khu cing
nghiép Long Binh
(Amata), phring Long
Binh, thanh phd Bién
Hba, tinh B8ng Nai

Vit Nam

Chi nhénh Cong ty cd
phan dupe phdm Otsuka
Wit Nam tai Khu cong
nghigp Long Binh
(Amata), dia chi- L5 512,
duwring 58 13, Khu cing
nghiép Long Binh
{Amata), phudng Long
Einh, thanh phd Bién
Hba, tinh Diing Mai
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DANH SACH NGUYEN LIEU cONG BO

e N B A O B T

L-Threonime Dwroe chit USP 41 Shanghai Kyowa Amino Acid Co., Lid. CHINA Mo. 158 Xintwsan Road, Qingpu Industrial

L-Methionine

L-Cysteine

L-Aspartic Acid

L-Tyrosine

L-Tryptaphan

L-Lysine Acetate

Glycine

L-Leucing

L-Arginine

L-Alanine

L-Valine

L-izoleucing

L-Phenylalanine

Shanghai Kyowa Amino Acid Co,, Lid.

Shanghai Kyowa Amino Acid Co., Lid.

‘Bhanghai Kyowa Amina Acid Co., Lid.

Kyowa Hakko Bio Co., Led.

Kyowa Hakko Bio Co., Ltd.

¥yowa Hakko Bio Co., Lid.

Evonik Rexim (Manning)

Phamaceutical Co., Lid.

Kyowa Hakko Bio Co., Ld.

Kyowa Hakko Bio Co., Ltd.

Kyowa Hakko Bio Co., Lid.

¥yowa Hakko Bio Co., Lid.

‘Shanghai Kyowa Amino Acid Co., Ld,

‘Shanghai Kyowa Amino Acid Co., Lid.

‘Shanghai Kyowa Amino Acid Co., Lid.

‘Shanghai Kyowa Amino Acid Co., Lid.

Shanghai Kyowa Amino Acid Co,, Lid.

Shanghai Kyowa Amino Acid Co, Lid

CHINA

CHINA

Japan

Japan

Japan

Zone, Shanghai 201707, China

Mo. 158 Xintsan Road, Qingpu Industrial
Zone, Shanghai 201707, China

Mo. 158 Xintsan Road, Qingpu Industrial
Zone, Shanghai 201707, China

Mo. 158 Xintwan Road, Gingpu Industrial
Zone, Shanghai 201707, China

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

10 Wenjiang Road, Wuming District,
Manning, Guangxi, China

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

1-1, Kyowa-cho, Hofu-shi, Yamaguchi,
Japan

Mo: 158 Xintuan Road, Gingpu Industrial
Zone, Shanghai 201707, China

Mo. 158 Xintuan Road, Oingpu Industrial
Zone, Shanghai 201707, China

MNo. 158 Xintuan Road, Qingpu Industrial
Zone, Shanghai 201707, China

Mo. 158 Xintuan Road, Qingpu Industrial
Zone, Shanghai 201707, China

Mo. 158 Kintuan Road, Qingpu Industrial
Zone, Shanghai 201707, China

Mo. 158 Xintuan Road, Qingpu Industrial
Zone, Shanghai 201707, China




