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S6:832  /QP-QLD Ha Néi, ngay 21 thang 12 ndam 2022
QUYET PINH

Vé viée ban hanh danh muc 125 thudc san xuét trong nuéc
dwge cap giay dang ky luu hanh tai Viét Nam - Dot 181

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 Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuéc;

Can cir Quyét dinh so 7868/0D-BYT ngay 28/12/2018 ciia Bo trucng Bé Y té
quy dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy Diwgc
thugc Bo Y 1é;

Can cir két lugn cua Hoi dong tw van cdp gidy ddang ky luu 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 125 thudc san xuét trong
nudc duoc cap gidy ding ky luu hanh tai Viét Nam - Dot 181, cu thé:

1. Danh muc 116 thube san xuat trong nudc duge cap gidy dang ky lwu hanh
tai Viét Nam hiéu luc 05 nam (Phu luc I kém theo). Cac thude tai Danh muc nay co
sb dang ky v6i ky hiéu VD-...-22 va hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 07 thudc san xuat trong nude duge cip gidy ding ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc Il kém theo). Cac thude tai Danh muc nay cé sb
dang ky vo1 ky hi¢u VD3-...-22 va hi¢u lyc 03 ndm ké tur ngay ky ban hanh Quyét
dinh nay.

3. Danh muc 02 thudc san xuat gia cong trong nude duge cap gidy dang ky
Iuu hanh tai Viét Nam hi¢u luc 05 nam (Phu luc 1] kem theo). Cac thuéce tai Danh
muc nay c6 so diang ky vdi ky hiéu GC-...-22 va hiéu luc 05 nam ké tir ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co sO san xuat va co so dang ky thude c6 trach nhiém:

1. San xuat thudc theo diing cac hd so, tai licu da ding ky vdi Bo Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cap 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh céac thudc kiém soét dic biét khi co Giéy
ching nhén du diéu kién kinh doanh dugce pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi 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 ctia Chinh phu quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat Dugec.



3. Thyc hién viéc cap nhat tiéu chuan chét luong cua thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chét luong thudc, nguy¢n liéu lam thude.

4. Thyuc hién, phéi hop véi co sé nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Duoc vé viée kiém tra
chét luong nguyén liéu 1am thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ¢6 chira duge chat thudc nhom sartan.

5. Cap nhat nhan thudc, to hudng dan sir dung thude theo ‘quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung thude trong thot han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thire thay d6i, bd sung gidy dang
ky lwu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phodi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khoéng mong mudn cua
thude trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude thudc Phu luc II ban hanh kém theo Quyét
dinh nay (gidy ding ky luu hanh c¢6 ky hiéu VD3-.. -22).

7. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hi¢u luc cua giay dang ky Iuu hanh thudc, nguyén liéu lam thude. Trong truong
hop khong con déap tmg du diéu kién hoat dong, co s dang ky phai c6 trach nhiém
thuc hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT
trong thoi han 30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

8. Co so san xuét thudc phal bao dam cac diéu kién hoat dong clia co sé san
xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thude, nguyén lidu 1am thude.

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

Piéu 4. Giam ddc S¢'Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co s& san xuét va co sé dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc I ) )
DANH MUC 116 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 181

(Kém theo Quyét dinh s6: 832...../0P-QLD ngay21thdng12ndm 2022

cua Cuc Quan ly Duoc)

1. Co s ding ky: Cong ty co phian Dwgc Ha Tinh (Dia chi: 167 duong Ha Huy Tép, phuong Nam
Ha, thanh pho Ha Tinh, Viét Nam)

1.1. Co sé san xuat: Cong ty ¢6 phan Duwgce Ha Tinh (Dia chi: 167 duong Ha Huy Tap, phuong Nam

Ha, thanh phd Ha Tinh, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho | Tiéu Quy céch S6 ding ky
chinh- Ham | baoché | (thang) | chuén dong goi
lwgng
Bermoric al Berberin Vién 36 TCCS Hop 10 vi x VD-35979-22
clorid 100mg nang 10 vién; Hop
cung 25 vi x 4 vién;
Hop 1 1o x 20
vién
Xabantk Rivaroxaban Vién nén 36 TCCS | Hop2vix7 VD-35980-22
15mg 15mg bao phim vién; Hop 2 vi
x 10 vién

2. Co s¢ dang ky: Cong ty Co ph::?m Dugc Hiu Giang (Dia chi: 288 Bis, Nguyén Vin Cir, phuong
An Hoa, quan Ninh Kiéu, thanh pho Can Tho, Viét Nam)

2.1. Co s¢ san xuat: Cong ty C6 phan Dwoc Hau Giang - Chi nhanh nha may dwec phim DHG
tai Hiu Giang (Dia chi: L0 B2-B3, Khu Cong nghi¢p Tan Pha Thanh - Giai doan 1, xa Tan Phu
Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam).

STT | Tén thudc Hoat chit Dang Tudi tho Tiéu Quy céch S6 ding ky
chinh-Ham | baoché | (thang) | chuan dong goi
lwong
Hafixim 100 | Cefixim (dudi | Vién nén 36 TCCS | Hop3vix 10 | VD-35981-22
DT dang cefixim vién
trihydrat)
100mg
Pantogas 40 Pantoprazol Vién nén 24 TCCS | Hop2vix 10 | VD-35982-22
(Dudi dang bao phim vién, hop 3 vi
Pantoprazol tan trong x 10 vién, hop
natri rudt 5vix 10 vién
sesquihydrat)
40mg
Xaravix 10 Rivaroxaban | Vién nén 24 TCCS | Hop 1vix 14 | VD-35983-22
10mg bao phim vién
Xaravix 15 Rivaroxaban Vién nén 24 TCCS | Hop 1vix 14 | VD-35984-22
15mg bao phim vién
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Tigasdo

Mometason
furoat 0,1%
(kl/kI)

Kem boi
da

36

TCCS

Hop 1 tuyp X
10g; Hop 1
tuyp x 15g;

Hop 1 tuyp X

30g

VD-36019-22

17. Co s6 ding ky: Cong ty Co6 Phan Duwgc Pham Otsuka Viét Nam (Dia chi: Chi nhanh Cong ty
Cb phan Duoc phim Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: L6 512,
Buong s6 13, Khu cong nghiép Long Binh (Amata), phudong Long Binh, thanh phd Bién Hoa, tinh
Pong Nai, Viét Nam)

17.1. Co sé san xuét: Cong ty C6 Phan Duwoc Phim Otsuka Viét Nam (Pia chi: Chi nhanh Cong
ty C6 phan Dugc pham Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata), dia chi: Lo 512,
Puong s6 13, Khu cong nghiép Long Binh (Amata), phudng Long Binh, thanh phd Bién Hoa, tinh
DPdng Nai, Viét Nam).

STT

Tén thube

Hoat chit
chinh - Ham
lwgng

Dang
bao che

Tubi tho
(théng)

Tiéu
chuan

Quy cach
doéng géi

S6 ding ky
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Aminoleban

Mbi 200ml
dung dich
chtra: L-
Cysteine.HCI.
H20 (tuong
duong L-
Cysteine)
0,08g (0,069);
L-Methionine
0,2 gam;
Glycine 1,8g;
L-Tryptophan
0,149; L-
Serine 1g; L-

Histidine.HCI.

H20 (tuong
duong L-
Histidine)
0,64q (0,47);
L-Proline
1,6g; L-
Threonine
0,9g; L-
Phenylalanine
0,29; L-
Isoleucine
1,8g; L-
Valine 1,68g;
L-Alanine
1,5¢g; L-
Arginine.HCI
(twong duong
L-Arginine)
1,469 (1,21);
L-Leucine

Dung
dich tiém
truyén
tinh mach

24

TCCS

Thang 20 tai
x 200 ml;
Thang 20 tai
x 500 ml

VD-36020-22




2,29; L-
Lysine.HCI
(twong duong
L-Lysine)
1,529 (1,22)
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Ringer
Acetate-G1

Méi 500ml
dung dich
chira: Sodium
Chloride
3,185g;
Potassium
Chloride
0,149g;
Calcium
Gluconate
Monohydrate
(twong duong
Calcium
Gluconate)
0,337g
(0,323);
Magnesium
Chloride
Hexahydrate
(twong duong
Magnesium
Chloride)
0,102g
(0,048);
Sodium
Acetate
Trihydrate
(twong duong
Sodium
Acetate) 1,79
(1,025;
Sodium
Citrate
Dihydrate
(twong duong
Sodium
Citrate)
0,294g
(0,258);
Dextrose
Anhydrous 5¢g

Dung
dich tiém
truyén
tinh mach

30

TCCS

Thung 20 tai
x 500 ml

VD-36021-22
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Ringer's
Lactate

Mbi 500ml
dung dich
chtra: Sodium
Chloride 3g;
Sodium
Lactate 1,55¢;
Potassium

Dung
dich tiém
truyén
tinh mach

30

JP 17

Thang 20 tai
500ml

VD-36022-22




DANH SACH CAC CO' SO’ TRONG NU'O'C PAT TIEU CHUAN NGUYEN TAC GMP

( Cap nhat tdingay 11/10/2024 )

- CO’ QUAN CAP
. . . . p A TIEU CHU’'NG NHAN pe - ~
TT TEN CO’ SO DIA CHI CO’ SO PHAM VI CHU’'NG NHAN CHUAN | (PANH GIA XAC GIAY CHUNG NHAN
NHAN)
VN-263 » Chi nhanh Cong ty c6 phan dwg'c pham Otsuka Viét Nam tai Khu cong nghiép Long Binh (Amata) » L6 512, duwdng s6 13, khu cong nghiép Long
238 |Chinhanh Congty (L6512, dudngsé  |[* Thudc tiét trung cudi: Thudc dang 16ng thé tich 16n (Dung dich tiém truyén). WHO-GMP [Cuc Quan ly Dugc | 209/GCN-QLD

¢6 phan dugc pham
Otsuka Viét Nam tai
Khu cong nghiép
Long Binh (Amata)

13, khu céng
nghiép Long Binh
(Amata), phuong
Long Binh, thanh
phd Bién Hoa, tinh
Pong Nai.

* Xuat xudng thudc vo trung (T4t ca cac dang thudc & muc: Thudc tiét trung cudi).
* Péng goi thir cap: Tt ca cac dang thudc & muc Thudc tiét trung cudi.

* Kiém tra chat lwgng: Vi sinh (D3 vé trung; Gidi han nhiém khuan); Héa hoc / Vat
ly; Sinh hoc (N6i ddc t6 vi khuan).

Viét Nam

29-03-2024
09-12-2026

Danh sach co s& trong nwédc dat GMP

Trang1/1

Cap nhat dén 11/10/2024
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by Lo e BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
p 700 Zz 7 A A r
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
Sé: 209 /QP-QLD Ha Ngi, ngay 29  thang 03 ndm 2024
QUYET DINH

Vé viée cap gidy chirng nhan “Thyc hanh t6t sin xuat thude, nguyén liéu lam
thudc” cho Cong ty c¢6 phin dwge phim Otsuka Vigt Nam

CUC TRUONG CUC QUAN LY DUQC

Cén cte Quyét dinh so 1969/0D-BYT ngay 26/4/2023 ciia Bj truong Bo Y té vé
viée quy dinh chire ndng, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy
Duoc thuée Bo 'Y 1é;

Can cir Théng tw 56 35/2018/TT-BYT ngay 22/11/2018 ciia By truong B Y té
quy dinh vé Thiee hanh tot san xudt thuoc, nguyén liéu lam thuéc (GMP);

Cén cir Théng tw s6 12/2022/TT-BYT ngay 21/11/2022 ciia Bé truong Bé Y té
sira doi, b6 sung mot s6 diéu ciia Thong tw s6 35/2018/TT-BYT ngay 22/11/2018 ciia Bé
truong Bo Y quy dinh vé T hwec hanh 16t san xudt thudc, nguyén ligu lam thuéc (GMP);

Xét dé nghi ciia Poan danh gid tai Bdo cdo danh gia “Thuwe hanh tot san xudt
thuéc, nguyén liéu lam thuoc” ngay 09/12/2023 va Bdo cdo khac phuc ciia Cong ty c6
phan dige pham Otsuka Viét Nam;

Theo dé nghi cia Truong phong Quan Iy Chdt heong thudc.

QUYET PINH:

Pidu 1. Cp cho Cong ty cb phan dugc phim Otsuka Viét Nam Gidy chimg
nhan “Thuc hanh t6t san xuat thude, nguyén liéu lam thude” duge dinh kém Quyét
dinh nay tai dia diém kinh doanh:

Chi nhanh Céng ty ¢6 phan dugc pham Otsuka Viét Nam tai Khu c6ng nghiép
Long Binh (Amata) tai dia chi: L6 512, duong s6 13, khu cong nghiép Long Binh
(Amata), phuong Long Binh, thanh phd Bién Hoa, tinh Dong Nai.

Pidu 2. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Cac Ong, Ba: Chanh Vian phong, Trudong cac phong: Quan 1y chat

lugng thuoc Bang ky thube, bﬁan Iy kinh doanh dugc - Cyc Quan 1y Duge, Giam dbc
Céng ty cb phan duoc phdm Otsuka Viét Nam chiu trach nhiém thi hanh Quyét dinh

nay./.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic 1ap — Tw do — Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

S6/No.: 209 /GCN-QLD

GIAY CHUNG NHAN THUC HANH TOT
SAN XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)

CERTIFICATE OF GOOD MANUFACTURING PRACTICE COMPLIANCE
Phian 1/ Part I :

Can clr quy dinh tai Thong tu sO 35/2018/TT BYT ngay 22/11/2018 cua B¢ truong
Bo Y té quy dinh vé Thyc hanh tot san xuat thude, nguyén ligu lam thube (GMP), Thong
tu s6 12/2022/TT- BYT ngay 21/11/2022 cta B truong Bo Y té sira d6i, bd sung mot 80
didu cua Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 cia B truong Bo Y té quy dinh
vé Thyc hanh tot san xuat thude, nguyén liéu lam thudc (GMP),

Pursuant to the Circular n® 35/2018/TT-BYT dated 22/11/2018 by Minister of Health
on Good Manufacturing Practice for medicinal products and materials (GMP), Circular
n® 12/2022/TT-BYT dated 21/11/2022 by Minister of Health on amending, supplementing
a number of articles of Circular n° 35/2018/TT-BYT dated 22/11/2018 by Minister of
Health on Good Manufacturing Practice for medicinal products and materials (GMP),

CUC QUAN LY DUQC ching nhén:
The Drug Administration of Vietnam certifies the following:

Co so kinh doanh:  CONG TY CO PHAN DUQC PHAM OTSUKA VIET NAM
The establishment:  OTSUKA PHARMACEUTICAL VIETNAM JOINT STOCK

COMPANY

Tru s¢ chinh: Lo 27, dwong s6 3A, khu cong nghiép Bién Hoa II, phuomng Long
Binh, thanh pho Bién Hoa, tinh Dong Nai

Legal address: Lot 27, street No. 34, Bien Hoa II industrial zone, Long Binh ward,

Bien Hoa city, Dong Nai province

Nha may san xuat: CHI NHANH CONG TY CO PHAN DUQC PHAM OTSUKA
VIET NAM TAI KHU CONG NGHIEP LONG BINH
(AMATA)

Manufacturing site: BRANCH OF OTSUKA PHARMACEUTICAL VIETNAM JOINT
STOCK COMPANY AT LONG BINH (AMATA) INDUSTRIAL
ZONE

Dia chi nha may:  Lé 512, dwong so 13, khu cong nghiép Long Binh (Amata),
phudng Long Binh, thanh phé Bién Hoa, tinh Dong Nai

Site address: Lot 512, street No. 13, Long Binh (Amata) industrial zone, Long
Binh ward, Bien Hoa city, Dong Nai province

Trang (Page) 1/4
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Pa duoc danh gia theo quy dinh lién quan dén viée cap Gidy chimg nhan du diéu kién [
kinh doanh duge pht hop véi cac quy dinh tai Dicu 33 Luat duge sé 105/2016/QH13 ngay
06/04/2016, Diéu 33 Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sd didu va bién phap thi hanh Luat dugc, Piéu 5 Nghi dinh sb
155/2018/ND-CP ngay 12/11/2018 cta Chinh phu vé viée sira doi, bd sung mdt sb quy
dinh lién quan dén diéu kién dau tu kinh doanh thude pham vi quan ly Nha nudc cua Bo Y
t¢ va Thong tu s6 35/2018/TT-BYT ngay 22/11/2018, Thong tu sb 12/2022/TT-BYT ngay
21/11/2022 cia B trudong B Y té quy dinh vé Thyc hanh tbt san xuat thude, nguyén lidu
lam thubc (GMP).

Has been inspected in connection with the issuance of Pharmaceutical business
license and in accordance with the national regulations at Article 33 of Pharmaceutical
Law n° 105/2016/QH13 dated 06/04/2016, Article 33 of Decree n® 54/2017/ND-CP dated
08/05/2017 of the Government, detailing some Articles and measures to implement
Pharmaceutical Law, Article 5 of Decree n® 155/2018/ND-CP dated 12/11/2018 by
Gorvernment concerning revision and addition of some stipulations on trading and
investment conditions under the state mandate of Ministry of Health and the Circular n’
35/2018/TT-BYT dated 22/11/2018, Circular n° 12/2022/TT-BYT dated 21/11/2022 by
Minister of Health on Good Manufacturing Practice for medicinal products and materials

(GMP).

Can o két qua danh gia co so san xuat duge thyc hién tir ngay 08/12/2023 dén ngay
09/12/2023, co s& san xuat néu trén duge chimg nhan dap (mg cac yéu cau vé Thuce hanh
t6t san xuét, Thuc hanh tét phong thi nghiém va Thuc hanh tét bao quan ddi voi co so san
xuat thude, nguyén lidéu lam thudc theo quy dinh tai Thong tu sb 35/2018/TT-BYT ngay
22/11/2018, Théng tu s6 12/2022/TT-BYT ngay 21/11/2022 cua Bé truong Bo Y té, phu
hop véi cac yéu ciu vé Thuc hanh t6t san xuét thude theo khuyén céo ciia Té chire Y té thé
gioi (WHO).

From the knowledge gained during inspection of this manufacturer, which was
conducted from 08/12/2023 to 09/12/2023, it is considered that it complies with the
requirements of Good Manufacturing Practice, Good Laboratory Practice and Good
Storage Practice for manufacturer of medicinal products and maiterials as laid down in the
Circular n° 35/2018/TT-BYT dated 22/11/2018, Circular n° 12/2022/TT-BYT dated
21/11/2022 by Minister of Health, which complied with the requirements of Good
Manufacturing Practice as recommended byWorld Health Organization (WHO).

Giay ching nhan nay thé hién tinh trang tuan thi GMP cua co s¢ san xuat tai thoi diém
danh gia néu trén va cé hiéu lyc khong qua 03 nam ké tir ngay danh gia gan nhat. Tuy nhién,
can cu theo nguyén tic quan 1y rui ro, thoi gian hiéu lye cia Gidy chimg nhan cé thé duoc
rit ngan hodc kéo dai va s& dugc ghi tai muc Nhimmg ndi dung han ché hoac 1am rd.

This certificate reflects the status of the manufacturing site at the time of the
inspection noted above and should not be relied upon to reflect the compliance status if
more than 03 years have elapsed since the date of that inspection. However, this period of
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validity may be reduced or extended using regulatory risk management principles by an
entry in the Restrictions or Clarifying remarks field.

GiAy chimg nhan chi c6 hiéu lyc khi thé hién diy du céc trang va bao gém ca Phan 1
va Phan 2.

This certificate is valid only when presented with all pages and both Part 1 and Part 2.

Tinh x4c thuc cua Gidy ching nhan ndy cé thé duoc xac nhan thong qua ndi dung
dang tai trén trang thong tin dién tir cua Cuc Quan Iy Dugc. Néu khong co, hay lién hé véi
Cuc Quan ly Dugce dé dugc lam rd.

The authenticity of this certificate may be verified in website of the Drug
Administration of Vietnam (DAV). If'it does not appear, please contact the DAV.

Phén 2/ Part 2 : '
HOAT DQNG SAN XUAT / MANUFACTURING OPERATIONS

Néu co so tién hanh san xuat cac san pham cé yéu cau dac biét, nhu: thubc phong xa
hodc cac san phdm chira penicillins, cephalosporins, penems, chit doc té bao/chat kim té
bao, thude chira hormon sinh duc c6 tic dung tranh thai, thudc c6 hoat chat nguy hiém
dugc néu rd déi véi timg dang san pham hodc dang bao ché.

If the company is engaged in manufacture of products with special requirements e.g.
radiopharmaceuticals or products containing penicillins, cephalosporins, penems,
cylotoxics/cytostatics, contraceptive sex hormones, potentially hazardous active ingredients,
this should be stated under the relevant product type and dosage form.

1. Thubc vé tring 1. Sterile Products J; {'@_‘&E
1.2. Thuéc tiét trang cudi 1.2. Terminally sterilised N Ly );_J
1.2.1. Thubc dang léng thé tich Ién (=100mL): 1.2.1. Large volume liquids (21OOW

Dung dich tiém truyén. Solutions for infusions. - 1
1.3. Xuéat xwéng thuéc vé trung: 1.3. Batch certification:
Tét ca cac dang thubc & myc: 1.2. All dosage forms listed in section: 1.2,

6. Dong goi 6. Packaging
6.2. Pong géi thir cap 6.2. Secondary packing

6.2.1. TAt ca cac dang thubc & muc: 1.2. 6.2.1. All dosage forms listed in section: 1.2.
7. Kiém tra chat lwgng 7. Quality control testing
7.1. Vi sinh 7.1. Microbiological

7.1.1. Do vob trung 7.1.1. Sterility test

7.1.2. Gioi han nhiém khuan 7.1.2. Microbial limit test
7.2. Héa hoc / Vit ly 7.2. Chemical / Physical
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7.3. Sinh hoc 7.3. Biological

7.3.1. Noi doc tb vi khuén 7.3.1. Test for Bacterial Endotoxins

Ngay (day) 29 thang (month) 03 nam (year) 2024
CUC TRUONG

Director-General

Vii Tuén Cuing
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TATCA +

Aminoleban

aminoleban

3 s0
H SENHC GPLH/GPNK

Mdi 200ml dung dich chira: L-

Cysteine. HCl.H20 {twrong duwrong L-
Cysteine) 0,08q (0,060); L-Methionine 0,2
gam; Glycine 1,8q; L-Tryptophan 0,14g; L-
Serine 1g; L-Histidine HCl.H20 (twrong
dwong L-Histidine) 0,64g (0,47); L-
Proline 1,6g; L-Threonine 0,9g; L-
Phenylalanine 0,2g; L-Isoleucine 1,8q; L-
Valine 1,68q; L-Alanine 1,5q; L-
Arginine HCI {twrorng dwrorng L-Arginine)
1,460 (1,21); L-Leucine 2,2g; L-Lysine HCI
{twrong duwrong L-Lysine) 1,529 (1,22)

TRA CU'U GIA THUOC

0,08 g (0,06
g9:02g18¢;
014qg;1g;
0,64 q (0,47);
160g,090g;
0,2g;180;
1,68qg;1,5q,
1,46 9(1,21);
220,152¢g
(1,22)

VD-36020-22

e + 0@

Dung

dich tiém  Thing
truyén 20 ti x
tinh 500 ml
mach

Tai

GIA BAN
BUGN DU
KIEN
(VND)
(VAT)

GIA BAN LE DU
KIEN (THEO BE
XUAT cuA
DOANH NGHIEP)
(VND) (VAT)

Cdng ty Cdng ty
CA Phin A phin
Duroc n durgc
- Viet 5
176,654 Pham pham K
Otsuka Otsuka
viet viet
Nam Nam

15 v | Ban ghi m6i trang

Hién thi tir 1 dén 8/8 bén ghi (&



DUGC PHAM

cOPHAN  \Z\\

3 | PAPHEDUYRT Z}Z/ f—
Y gm{,nl Z{ /. ./l// 24&

N;’mﬁ bao by ‘ﬂdqodz (Ahar #%mg 90 g 300 mL )

5 91 ;'xn Y DU )c

_§32, 7/ ) -@,Q

Nha san xuét:
Coéng ty Cé phdn Dwgc phdm Otsuka Viét Nam
o Chi nhanh Céng ty cé phan dwoc phdm Otsuka Viét Nam
e Otsuka tiknu cdng nghiép Long Binh (Amata), dia chi: L6 512,
dwong sb 13, Khu coéng nghiép Long Binh (Amata),

The t P i ini iti
© Best Partner n Clnical Nutiton_ 1 vmg Long Binh, thanh phd Bién Haa, tinh Bdng Nai.

Thuéc ké don

* Aminoleban

Dung djch 8% acid amin truyén tinh mach

danh cho bénh ly gan

Thanh phén:

M&i 200 mL dung dich c6 chira:

L-Arginine.HCI 1,46 g L-Tryptophan 0,14 g
L-Histidine .HCI.H,O 0,649 L-Leucine 220g
L-Methionine 0,20g L-Isoleucine 1,809
L-Phenylalanine 0,20 g L-Proline 1609
L-Threonine 090g L-Serine 1,00 g
L-Valine 1,684 L-Alanine 1,509
Glycine 1,809 L-Cysteine.HCI.H20 0,08 g
L-Lysine.HCI 1,52 g Nwéc pha tiém v.d. 200 mL

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

Quy cach déng géi: Thung 20 tai 200 mL

Béo quan thuéc: O nhiét do duoi 30°C

Tiéu chudn chét lwgng: TCCS

Sé ding ky:

DE XA TAM TAY TRE EM. S6 16 san xuét:
POC KY HUONG DAN SU’ DUNG Ngay san xuét:
TRUOC KHI DUNG. Han sir dyng :

Sé seri

200mL [NHIWAD .

8938512411095

| BOY TE W—//Ifj,[w & %01ﬂ~.7/)/)
? v g
|



AMINOLEBAN
_/

—, T e e s ey SR R
S616 san xuét :
Ngay san xuét :

<H0mL, - gy -

11095

L

R
- Aminoleban -

Dung djch 8% acid amin truyén tinh mach
danh cho bénh ly gan

=== 100 M&i 200 mL dung dich c6 chira: 100w
L-Arginine.HCI 146g L-Tryptophan 0,14g
L-Histidine.HCI.H,00,64 g L-Leucine 2,209
L-Methionine 020g L-soleucine 1,80g
L-Phenylalanine  0,20g L-Proline 1,60g
L-Threonine 090g L-Serine 1,00g
L-Valine 168¢g L-Alanine 150g

== 50 Glycine 180g L-Cystelne.HCL.H,0 0,08g 50 wes
L-Lysine.HCI 152g

Chi djnh, cach diing, chéng chi djnh va c4c théng tin khac:
D4 nghj xem t& hwéng din sir dyng kém theo

Biio quan: & nhigt ap duéi 30°C

DE XA TAM TAY TRE EM

BQC KY HUONG DAN SU DYNG TRUOC KHI DUNG

Nha san xudt :

Cang ty Cé phiin Durge phim Otsuka VIgt Nam
L4 512, Bueng 13, Khu Céng Nghi¢p Long Binh (Amata),
P. Long Binh, TP. Bién Hoa, Tinh Ddng Nai, Viét Nam

200 mL

G

&/

&
v
&
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| DUQC PHAM |,
\ OTSUKA

VIET NA

Nhan boe be n;odz (nhan ﬁ%y\ 0hu 510 ml)

W
Nha san xuét:

Coéng ty Cé phdn Dwgc phdm Otsuka Viét Nam
Chi nhanh Céng ty cé phan dwgc phdm Otsuka Viét Nam
tai Khu cdng nghiép Long Binh (Amata), dia chi: L6 512,
duwong sb 13, Khu céng nghiép Long Binh (Amata),
phwéng Long Binh, thanh phé Bién Hoa, tinh Déng Nai.

e Otsuka

The Best Partner in Clinical Nutrition
Thuéc ké don

*Aminoleban

Dung dich 8% acid amin truyén tinh mach

danh cho bénh ly gan

Thanh phén:

M&i 500 mL dung dich c6 chira:

L-Arginine.HCI 3659 L-Tryptophan 0359
L-Histidine.HCI.H,0O 1609 L-Leucine 5509
L-Methionine 0,50¢g L-Isoleucine 45049
L-Phenylalanine 0,509 L-Proline 4009
L-Threonine 225¢g L-Serine 250¢9
L-Valine 4209 L-Alanine 375¢g
Glycine 4509 L-Cysteine.HCI.H20 020g
L-Lysine.HCI 380g¢g Nwéc pha tiém v.d. 500 mL

Chi djnh, chéng chi dinh, cach dung va céac théng tin khac: D& nghj xem
to hwéng dan st dung kém theo.

Quy cach déng g6i: Thung 20 tGi 500 mL

Béao quan thuébc: O nhiét d6 dwéi 30°C

Tiéu chudn chét lwgng: TCCS

Sé ding ky:
DE XA TAM TAY TRE EM. S6 16 san xuét:
DQC KY HUONG DAN SU’ DUNG Ngay san xuét: B
TRUOC KHI DUNG. Han str dyng :
Sé seri

500 mL -

IR ...

8938512411101




$6 16 san xudt :

Ngay san xuét :

500 m L Han st dyng

879385 1
B Ammoleban i
== 400 Dung djch 8% acid amin truyén tinh mach 400 =
danh cho bénh Iy gan
w=a =
M&i 500 mL dung dich cé chira:
= 300 L-Arginine.HCI 3,65g L-Tryptophan 0,35g 300 =
L-Histidine.HCLH,0 1,60g L-Leucine 5509
L-Methlonine 0,50g L-soleucine 4,509
=
L-Phenylalanine 0,50g L-Proline 4,009
L-Threonine 2,25g L-Serine 2,50g
=== 2()() L-Valine 4,209 L-Alanine 3,759 200 ===
Glycine 4,50g L-Cysteine.HCLH,0 0,20 g
L-Lysine.HCI 3,80g
== =
Chi dinh, chéng chi dinh, cach diing va cac théng tin khac:
=100 Dé nghi xem t& hwwéng dan sir dung kém theo 100 ===
Bao quan: & nhiét 4§ dwoi 30°C
DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUG'C KHI DUNG
Nha san xuét :
Cadng ty Cé phin Dwoc phdm Otsuka Viét Nam
L6 512, Buwéng 13, Khu Coéng Nghiép Long Binh (Amata),
.. P.Long Binh, TP. Bién Hoa, Tinh Péng Nai, VigtNam |
T T
1 1 ! | ~

—

500 mL




) Huong dan sir dung thudc
Thuéc nay chi ding theo don thuoc
Doc ky huong dan sir dung trude khi dimg
Néu can thém théng tin xin héi y kién Bdc st
Dé xa tam tay tré em

R .

e 9

Dung dich 8% acid éthin truyé‘n’ tinh’ mach ;Idnh cho bénh ly gan

THANH PHAN:
Thanh phan . Thi200mL | Tai 500 mL

Thanh phin dwoc chat:
L-Arginine.HCI 1,46 g 3,65¢g
(twong duong L-Arginine) (1,21 g) (3,02 g) /Z(/
L-Histidine. HCL.H20 0,64 ¢g 1,60 g
(twong dwong L-Histidine) (0,47 g) (1,18 g)
L-Methionine 0,20 g 0,50 g
L-Phenylalanine 0,20 g 0,50 g
L-Threonine 0,90 g 225¢g
L-Valine 1,68¢ 420 ¢
Glycine 1,80 g 450¢g
L-Lysine.HCI 1,52 ¢ 3,80 g
(twong dwong L-Lysine) (1,22 g) (3,04 g)
L-Tryptophan 0,14 ¢ 0,35 ¢
L-Leucine 220 g 5,50 g
L-Isoleucine 1,80 g 450¢g
L-Proline 1,60 g 4,00 g
L-Serine 1,00 g 250¢g
L-Alanine 1,50 g 3,75 g
L-Cysteine. HC1.H,0 0,08 g 0,20 g
(twong dwong L-Cysteine) (0,06 g) (0,14 g)
Thanh phan ta dwoc:
Sodium bisulfite 0,06 g 0,15¢g
Sodium hydroxide 0,07 g 0,175 ¢
Nudc pha ti€ém vira di 200 mL | vua du 500 mL

Tong lugng acid amin 8% (w/v)

Luong acid amin phan nhanh (BCAA)* 35,5% (w/w)

Ty 1€ Fisher* 37,05

Ty 1& Acid amin thiét yéu / Acid amin khong thiét yéu 1,09

(E/N)*

Na* Khoang 14 mEq/L

Crl Khoang 94 mEq/L

Ap suét thdm thau Xap xi 3 lan so voi NaCl

0,9%

*Ti 1€ phén tir cta (valine + leucine + isoleucine) / (tyrosine + phenylalanine)
*Branched-chain amino acid: BCAA
*Essential amino acid / Non-Essential amino acid: E/N
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DANG BAO CHE: Aminoleban la mot dung dich tiém truyén tinh mach vo khuan, trong sudt.
khong mau, khong c6 tiéu phan nhin thdy duoc bang mét thuong.

QUY CACH PONG GOI: Thing 20 ti 200 mL hogc 500 mL.
CHi PINH:

Piéu trj bénh ly ndo do gan & nhitng bénh nhan suy gan man tinh.
CACH DUNG, LIEU DUNG:

Lleu dung thong thuong 6 ngudi l6n 1a 500-1000 mL dung dich Aminoleban cho mdt lan tiém
truyén bing cach truyén nho giot.

Téc do truyén thong thuong qua hé thdng tinh mach ngoai bién 1a 1,7-2,8 mL/phut ¢ ngudi 16n
(tuong duong vai 3-5 gio cho 500 mL).

Trong dinh dudng tinh mach toan phan, 500-1000 mL dung dich Aminoleban nén duoc két hop
v6i glucose hogc mot dung dich twong hop khéc truyén trong vong 24 gid thong qua hé thong tinh
mach trung tam.

Liéu dung nén duoc diéu chinh theo tudi tac, triéu ching va can ning cua bénh nhan.
CHONG CHi PINH:

Suy than nang (trir bénh nhan co thAm phan, loc mau).

Bt thuong vé chuyén héa acid amin do cac nguyén nhan khac ngoai gan.

Suy tim ndng. 7V
R&i loan chuyén hoa nudc va dién giai. |
CANH BAO VA THAN TRONG KHI DUNG THUOC:

CAn than trong khi sir dung Aminoleban trong nhitng trudng hop sau:

- Bénh nhan nhiém toan ning.
- Bénh nhan suy tim xung huyeét.
- Bénh nhan suy nhugc va mat nuéc ndng.

- Bénh nhan dang sir dung céc dung dich dién giai hosic Aminoleban liéu cao can kiém soat can
bing chat dién giai do Aminoleban chtra 14 mEq/L Na* va 94 mEq/L CI-.

- Suy than ning, ting nito mau c6 thdm phan hogc loc mau.

(Trén bénh nhan suy than ning c6 loc mau hogc thdm phan, lugng ure,.v.v.da loai bo va tich [ay
la khac nhau phu thudc vao phuong phap loc mau va tinh trang 1am sang ctia bénh nhan. Can kiém
tra can than tinh trang 1am sang cua bénh nhén dya trén danh gia sinh hoa mau, can bing axit —
bazo, can bang dich trong co thé, .v.v. dé quyét dinh tiép tuc hay ngirng dung thudc.)

LUU Y KHI SU DUNG:
*Trueoc khi sir dung:
- Dé giam thidu nguy co nhim khuén, can tién hanh nhitng bién phap tit tring thich hop.

- Dung dich can duoc lam 4m dén nhiét d6 gan twong tu nhu nhiét do co thé trudce khi truyén cho
bénh nhan trong maoi trudong lanh.

*Trong khi sir dung:

- Truyén chdm thong qua hé thdng tinh mach.

- Khi c6 d4u hiéu dau mach nén thay ddi vi tri tiém truyén hodc ngimg viéc tiém truyén.
LUU Y KHAC:
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- Sir dung dung dich ngay sau khi mé bao bi ngodi, loai b6 phan dung dich khong sir dung hét.

- KHONG SU DUNG nhitng san phdm cé bao bi ngodi bi rdch, tii dich ¢6 16 ro, doi mau héde
van duc.

- Dam kim vao miit cao su tai vi tri ddnh ddu vong tron theo phuong thing dimg. Néu miit cao su
khong duoc dam thing theo phwong thing dieng, kim cé thé xuyén qua cé tii nhuwa va gdy ra
ro ri dich.

- KHONG TRUYEN tiii dich theo kiéu ndi 1iép truée sau qua I ong néi.
- Vach chia thé tich trén tiii dich c6 thé khéng chinh xdc. Hay sir dung ching nhir nhitng go'i y.
SU DUNG G NGUOI LON TUOI:

Nguoi 16n tudi thudng c6 suy giam céc chirc nang sinh ly, viéc giam lidu, giam tdc do truyén va
theo ddi can than 1a can thiét & cac bénh nhan nay.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU: Cin than trong khi sir dung
cho phu nir ¢6 thai.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua c¢6 bang chiig vé& anh hudng cua thude 1én kha ning l4i xe, van hanh may moc.
TUONG TAC VOI CAC THUOC KHAC: Chua c6 dit liéu duoc ghi nhan.

TUONG KY:

Tinh chit hoa Iy cia Aminoleban c6 thé thay dbi (c6 thé xudt hién két taa) khi két hop véi cac
thubc sau:

- Céc thube bén viing trong moi truong kiém. %M
- Céc thudc khong tan trong nudc.
KHONG NEN sir dung dung dich, néu c¢6 cac déu hidu nay.

Pé giam thleu tdi da nguy co xdy ra tuong ky, khi phdi hop dung dich nay véi cac thuoc khéc, nén
kiém tra d6 van duc va chit két tia ctia dung dich ngay sau khi phdi hop, trude khi truyén va kiém
tra dinh ky trong suét qua trinh tiém truyén.

TAC DUNG KHONG MONG MUON:
(1) T4c dung khéng mong mudn cé ¥ nghia lam sang:
1) Ha dwong huyét (Tan suit chwa rd):
Ha dudng huyét c6 thé xay ra. Néu bénh nhan c6 biéu hién ha duong hqyét, nén truyén
glucose qua tinh mach ngay lap tic. Bén canh d6, nhitng bénh nhan nay can dugc quan ly
dinh dudng phu hop.
2) Ting ammoniac mau (Tén suit chwa rd):
Téng ammoniac mau da dugc ghi nhén. Néu béph nhan cé biéu hién téang ammoniac mau
trong khi truyén Aminoleban, nglrng tiém truyén cac san pham cé ngudn nito, bao gom
Aminoleban va ap dung céc bién phép thich hop.
(2) Tdc dung khong mong mudn khac:
Néu cac tac dung khong mong mudn duoc quan sat thiy, ngimg tiém truyén va diéu tri thay
thé véi phurong phap thich hop.

Thc dung Tén suit
: Chwa ro 0,1% —<5% <0,1%
Phan ing qua man | [Phat ban v.v...]
Tiéu hoa Budn ndn, non, v.v...
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[Pau nguc, danh
trbng nguc, v.v...]
Tang amoniac mau
thodng qua v.v...

[Toan hod]

Tim mach

Chuyén hod

Liéu 16n va truyén
nhanh
Khac [Rét run, sot] Pau mach, dau dau

[]: Téc dung khong mong mudn thong thudng véi céc dung dich acid amin
(Drug Efficacy Reevaluation, Part 15, 1979, Japan),
Théng bdo cho Bdc st nhitng tdc dung khong mong mudn gap phai khi sir dung thuoc.
QUA LIEU VA CACH XU TRi:
Cac chét chuyén hoa ctia acid amin bj giir lai, c6 thé 1am x4u di tinh trang 1Am sang ctia bénh nhan.

Néu c6 kha ndng xay ra qua liéu, nén danh gié lai tinh trang bénh nhén va &p dung céc bién phap
diéu tri thich hop.

PAC TINH DUQC LUC HQC:

Khi truyen tinh mach Aminoleban cho cdc bénh nhén néo gan do bénh gan man tinh, Aminoleban
lam cai thién nhanh phan d6 hén mé (Chi s dénh gia sy roi loan ciia y thic) va giam nhanh nong
d6 amoniac trong mau.

Aminoleban lam cai thién chirc nang tdm than kinh, dugc danh gia bang hoat dong viét, v&, run
vy, thtr nghiém ndi s, dinh huéng va tinh toan ciing nhu két qua dién ndo do.

Hiéu qua ctia Aminoleban trén bénh ly ndo gan trong céc nghién ctru lam sang dugc téng két trong
bang dudi day:

Hoan cénh lim sang Ti 1€ cai thién* f/
Bénh ndo do xo gan 73,3%(198/270)
Bénh ndo do ung thu té bao gan, HCC 62,2%(56/90)
Bénh ndo do nguyén nhan khac 62,5%/(5/8)
Téng cong 70,4%(259/368)

* Sw cai thién cé y nghia, hodc gidi quyét hoan toan sw réi loan y thitrc, hodc cai thién 1 hay nhiéu hon
1 phdn dg hon mé.

PAC TINH DUQC PONG HOQC: (Tai liéu tham khao trén chudt)

Céc acid amin danh déu bang 14Carbon trong cong thiic ciia Aminoleban-dugc phan b hau nhu
toan bd co thé sau khi truyén tinh mach trén chudt. Sau 6 gio, 50- 70% acid'amin ‘da tham gia vao
qué trinh phan doan protem Ti 1€ acid amin phan nhanh so véi atid amin toan phén. dat cao nhét
trong ndo. Trong vong 72 gid, liéu sir dung dugc thai trir 41,7% trong khl tho‘ ra, 5,9% trong nudc
tiéu, va 2,6% trong phan. .

PIEU KIEN BAO QUAN: Bao quan noi khd mat, nhiét do khong qua 30°C
TIEU CHUAN: TCCS :

HAN SU DUNG: 24 thang ké tir ngay san xuat.

NHA SAN XUAT:

Céng ty Cé phin Dugc phim Otsuka Viét Nam

® Chi nhénh Cong ty Cb phin Dugc phim Otsuka Viét Nam tai Khu cong
Otsu ka nghiép Long Binh (Amata), dia chi: L6 512, dudng s6 13, Khu cong nghiép
i ’ Long Binh (Amata), phudng Long Binh, Thanh phd Bién Hoa, Tinh Ddng
Nai.
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TATCA ~ VD-36020-22

Tra clru nang cao v

Tim thay 15 két qua nguyén ligu lam thudc theo tir khda VD-36020-22...

# SO GPLH NGAY HET HAN TEN NGUYEN LIEU
1 VD-36020-22 () 21/12/2027 L-Alanine

2 VD-36020-22 () 21/12/2027 L-Isoleucine

3 VD-36020-22 () 21/12/2027 L-Phenylalanine

4 VD-36020-22 () 21/12/2027 L-Cysteine.HCI.H20

5 VD-36020-22 () 21/12/2027 L-Serine

6 VD-36020-22 () 21/12/2027 L-Tryptophan

https://dichvucong.dav.gov.vn/congbonguyenlieu/index

Cuc Quan ly Dugc-Bo Y té

TRA CU'U NGUYEN LIEU LAM THUOC

PHAN LOAI TIEU CHUAN €O’ SG SAN XUAT NGUYEN LIEU
» Shanghai Kyowa Amino Acid Co.,
Dwgc chat USP 41
Ltd.
» Shanghai Kyowa Amino Acid Co.,
Dwoc chat JP 17
Ltd.
» Shanghai Kyowa Amino Acid Co.,
Dwoc chat USP 41
Ltd.
. Kyowa Hakko Bio Co., Ltd. (Hofu
Dwoc chat USP 41
Plant)
» Shanghai Kyowa Amino Acid Co.,
Dwoc chat USP 41
Ltd.
. Kyowa Hakko Bio Co., Ltd. (Hofu
Dwoc chat JP 17

Plant)

NU'GC SAN XUAT
NGUYEN LIEU

CHINA

CHINA

CHINA

Japan

CHINA

Japan

Q TiM KIEM C PATLAI

DIA CHi CO' SG SAN XUAT NGUYEN PHAI CAP PHEP
LIEv NHAP KHAU

12
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Cuc Quan Iy Dwgc-Bo Y té

21/12/2027

21/12/2027

21/12/2027

21/12/2027

21/12/2027

21/12/2027

21/12/2027

21/12/2027
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20 v

Glycine

L-Arginine.HCI

L-Threonine

L-Proline

L-Histidine.HCI.H20

L-Lysine.HCI

L-Leucine

L-Valine

L-Methionine

Ban ghi hién thi

https://dichvucong.dav.gov.vn/congbonguyenlieu/index

Dwgc chat

Dwoc chat

Dwoc chat

Dugc chat

Dugc chat

Dwoc chat

Dwoc chat

Dwoc chat

Dwgc chat

Cuc Quan ly Dugc-Bo Y té

USP 41

USP 41

USP 41

USP 41

JP 17

USP 41

JP 17

JP 17

JP 17

Kyowa Hakko Bio Co., Ltd. (Hofu
Plant)

Shanghai Kyowa Amino Acid Co.,
Ltd.

Shanghai Kyowa Amino Acid Co.,
Ltd.

Shanghai Kyowa Amino Acid Co.,
Ltd.

Shanghai Kyowa Amino Acid Co.,
Ltd.

Shanghai Kyowa Amino Acid Co.,
Ltd.

Shanghai Kyowa Amino Acid Co.,
Ltd.

Shanghai Kyowa Amino Acid Co.,
Ltd.

Kyowa Hakko Bio Co., Ltd. (Hofu
Plant)

Japan

CHINA

CHINA

CHINA

CHINA

CHINA

CHINA

CHINA

Japan

Hién thi tir 1 dén 15/15 ban ghi

v
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CONG TY CO PHAN DUQGC PHAM OTSUKA VIET NAM

Otsuka L6 512, Buong 13, Khu cong nghiép Long Binh (AMATA),

Dién thoai: 0251 3686500

Phuong Long Binh, Tp. Bién Hoa, Tinh Pong Nai

Fax: 0251 3686504
S6: CoA-AMATA/FG/003.23

PHIEU KIEM NGHIEM

1. Théng tin sin phim

Tén san pham: Aminoleban - 500 mL Dang bao ché: Dung dich tiém truyén tinh mach
M3 s6 san phdm: ALSVN S6 16: A3A03
Ngay san xuit: 09.01.2023 Han dung: 09.01.2025
Tiéu chuan kiém nghiém: Tiéu chuin co s&
2. Kétqua
STT Chi tiéu Tiéu chuin Két qua
, Dung dich trong sudt, khong mau, khong cé
LMot tiéu ﬁha‘m nhin tiéy bing mégt thuong e Dat
Dinh tinh
- Sodium Duong tinh Duong tinh
- Chloride Duong tinh Duong tinh
- Bisulfite Duong tinh Duong tinh
- L-Cysteine. HCL.H20 Duong tinh Duong tinh
- L-Serine Duong tinh Duong tinh
- Glycine Duong tinh Duong tinh
- L-Histidine. HC1.H2O Duong tinh Duong tinh
- L-Arginine.HCl Duong tinh Duong tinh
2 |- L-Threonine Duong tinh Duong tinh
- L-Alanine Duong tinh Duong tinh
- L-Proline Duong tinh Duong tinh
- L-Valine Duong tinh Duong tinh
- L-Methionine Duong tinh Duong tinh
- L-Lysine.HCI Duong tinh Duong tinh
- L-Isoleucine Duong tinh Duong tinh
- L-Leucine Duong tinh Duong tinh
- L-Phenylalanine Duong tinh Duong tinh
- L-Tryptophan Duong tinh Duong tinh
3 |pH 5,0-7,0 Dat (5,84)
Céc tiéu phan
4 | C& tiéu phan > 10 pm Khong qué 25 tiéu phan/mL Pat (0)
C& tiéu phan > 25 um Khong qua 3 tiéu phan/mL Pat (0)
5 | Thé tich > 500 mL Pat (511 mL)
D0 tinh khiét
6 |- Kim loaining Am tinh Dat
- St <100 ppb Dat
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‘s Otsuka

CONG TY CO PHAN DUGC PHAM OTSUKA VIET NAM

L6 512, Buong 13, Khu cong nghiép Long Binh (AMATA),
Phuong Long Binh, Tp. Bién Hoa, Tinh Pong Nai

Dién thoai: 0251 3686500 Fax: 0251 3686504
S6: CoA-AMATA/FG/003.23

PHIEU KIEM NGHIEM

1. Théng tin sin phim

Tén san phdm: Aminoleban - 500 mL

Dang bao ché: Dung dich tiém truyén tinh mach

Mi s6 san phdm: ALSVN

S6 16: A3A03

Ngay san xuét: 09.01.2023

Han dung: 09.01.2025

Tiéu chuan kiém nghiém: Tiéu chuin co s&

2. Két qua

STT Chi tiéu Tiéu chuén Két qua

Dinh lugng
- Sodium bisulfite <120,0% Dat (100,31%)
- Tdng chloride 90,0% - 110,0% Dat (100,15%)
- L-Cysteine. HCI1.H,O 92,0% - 108,0% Dat (102,19%)
- L-Serine 92,0% - 108,0% Dat (100,30%)
- Glycine 92,0% - 108,0% Dat (100,77%)
- L-Histidine. HC1.H,O 92,0% - 108,0% Pat (101,48%)
- L-Arginine.HCI 92,0% - 108,0% Dat (100,14%)

. L L-Threonine 92,0% - 108,0% bat (101,18%)
- L-Alanine 92,0% - 108,0% Dat (100,49%)
- L-Proline 92,0% - 108,0% Dat (100,41%)
- L-Valine 92,0% - 108,0% Dat (100,52%)
- L-Methionine 92,0% - 108,0% Dat (100,82%)
- L-Lysine.HCI 92,0% - 108,0% Dat (100,16%)
- L-Isoleucine 92,0% - 108,0% Dat (100,50%)
- L-Leucine 92,0% - 108,0% Dat (100,36%)
- L-Phenylalanine 92,0% - 108,0% Dat (102,74%)
- L-Tryptophan 92,0% - 108,0% bat (99,14%)

8 | Do vo khuén Khéng c6 su phét trién cua vi sinh vat Dat

9

Noi doc t6 vi khuan

<0,5 EU/mL

Dat (< 0,03 EU/ mL)

Keét ludn: L6 san pham dat tiéu chuén theo tiéu chuan co sé.

Dong Nai, 03.02.2023
Quan ly kiém tra chat lwgng

Vinh An
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