BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic

sé: Y95 /QLD-BK Ha Ngi, ngay 1 thang } nam 2017
V/v thay d6i cach ghi dia chi co
s& dang ky, san xuét, mAu nhin,
t& huéng dan str dung, cap nhat

tiéu chun nguyén liéu

Kinh gtri: Céng ty TNHH MTV Duoc phdm DHG.
Dia chi: L6 B2-B3, KCN Tan Pha Thanh- giai doan 1, xd Tan Pht Thanh,
huyén Chau Thanh A, Tinh Hau Giang.

Ngay 10/10/2016, Cuc Quan ly Dugc nhin dugc don ding ky thay do6i dé
ngay 29/9/2016 va cic tai li€u c6 lién quan cia cong ty (sb tlep nhin
1517/TPTN) vé viéc thay ddi cach ghi dia chi co s& dang ky, san xuit, mau
nhan, t& hudng dan str dung, cép nhét tiéu chuan nguyén liéu déi véi thube san
Xuét trong nudc da duge cap s0 dang ky luu hanh;

Cén cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cta B truong Bo
Y té quy dinh viéc dang ky thuoc Thong tu sb 06/2016/TT-BYT ngay
08/03/2016 ctia B truéng B Y té quy dinh ghi nhan thudc;

Cin cr Bién ban tham dinh hé so thay d6i/bd sung cta cong ty, Cuc Quéan
Iy Duoc ¢6 ¥ kién nhu sau:

Poéng y dé cong ty duoc thay d6i cach ghi dia chi co s ding ky, san Xudt,
mau nhan, t& huéng dan st dung, cap nhat tiéu chuén nguyén lidu ddi véi thude
Glumeron 30 MR, sb ding ky: VD-25040-16.

1. Thay d6i cach ghi dia chi co s& ding ky, san xuat (Cong ty TNHH
MTV Dugc pham DHG):

- Dia chi da duyét: L6 B2-B3, KCN Tan Pha Thanh- giai doan 1, huyén
Chau Thanh A, Tinh Hau Giang.

- Dia chi méi: Lo B2-B3, KCN Tan Phu Thanh- giai doan 1, x& Tan Phu
Thanh, huyén Chau Thanh A, Tinh Hau Giang.

2. Thay d6i mAu nhan, t& huéng dan st dung, cdp nhat tiéu chuin nguyén
liéu:

- MAu nhén, hudng dan sir dung méi va bang so sanh tiéu chuén nguyén
liéu trudc va sau khi thay dbi duge dong d4u xac nhén cua Cuc Quén ly Dugc
kém theo Cong van nay.

Ngoai ndi dung dugc thay ddi trén, tat ca cac noi dung khic giir nguyén
nhu hd so ding ky thude luu tai Cuc Quén ly Dugc.

Cong ty dang ky, nha san xuét phai chiu trich nhiém vé chit lugng d6i
véi thube luu hanh trén thi truong, ndi dung ghi trén nhén thudc, quy dinh vé s

hiru tri tué lién quan dén nhan hiéu hang hoé cua thudc va cé trach nhiém théng
b4o su thay dbi ndy dén cac co quan lién quan va khach hang.



Sau 03 thang ké tir ngdy ky cong van nay, cong ty khong duoc san Xuét
thudc trén véi ndi dung cii da dé nghi thay dbi.

Cuc Quan 1y Dugc thong béo dé cong ty biét va thuc hién dung cac quy
dinh ctia Viét Nam vé luu hanh thude./.

Noi nhén: KT CUC TRUONG
- Nhur trén; P 0
- Luu: VT, bK (Ng).

NEuyén Tat Dat



* Nhan trén vi 20 vién:

BOYTE j [ TRACH NAEMHUU
» . MOT THANH VIEN
CUCQUANLYDUGC | \%\ oiscoriu
DA PHE DUYET ‘
TD/BS ngdy ..2&. théng .2f... nim Z@’L}/G
(theo cong van . SX95.../QLD-DK) Gliclazid 30 mg [VIIR

GLUMERON 30
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* Nhan trén hop 05 vi x 20 vién:

WOTTHANH VIEN
DUGC PHAM

HUGC BAN THEO BON GMP - WHO

GLUMERON 30

Gliclazid 30 mg M R
DIEU TRI DAl THAO DUOGNG TYP 2

HOP 5 Vi x 20 VIEN NEN GIAI PHONG CO KIEM SOAT DHG PHARMA

Gliclazid 30 mg

DIEU TRI DAl THAO DUONG TVP 2

GLUMERON 30

sl BE XA TAM TAY TRE EM. S

Gliclazid .......ooovooooee BIEU KIEN BAO QUAN: NOI KHO,
NHIET D) KHONG QUA 30°C, TRANH ANH SANG.
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SN CHI TIEU CHAT LUQNG TRUOC VA SAU KHI THAY POI

 Characteristics | EP6 . - EEs.
Appearance White or almost white v

powder.
Solubility Practically  insoluble in v

water, freely soluble in
methylene cloride, sparingly
soluble in acetone, slightly

soluble in ethanol 96%. W

Identification: IR Conforms A7 v
Related substances: v
- Impurity F NMT 0,1% v
- Unspecified impurities NMT 0,1% v
- Sum of impurities other NMT 0,2% v
than F

Impurity B NMT 2 ppm v
Heavy metals NMT 10 ppm v
Loss on drying NMT 0,25% v
Sulfated ash NMT 0,1% v
Assay (calculated on the 99,0% - 101,0% v

dried substances)




White to slightly off-white,
fibrous or granular powder.
Swells in water and produces
a clear to opalescent,

viscous, colloidal mixture.

Solubility Insoluble in  dehyrated v
alcohol, in ether, and in
chloroform.

Identification: A, B, C, D, E | Conforms v

Residue on ignition NMT 1,5 % 4

Heavy metals NMT 20 ppm 4

pH 5,0-8,0 JV

Loss on drying NMT 5,0 % %

Viscosity:

- Types of less than 600 NLT 80 % and NMT 120 % v

mPaS of that stated on the label

- Types of 600 mPaS or NLT 75 % and NMT 140 % v

higher of that stated on the label

Assay (calculated on the See the table in the v

dried basis) monograph.




USP 34 USP 36
Very fine, light, white 4
powder, slippery to touch.
Solubility Insoluble in water, in v
alcohol, and in ether.
Identification: A, B Conforms v

Microbial contamination:
- TAMC

<1000 cfu/g

Limit of cloride

Maximum 0,1 %

v

-TYMC <500 cfu/g v

- E. coli Absence v

- Salmonella Absence v
Acidity or alkalinity Conforms % / v
Loss on drying NMT 6,0 % v
Specific surface area Conforms | v
v

v

Limit of sulphate Maximum 1,0 %

Lead Maximum 10 ppm v

Cadmium - Maximum 3 ppm
Nikel - Maximum 5 ppm

Relative content of stearic
acid and palmitic acid

- Stearic acid in the fatty
acid fraction: NLT 40%.

- Sum of stearic acid and
palmitic acidin the fatty
acid fraction: NLT 90 %.

v

Assay (on dried basis)
- Titration

4,0 % - 5,0 % of Mg




N




SR

DUOC PHAM

(on the ignited substance)

4 o USP36 USE 37
Light, white, nongritty v
powder of extremely fine
particle size (about 15
nm).

Solubility Soluble in hot solutions of v
alkali hydroxides;
insoluble in water and in
acid (except hydrofluoric).

Identification: A, B Conforms v

pH 3,5t05,5 v

Loss on ignition NMT 2,0 % v

Arsenic NMT 8 ppm & 8%

Loss on drying NMT 2,5 % v

Assay of SiO, 99,0 % - 100,5 % v







