
BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM 
CUC QUAN LY DUQC Doc lap - Tu do - Hanh phic 

So: $¥95 /QLD-DK Ha Noi, ngay 14 thang 4 ndm 2017 
V/v thay d6i cach ghi dia chi co 
so dang ky, san xuat, mau nhan, 
to huéng dn six dung, c4p nhat 

tiéu chuan nguyén liéu 

Kinh gti: Cong ty TNHH MTV Duogc pham DHG. 
Dia chi: L6 B2-B3, KCN Tan Phi Thanh- giai doan 1, x4 Tan Pht Thanh, 

huyén Chau Thanh A, Tinh Hau Giang. 

Ngay 10/10/2016, Cuc Quan ly Duge nhan duge don dang ky thay déi dé 
ngay 29/9/2016 va cdc tai ligu c6 lién quan cla céng ty (sé tiép nhan 
1517/TDTN) vé viée thay déi cach ghi dia chi co so dang ky, san xuat, mau 
nhan, to hudng dan str dung, cap nhat tiéu chuan nguyén liéu d6i véi thudéc san 
xuat trong nuéc da duge cap so dang ky luu hanh; 

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua BO truéng BO 
Y té quy dinh viéc dang ky thude; Théng tu sé 06/2016/TT-BYT ngay 

08/03/2016 cia B6 truéng BO Y té quy dinh ghi nhan thudc; 

Can ctr Bién ban tham dinh hé so thay déi/bé sung cua céng ty, Cuc Quan 
ly Dugce co y kién nhu sau: 

Ding y dé cong ty duge thay d6i cach ghi dia chi co sé dang ky, san xuat, 

mau nhdin, to huong dan sir dung, cap nhat tiéu chudn nguyén liéu déi voi thuéc 
Glumeron 30 MR, sé dang ky: VD-25040-16. 

1. Thay déi cach ghi dia chi co sé dang ky, san xuat (Céng ty TNHH 

MTV Dugc phim DHG): 

- Dia chi dé duyét: L6 B2-B3, KCN Tan Pht Thanh- giai doan 1, huyén 

Chau Thanh A, Tinh Hau Giang. 

- Dia chi mdi: L6 B2-B3, KCN Tan Phu Thanh- giai doan 1, x4 Tan Pha 

Thanh, huyén Chau Thanh A, Tinh Hau Giang. 

2. Thay déi mau nhan, td huéng dan sir dung, cAp nhat tigu chuan nguyén 
liéu: 

- Mau nhan, huéng dan sir dung moi va bang so sanh tiéu chuan nguyén 

liéu truéc va sau khi thay déi duoc déng dau xc nhan cla Cuc Quan ly Duge 

kém theo Céng van nay. 

Ngoai ndi dung duge thay déi trén, tat ca cdc ndi dung khac gift nguyén 

nhu hé so dang ky thuéc luu tai Cuc Quan ly Dugc. 

Céng ty dang ky, nha san xuat phai chiu trach nhiém vé chat lugng | déi 

véi thuéc lvu hanh trén thi trudng, néi dung ghi trén nhan thuéc, quy dinh vé sé 

hitu tri tué lién quan dén nhan hiéu hang hod cua thuéc va cé trach nhiém théng 

bdo su thay déi nay dén cdc co quan lién quan va khach hang.
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Sau 03 thang ké tir ngay ky céng van nay, cong ty khéng duoc san xuat 

thudc trén voi ndi dung cii da dé nghi thay déi. 

Cuc Quan ly Dugc thong bdo dé céng ty biét va thu hién ding cdc quy 

dinh cua Viét Nam vé luu hanh thudc./. 
Noi nha@n: KT. CUC TRUONG 
- Nhu trén; a 
- Luu: VT, DK (Ng). 

Néuyen Tat Dat
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* Nhan trén vi 20 vién: 

BO Y TE 
CUC QUAN LY DUGC 

DA PHE DUYET 

TD/BS ngdy 28. thing 22... nam 20N)-G 
(theo cong van .. 04,5... /(QLD-DK) 

MOT THANH VIEN 
DUOC PHAM 

Gliclazid 30mg JVI 

GLUMERON 30 
Gliclazid 30 mg JYIIR 

GLUMERON 30 
Gliclazid 30 mg JY} | 

GLUMERON 30 
Gliclazid 30 mg [YJ 

DHG PHARMA 

7 sé 16 SX: HD:
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* Nhan trén hép 05 vi x 20 vién: 

MOT THANH ven 

_DuIGC PHAM 
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GLUMERON 30 
Gliclazid 30 mg | 

DIEU TRI DAI THAO DUGNG TYP 2 M R | 
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HOP 5 Vix 20 VIEN NEN GIAI PHONG CO KIEM SOAT DHG PHARMA | 

a a 

7 . bE XA TAM TAY TRE EM. 
THANH PHAN: BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. 
Gliclazid ... ... 30 mg BIEU KIEN BAO QUAN: NOI KHG, 

NHIET BO KHONG QUA 30°C, TRANH ANH SANG. 
TA duge vila 1 vin 

CHI BINH - CHONG CHi BINH - San xuat tai: 
CONG TY TNHH MTV DUOC PHAM DHG 

LIEU DUNG VA CACH DUNG - L6 B2 - -B Aw cong rai Pea =a dean 
A AC: x4 Tan Phu Thanh, hi iu Thanh A, tinh Hau Gian 

CAC THONG TIN KHAC: OT: (0711) 3953454 @ Fax: (0711) 3953555 

Xin doc trong t8 huGng dan sit dung. www.dhgpharma.com.vn 
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SDK (Reg. No.): VD-25040-16 

JUNI 
Mok tem van prim $6 16 SX (Batch No): 

xin vui Keng 
© 0710. 3899000 HD —_(Exp. date): 
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NOI DUNG HUONG DAN Sif DYNG THUGC CHO CAN BO Y TE 

GLUMERON 30 
Gliclazid 30 mg 

DIEU TR! DAI THAO DUONG TYP 2 MR 

THANH PHAN CAU TAO CUA THUGG: 
Glicladld sescsccccsstericnncmmancnnmamnammnnanacnnann’ G0 MQ 

TE Cue Wile OO ss sccssscasesscwccssassvasseveecsvacvesnvsessnaasaavvergsanaeenss 1vién 
(Calci hydrophosphat dihydrat, maltodextrin, hypromellose, 

magnesi stearat, colloidal silicon dioxid) 

DANG BAO CHE: Vién nén gidi phong co kiém soat. 
DUC LUC HOC: 

Ma ATC: A10BB09 
Glumeron la thuéc tri dai théo duding véi thanh phan hoat chat 
gliclazid, thu$c nhém sulfonyluré. Tac dung chii yéu cia thudc 1a 

kich thich té bao beta tuyén tuy gidi phéng insulin. Vi vay thuéc chi 

c6 tac dung khi tuyén tuy cla ngudi bénh con kha nang san xuat 

insulin. Ngoai ra, gliclazid con lam gidm d6 thanh thai insulin 6 

gan, do dé, lam tng thém lugng hormon nay trong huyét thanh. 

DUGC DONG HOC: Gliclazid dé dang hap thy qua duting tiéu héa. 

Nédng dé dinh cia thudc trong huyét tuong dat sau khi udng khoang 

2.- 4 gid. Thudc gan két manh véi protein huyét tuong. Gliclazid 

dude chuyén héa manh 4 gan va dao thai chil yéu qua nudc tiéu. 

Thdi gian ban thai cia gliclazid MR khoang 12 dén 20 gid. 

QUY CACH BONG GOI: H6p 5 vix 20 vin. 
CHI INH: 
Diéu tri bénh dai thao duting khéng phy thudc insulin (typ 2) ma 

ché d6 &n kiéng don thudn khéng kiém soat dugc glucose huyét 

Gliclazid nén ding cho nguBi cao tudi bi dai thao dubng. 

LIEU DUNG VA GACH DUNG: 
Liéu Glumeron 30 MR phai phit hgp cho ting truting hop cu thé va 

phai dya theo lugng dudng huyét cia ngudi bénh. Can udng 

nguyén vién thuéc, khéng nhai, khong nghién vién trudc khi uéng. 

Liéu khdi déu khuyén céo: 1 vién Glumeron 30 MR/ ngay, ké ca 

bénh nhan trén 65 tudi, diéu chinh tang liéu néu c4n, tang 30 mg 

(1 vién Glumeron 30 MR) mdi lan diéu chinh va theo doi it nhét 1 

thang truéc khi diéu chinh lan tigp theo, trit truéng hgp dudng 

huyét khong gidm sau 2 tudn sis dung thudc cé thé tang liéu sau 2 

tudn 

Liéu thugng ding: ti’ 1 d&n 4 vién Glumeron 30 MR (liéu téi da 

120 mg), udng 1 lan duy nhat vao bifa an sang. Liéu ding phy 

thudc vao dap ting diéu tri. 

CHONG CHi BINH: Dai thao dudng phy thudc insulin (typ 1). Hén 

mé hay tign hén mé do dai thao dung. Suy gan nang, suy than 

nang. C6 tién si dj Ging vdi sulfonamid va cac sulfonyluré khac 
Phéi hop vdi miconazol vién. Nhiém khudn nang hoac chan thuving 

nang, phdu thuat |én. 

THAN TRONG: 
Trong khi diing Glumeron 30 MR van phai theo ché d6 an kiéng 
nham gidp thudc phat huy day di tac dung. Khi dung phdi hgp véi 

cac thudc khdc cé tac dung tang hoc gidm téc dyng ha dudng 

huyét, can phai diéu chinh liéu ciia gliclazid cho thich hgp. Trong 

trudng hop suy than, suy gan can phai gidm liéu. 
Ha dutng huyét cé thé xuat hién 6 mét sé bénh nhan co nguy co 
cao nhu: suy dinh dudng, an udng that thuting, nhin 4n hodc thay 

d6i ché d6 An ung; mat can bang giita mic dO luyén tap thé duc 
va ché d6 an; uéng rugu (dac biét khi kém véi bé bia an), dung 

ligu gliclazid qué cao; r6i loan n6i tiét (r6i loan chite nang tuyén 

gidp, tuyén yén hoac vd thugng than); suy gan nang hoac suy than 

nang. 

Bénh nhan cé tién sit gia dinh hoc duge biét 1a cé bénh thiéu 

G6PD (glucose-6-phosphate dehydrogenase): cé thé xudt hién 

giam néng d6 hemoglobin va pha hiy héng cau. 

Phy nd co thai va cho con bd: 

Thudc chéng chi dinh trén cdc déi tugng nay 

Anh hudng cia thu6c d6i véi céng vige: Than trong khi lai xe va 
van hanh may méc vi thudc cé thé gay dau d4u. 

TUONG TAC THUGC: Mot sé thudc lam ting tac dung ha dudng 
huyét cua gliclazid: Thue chéng viém khéng steroid (dac biét la 

aspirin), sulfamid khang khuan, coumarin, thuéc chéng déng mau, 
IMAO, thuéc chen beta, diazepam, tetracyclin, perhexillin maleat, 

cloramphenicol, clofibrat, miconazol vién. Uéng rudu ciing c6 thé 

lam tang tac dung ha dudng huyét cia gliclazid. 

Mt s6 thuéc lam giam tac dung ha dudng huyét ciia gliclazid nhu 

barbituric, corticosteroid, thudc Igi tiéu thai mudi va thudc tranh 
thai udng. 

TAC DUNG KHONG MONG MUGN: 
Thudng gap: Than kinh trung vong: dau dau; Tiéu héa: r6i loan tiéu 

héa, budn nén; Da: phat ban. 

it gap: RGi loan mau (thuting hdi phyc): giam tigu cdu, mat bach 

cau hat, giam bach cau, thiéu méu; Da: phan itng da, niém mac 

Hiém gp: Than kinh trung uong: trang thai Io mo, vd mé hi; Tim 
mach: tang tan sé tim; Da: tai xanh; Tiéu héa: n6n, déi cén cao. 

QUA LIEU VA GACH XU TRI: Ding qué liéu sé dan téi nhitng dau 
higu ha duding huyét nhu va mé héi, da tai xanh, tim dap nhanh. 

Trudng hgp nhe, digutri ha duting huyét nhe bang cach udng ngay 

mOt c6c nubc duding hoac nudc hoa qua cd cho thém 

ca phé dutng. Truting h¢p nang cé thé cé biéu hién 
diing ngay dung dich glucose 10% hoac 30% tiém+y 

chuyén nguéi bénh dén bénh vién. 

Doc ky huéng dan sit dung truéc khi ding. 
Thuéc nay chi ding theo don cua bac si. 

DIEU KIEN BAO QUAN: 
Noi khd, nhiét d6 kh6ng qua 30°C, tranh anh sang. 

HAN DUNG: 24 thang ké ti ngay san xuat. 

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUONG 

DAN sU DUNG THUOC: 

NOI DUNG HUONG DAN sU DUNG rf SHO NGUOI BENH 

GLUMERON 30 
Gliclazid 30 mg 

DIEU TRI DAI THAO DUONG TYP 2 MR 

Oogc ky hudng dan si dung trudc khi dung. 
06 xa tdm tay tré em. 

Th6ng bao ngay cho bac si hodc dugc si nhing tac dung khéng 

mong mu6n gap phdi khi sd dung thudc. 

Thu6c nay chi ding theo don cia bac si. 

THANH PHAN, HAM LUQNG CUA THUG: 
Gliclazid ... 30 mg 

Ta duge vita di .. 1 vién 
(Calci hydrophosphat dihydrat, maltodextrin, hypromellose, 

magnesi stearat, colloidal silicon dioxid) 

Mo TA SAN PHAM: Vién nén dai, mau tring dén trang nga, mét 
mat tron, m6t mat c6 hoa vin >, canh va thanh vién lanh lan. 

QUY CACH DONG GOI: Hop 5 vix 20 vién 
THUOC DUNG CHO BENH Gi: 
Diéu tri bénh dai thao dung khong phy thudc insulin (typ 2) ma 

ché d6 an kiéng don thudn khéng kiém soat dugc glucose huyét. 

Gliclazid nén ding cho ngudi cao tudi bi dai thao dudng. 

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG: 
Ligu Glumeron 30 MR phai phil hgp cho ting trudng hop cu thé va 
phai dya theo lugng duéng huyét cia nguéi bénh. Can udng 

Nguyén vién thudc, khéng nhai, khéng nghién vién trudc khi uéng. 

Liéu khdi dau khuyén cdo: 1 vién Glumeron 30 MR/ ngay, ké ca 

bénh nhan trén 65 tuéi, digu chinh tang liéu néu can, tang 30 mg 
(1 vién Glumeron 30 MR) mdi ln diéu chinh va theo dai ft nhat 4 

thang trudc khi diéu chinh lan tiép theo, trir truding hdp duting 

huyét khéng gidm sau 2 tudn sif dung thudc cé thé tang lidu sau 2 
tun. 

Liéu thuting ding: tir 1 dén 4 vién Glumeron 30 MR (liéutéi da 120 

mg), udng 1 lén duy nhét vao bia an sang. Liéu ding phy thuic 
vao dap ting diéutri. 

Hoac theo chi din cla Thay thudc. 

KHI NAO KHONG NEN DUNG THUGC NAY: 
Dai thdo dudng phy thudc insulin (typ 1). Hén mé hay tién hon mé 

do dai thao duting. Suy gan nang, suy than nang. Cé tién sir dj cing 

v6i sulfonamid va cdc sulfonyluré khac. Phéi hgp véi miconazol 

vién. Nhiém khudn nang hoac chan thudng nang, phau thuat dn. 

TAC DUNG KHONG MONG MUON: 

Thuting gap: Than kinh trung uong: dau d4u; Tiéu hda: rdi loan tiéu 

hda, buén nén; Da: phat ban. 

it gap: R6i loan mau (thudng héi phuc): gidm tiéu cdu, mat bach 

cdu hat, gidm bach c4u, thiéu mau; Da: phan ting da, niém mac. 

Hiém gap: Than kinh trung wong: trang thai ld mo, va mé héi; Tim 

mach: tang tan sé tim; Da: tai xanh; Tiéu hoa: nén, d6icén cao. 

Th6ng bao ngay cho bac si hodc dugc si nhitng tac dung khéng 

mong muén gap phai khi sit dung thuéc. 

NEN TRANH DUNG NHUNG THUOC HOAC THUG PHAM Gi KH! 
DANG SU DUNG THUOC NAY: 
Mét s6 thuéc lam tang tac dung Ruyét cia gliclazid: 

khang khudn, coumarin, 
chen beta, diazepa 
cloramphenicol, clofibra 

lam tang t4c dung ha dybag 

bi lailiéu da quén dé tranh qua lidu 

CAN BAO QUAN THUGC NAY NHU THE NAO: 
Nai kh6, nhiét d6 khéng qué 30°C, tranh 4nh sang. 

NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA 
LIEU: Ding qué liéu sé din tdi nhing dau higu ha duéng huyét nhy 

va mé hi, da tai xanh, tim dap nhanh. 

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO: 
Trudng hgp nhe, diéutrj ha dudng huyét nhe bang cach uéng ngay 

mé6t c6c nuGc duting hoac nudc hoa qua cé cho thém 2 hoac 3 thia 

ca phé duting. Trudng hgp nang cé thé cé biéu hién Id mo thi phai 

ding ngay dung dich glucose 10% hoac 30% tiém tinh mach va 

chuyén nguti bénh dén bénh vién. 

NHONG DIEU CAN THAN TRONG KHI DUNG THUOC NAY: 
Trong khi diing Glumeron 30 MR van phai theo ché d6 an kiéng 

nham gidp thuéc phat huy day di tac dung. Khi dung phdi hgp voi 

cdc thu6c khéc c6 tac dyng tang ho&c gidm tac dung ha dudng 

huyét, cdn phai diéu chinh liéu cua gliclazid cho thich hgp. Trong 
truéng hgp suy than, suy gan can phai giam liéu. 

Ha duting huyét co thé xuat hién 6 mét sé bénh nhan c6 nguy co 
cao nhu: suy dinh duGng, an uéng that thugng, nhin an hodc thay 

déi ché d6 4n u6ng; mat can bang giita mic dé luyén tap thé duc 

va ché d6 an; udng rugu (dac biét khi k8m véi bd bita An), ding 

liéu gliclazid qua cao; réi loan ndi tiét (ri loan chizc nang tuyén 
gidp, tuyén yén hoac vd thugng than); suy gan nang hodc suy than 
nang. 

Bénh nhan cé tién si gia dinh hodc dude biét [a cé bénh thiéu 

G6PD (glucose-6-phosphate dehydrogenase): cé thé xudt hién 

gidm néng d6 hemoglobin va pha hily héng cau. 
Phy nif cé thai va cho con bu: 

Thudc chéng chi dinh trén céc d6i tugng nay 

Anh hung cia thuéc d6i vi c6ng viéc: Than trong khi lai xe va 

van hanh may méc vi thuéc co thé gay dau dau 
KHI NAO CAN THAM VAN BAC Si, DUGC SI: 
Néu can thém théng tin xin hdi y kién bac si hoac dude si. 

HAN DUNG CUA THUOC: 24 thang ké ti ngay san xudt. 
NGAY XEM XET SUA BGI, CAP NHAT LAI NOI DUNG HUONG 
DAN sU DUNG THUOC: 

San xuat tai: 
CONG TY TNHH MTV DUGG PHAM DHG 
L6 B2 - B3, Khu cong nghiép Tan Phu Thanh - giai doan 1, 
ya Tan Pho Thanh, huy8n Chau Thanh A, tinh 4au Giang 
BT: (0711) 3953454 © Fax: (0711) 3953555 

Moi tke me v8 sin phd, 
xi vui King len he 

@ 0710.3899000 

E-mail: dhgpharma@dhgpharma.com.vn 

www.dhgpharma.com.vn 

2... eet = 

San xuat tai: 
CONG TY TNHH MTV DUGC PHAM DHG 
L6 B2 - B3, Khu céng nghiép Tan Phi Thanh - giai doan 1, 
x4 Tan Phu Thanh, huyén Chau Haat A, tinh Hau Giang 
OT: (0711) 3953454 ax: (0711) 3953555 

Moi thdc me v8 sin pnt Tin vu ong 
© 0710. 3899000 

E-mail: dhgpharma@dhgpharma.com.vn 

www.dhgpharma.com.vn
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SA CHI TIEU CHAT LUONG TRUOC VA SAU KHI THAY DOI 

Characteristics | EP 6 = “ER3= 
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%. 7 

Identification: IR Conforms 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 

99,0% - 101,0% v Assay (calculated on the 

dried substances) 

,
i
<
~
¢
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White t 

fibrous or granular powder. 

Swells in water and produces 

a clear to _ opalescent, 

viscous, colloidal mixture. 

© slightly off-white, | 

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 % v 

Heavy metals NMT 20 ppm v 

pH 5,0—8,0 //¥ 
Loss on drying NMT 5,0 % or, 

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. 
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USP34. "USP 36 
Very fine, light, white v 

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 w Fs v 

Loss on drying NMT 6,0 % CY ov 

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 
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eriseeCas 
DUOC PHAM 

al\ silicon dioxyd): 

(on the ignited substance) 

= USP 36  USP37 | 

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 3,5 to 5,5 v 

Loss on ignition NMT 2,0 % v 

Arsenic NMT 8 ppm NY Vv 

Loss on drying NMT 2,5 % v 

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