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NHAN HOP MEGLIPTIN 100

/
f

(HOP 1Vi NHOM/PVC-PVAC x 7 VIEN)

.'Ilr_ a

Kich thuac:

Dai:  93mm
Rong: 18 mm
(ao:  43mm

Prescription onl 3 3
Ry fresetencnl Medliptin
THANH PHAN: Méi vién nén bao phim chua sitagliptin 100 mg. siagiiptin (OO
COMPOSITION: Each film coated tablet contains sitagliptin 100 mg.
CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHi DINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc t& hudng dén sit dung
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert.
BAO QUAN: Dé nai khé rao, tranh anh sang, nhiét d khéng qua 30°C,
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.
TIEU CHUAN: TCCS, SPECIFICATION: Manufacturer’s.

Box of 1 blister x 7 film coated tablets.

/

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

Megliptin
M ggliptin 100

35Tu Do Boulevard, Vietnam-Singapore Industrial Park,

Reg No.: Thuan An, Binh Duong.
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Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.

6 SX / Batch No.:

NSX / Mfg. Date:
HD / Exp. Date:

Thubc ban theo don
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eqliptin
J l:)100

Sitagliptin
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Hop 1 vix 7 vién nén bao phim
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DE XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

San xuat bdi: CONGTY €6 PHAN DUQC PHAM GLOMED
35 Dai Lo Tu Do, KCN Viet Nam-Singapore,
Thuan An, Binh Duong.
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NHAN HOP MEGLIPTIN 100

Kich thuac: (HOP2 Vi NHOM/PVC-PVdC x 7 VIEN)
Dai: 93 mm
Rong: 18 mm - ,
Gao:  43mm /

/ \

Rx Prescription only Me g]iptin
THANH PHAN: M&i vién nén bao phim chifa sitagliptin 100 mg.

Sitagliptin loo
COMPOSITION: Each film coated tablet contains sitagliptin 100 mg.
CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE
SAN PHAM: Xin doc té hudng dan sir dung.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:

Please refer to the package insert. é u
BAO QUAN: D& nai kha rdo, trénh nh séng, nhiét d6 khong qua 30°C. %5 g
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light. E &3
TIEU CHUAN: TCCS, SPECIFICATION: Manufacturer. L § 4
Box of 2 blisters x 7 film coated tablets. 2aQ
B o
- i . . KEEP OUT OF REACH OF CHILDREN. ]
Me ghphn READ CAREFULLY THE LEAFLET BEFORE USE.
sitagliotin Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
P IOO 35Tu Do Boulevard, Vietnam-Singapore Industrial Park,
: Reg No.: Thuan An, Binh Duong. et
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S Hap 2 vi x 7 vién nén bao phim
= - . . DE XATAMTAY CUA TRE EM. -
Me gllphn DOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG.
e San xuit b&i: CONG TY €6 PHAN DUUC PHAM GLOMED
taglipti !
Hiaghga 100 35 Pai Lo Tu Do, KCN Viét Nam-Singapore,

——\_' SBK: Thuan An, Binh Duang.
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NHAN HOP MEGLIPTIN 100

(HOP 4 Vi NHOM/PVC-PVAC x 7 VIEN)

Kich thuadc:

Dai:  93mm
Rong: 30mm
(@ao: 43mm

@

Prescription only
RX

eqgliptin
M J ploo

Sitagliptin

Box of 4 blisters x 7 film coated tablets

5616 5X / Batch No.:
NSX / Mfg. Date
HD / Exp. Date:

-

sitagliptin 1

Reg No.:

Megliptin

Sitagliptin

COMPOSITION:
Each film coated tablet contains

00 mg.

00

SPECIFICATION: Manufacturer's.

STORAGE: Store at the temperature not more than 30°C, in a dry
place, protect from light.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.
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Thuéc ban theo don
RX

eqgliptin
M J p1oo

Sitagliptin

Hop 4 vi x 7 vién nén bao phim

sitagliptin

Sitagliptin

THANH PHAN:
Mai vién nén bao phim chia

100 mg.

:L TIEU CHUAN: TCCS.

SDK:

Meglif)tib

100

BAO QUAN: Dé noi kho réo, tranh nh sang, nhiét do khong quéa
30°C.

CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc t&r hudng dén st dung.
DEXATAMTAY CUA TRE EM.

DOC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG.

San xuat bai: CONG TY €O PHAN DUGC PHAM GLOMED
35 Pai Lo Tu Do, KCN Viét Nam-Singapore,

Thuén An, Binh Duong.
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NHAN Vi MEGLIPTIN 100

Kich thuéc: (Vi NHOM/PVC-PVAC x 10 VIEN)
Dai: 74 mm
(ao: 58 mm
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NHAN HOP MEGLIPTIN 100

Kich thudc: (HOP 1Vi NHOM/PVC-PVAC x 10 VIEN)

Dai: 80 mm
Rong: 20 mm /
(ao:  61mm /
S, 55 _
RX Prescription only l L] tc
Medliptin
Sitagliptin loo
THANH PHAN: Méi vién nén bao phim chifa sitagliptin 100 mg.
COMPOSITION: Each film coated tablet contains sitagliptin 100 mg.
CHi DINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CACTHONG TIN
KHAC VE SAN PHAM: Xin doc t& hudng dan sif dung.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.
BAO QUAN: DE nai kho rao, tranh anh sang, nhiét do khéng qua 30°C. 4
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from T 8
light. £ &
g g8
TIEU CHUAN: TCCS. SPECIFICATION: Manufacturer's. 5= 8
B x =
Box of 1 blister x 10 film coated tablets. R
S ——/ l' ;t' KEEP OUT OF REACH OF CHILDREN.
i eg lp ln READ CAREFULLY THE LEAFLET BEFORE USE.
Sitagliptin loo Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Inc.
35Tu Do Boulevard, Vietnam-Singapore Industrial Park, o
Reg No.: Thuan An, Binh Duong. /“__— N
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: s DE XATAMTAY CUATREEM.
Megllp’[ln POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

Sitagliptin loo San xuat bai:
CONGTY C6 PHAN DUQC PHAM GLOMED
35 Dai Lo Tu Do, KCN Viét Nam-Singapore,
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NHAN HOP MEGLIPTIN 100

Kich thuac:

Dai: 80 mm
Rong: 22 mm
(ao:

61 mm [
f

(HOP 3 Vi NHOM/PVC-PVAC x 10 VIEN)

/

/

; RX Prescription only

Ve hptln
M gghptm 100

THANH PHAN: Mi vién nén bao phim chua sitagliptin 100 mg.
COMPOSITION: Each film coated tablet contains sitagliptin 100 mg.

CHI DINH, LIEU LUONG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN
KHAC VE SAN PHAM: Xin doc t&s huéing din st dung,

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Piease refer to the package insert.

BAO QUAN: Dé nai khé rao, tranh anh sang, nhiét dé khong qua 30°C.
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from

light.
TIEU CHUAN: TCCS.

SPECIFICATION: Manufacturer’s.

Box of 3 blisters x 10 film coated tablets.

/
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Megllptm

5|taglipt|n

Reg No.:

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Inc.

35Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.

54 16 5X / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date:
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Meglbso

Hép 3 vi x 10 vién nén bao phim

e hptm
M Sggllptln IOO

DE XA TAM TAY CUA TRE EM.

POC KV HUGNG DAN SU DUNG TRUGC KHI DUNG.

San xudt bai:
CONG TY €6 PHAN DUGC PHAM GLOMED
35 Bai L6 Ty Do, KCN Viét Nam-Singapore,

an An, Binh Duang.
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NHAN Vi MEGLIPTIN 100

Kich thuéc: (Vi NHOM/NHOM x 10 VIEN)
Dai: 112 mm
Cao:  45mm
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NHAN HOP

MEGLIPTIN 100

(HOP 1 Vi NHOM/NHOM x 10 VIEN)

Kich thuac:

Dai: 1177 mm
Rong: 20 mm /
(@: 48mm /

Ry

Prescription only

THANH PHAN: M&i vién nén bao phim chua sitagliptin 100 mg.
COMPOSITION: Each film coated tablet contains sitagliptin 100 mg.

CHI DINH, LIEU LUGNG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE

SAN PHAM: Xin doc t& huong dan si dung.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert,

BAO QUAN: Dé nai kho réo, tranh anh sang, nhiét do khong qua 30°C.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.

TIEU CHUAN: TCCS. SPECIFICATION: Manufacturer’s.

Bax of 1 blister x 10 film coated tablets.

Viegliptin
M Sigaghptm loo

| S8165X / Batch No.:

NSX/ Mfg. Date:

HD / Exp. Date:

/

Medliptin

Reg No.:

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
35Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.
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DE XATAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

5"39"9""" San xust béi: CONG TY € PHAN DUGC PHAM GLOMED
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NHAN HOP MEGLIPTIN 100

Kich thudc: (HOP 3 Vi NHOM/NHOM x 10 VIEN)

Dai: 117 mm
Rong: 20 mm ;’f
(ao: 48mm —
Rx Prescription only

THANH PHAN: M&i vién nén bao phim chija sitagliptin 100 mg.

COMPOSITION: Each film coated table

CHi BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE

SAN PHAM: Xin doc t& huéng din sir

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:

Please refer to the package insert.

BAO QUAN: Dé nai kh réo, tranh dnh sing, nhiét d6 khéng qua 30°C.
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.

TIEU CHUAN: TCCS. SPECIFICATION: Manufacturer’s.
Bow of 3 blisters x 10 film coated tablets.

e

Megliptin

Sitagliptin loo

Reg No.:

Megllptln
t contains sitagliptin 100 mg. Sltaghptll"l

dung.

56 16 SX / Batch No.
NSX / Mfg. Date:
HD / Exp. Date:

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, |
Thuan An, Binh Duong.
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San xuat béi: CONG TY €O PHAN DUOC PHAM GLOMED
35 Dai Lo Tu Do, KCN Viét Nam-Singapore, Thudn An, Binh Dudng. ’
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HUONG DAN SU DUNG THUOC

MEGLIPTIN

Sitagliptin
Vién nén bao phim
1. Thanh phén
M3i vién nén bao phim chia:
Hoat chdr:

MEGLIPTIN 25; Sitagliptin 25 mg mdi vién

MEGLIPTIN 50: Sitagliptin 50 mg mdi vién

MEGLIPTIN 100: Sitagliptin 100 mg mdi vién

T duwge: Cellulose vi tinh thé, dicalci phosphat khan, croscarmellose natri, magnesi stearat, opadry white, sunset yellow lake, sit oxyd vang,
2. Duge lye hoe va duge djng hoc

Duge luc hpe

Sitagliptin 1a mot chét irc ché dipeptidyl peptidase-4 (DPP-4), dugc dung trong diéu trj bénh dai thao dudmg typ 2. Hormon peptid tuong tu
glucagon 1 (GLP-1) va hormon polypeptide kich thich insulin phy thudc glucose (GIP) duoc sinh ra ty nhién trong co thé 6 vai tro trong vige
kiém soat duomg huyét. Hai hormon nay bj phan hiy bai enzym dipeptidyl peptidase-4 (DPP-4). Sitagliptin trc ché chon loc enzym DPP-4 va ngin
chiin enzym nay phin hty hormon GLP-1 va GIP.

Duge djng hoc

Sitagliptin dugc hép thu nhanh chéng qua dutmg ué_ng, ndng 9 dinh trong huyét tuong dat dugce tir 1 dén 4 gitr sau khi ubng. Sinh kha dung tuyét
déi khoang 87%. Thirc &n khong anh hudng déng ké dén sur hip thu thudc. Ty I¢ Sitagliptin gén két thudn nghich véi protein huyét twong thp
(38%). Sitagliptin dugc déo thai chii yéu trong nuéc tidu & dang khong ddi va mdt phin nho qua dudmg chuyén hoa.

3. Chi djnh

Sitagliptin dugc chi dinh nhu mét ligu phép hd trg cho ché do &n kiéng va tip luyén dé cai thién viéc kiém sodt dutmg huyét & bénh nhan dai thao
duimg typ 2 (khong phu thudc insulin).

Sitagliptin dugc chi dinh phéi hop voi metformin, sulphonylurea, thiazolidinedion hofic insulin trong diéu trj d4i thao duong typ 2 khi ché d an
ubng, tp luyén va chi mot thube didu tri dai thao duomg khéng da hidu qua kiém soat duomg huyét.

Sitagliptin dugc chi dinh phbi hop véi metformin va mdt sulphonylurea hoic voi metformin va mét thiazolidinedion trong diéu trj dai théo dutmg
typ 2 khi hai loai thuc nay cing ché dd an ubng, tdp luyén khdng di higu qua kiém soat duomg huyét,
4. Lidu diing v céich diing

Liéu Sitagliptin khuyén c4o 1a 100 mg, ngay 1 ldn.

Ngudi gia (=65 tudi): Khong can diéu chinh liéu.

Bénh nhin suy thin:

- Suy thén nhe (CICr 2 50 ml/phit): Khong cin diéu chinh liéu.

- Suy thin trung binh (30 ml/phat < CICr < 50 mi/phat): mdi ldn 50 mg, ngay 1 lin.
- Suy than ning (CICr < 30 ml/phit) hoiic c6 bénh thin giai doan cudi cin thim phan méau hogc thim phan phiic mac : mdi lin 25 mg, ngay 1 14
Bénh nhiin suy gan: Khing cin diéu chinh liéu.

Tré em: Sitagliptin khong dugc khuyén cdo ding cho ngudi dudi 18 tudi.

C6 thé udng thudc ciing hodic khdng ciing véi bira &n,

5. Chéng chi dinh

Quéa min véi Sitagliptin hodic véi bt ky thanh phin cta thubc.

Bénh nhén dai thio dutmg typ 1.

Nhim toan ceton trong dai thio duong.

Phuy nit ¢6 thai va cho con b,

Nguori dudi 18 tudi.

6. Liru ¥ va thiin trong

SimgliFtin chit yéu dugc déo thai qua thin. Vi c sy chinh liéu dya vao chirc ning than, theo khuyén cdo nén danh gié chirc ning thin trudc khi
khoi dau diéu trj va sau d6 kiém tra dinh ky.

Khi diing Sitagliptin phéi hgp voi mot sulphonylurea hodic véi insulin ¢6 thé gay ha dudmg huyét, c6 thé xem xét giam liéu sulphonylurea hofic
insulin.

Di ¢6 bao cao vé phan img qua man & bénh nhin dung Sitagliptin, gdm phin (mg phan vé, phii mach va céc bénh ly tréc da, hoi chimg Stevens-
Johnson. Néu nghi ngr c6 phan img qué mén, phai ngung ding Sitagliptin, dnh gia cic nguyén nhan tiém ning khac va bt ddu cc trj ligu thay
thé vé bénh dai thao duong.

Sir dung thudc cho phu nir c6 thai va cho con bii: Khong ding Sitagliptin trong thoi ky mang thai. Khang biét Sitagliptin ¢6 bai tiét vao sira me
hay khéng. Khong dung Sitagliptin cho phy nir dang cho con bi hofic cé ké hoach cho con ba sita me.

Anh huéng ciia thudc 1én kha niing diéu khién thu xe va vin hanh may méc: Chua c6 nghién ciru vé tac dung cia Sitagliptin 1&n kha niing 14i

| xe va vin hanh may méc. Tuy nhién, khi ding phéi hgp voi mét sulphonylurea hodic voi insulin c6 thé gdy ha dutmg huyét. Nén thén trong khi
| ding thube khi dang l4i xe hodic vin hanh may méc.

7. Téc dyng khong mong mubn
Tac dung phu phd bién ciia Sitagliptin gdm nhidm khuin duong hd hip trén, viem mii-hong, nhirc diu.
Téc dung phy & bénh nhén ding thubc phéi hop:

- Sitagliptin va metformin: tidu chay, kho tiéu, ddy hoi, non, nhic diu.
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- Sitagliptin va sulphonylurea: ha dudmg huyét.

- Sitagliptin va thiazolidinedion: ha dutmg huyét, ddy hoi.

- Sitagliptin va insulin: nhirc dAu, ha duémg huyét, ciim,

- Sitagliptin, metformin va sulphonylurea: ha duong huyét, tio bon.

- Sitagliptin, metformin va thiazolidinedion: nhirc diu, tiéu chay, budn nén, nén, ha duong huyét.

Ngung sir dyng v héi kién bac st néu: Xuét hién céc phan img qué mén, triéu chimg viém tuy nhw dau bung dai ding, kém hofic khong kém
theo ndn.

Théng bdo cho bic sT nhimg téc dyng khdng mong mubn giip phai khi ding thude.
8. Tuong tic ciia thudc véi cic thube khéc va cic logi twong téc khic

Sitagliptin khong gly tac dong c6 y nghia 1am sang Ién dugc dong hoc cla cac thudc sau ddy: metformin, rosiglitazon, glyburid, simvastatin,
warfarin, va vién udng tranh thai.

Dién tich dudi duémg cong vé trung binh néng d dinh cua digoxin ting nhe khi dung chung Sitagliptin. Mirc d ting nay khong dugc xem 14 6 ¥
nghia 14m sang,

Cyclosporin lam tang dién tich dudi duomg cong va néng dé dinh cua Sitagliptin. Nhimg thay ddi nay duge xem khéng c6 y nghia 1am sang,
Khéng khuyén céo chinh lidu Sitagliptin khi ding chung véi cyclosporin hodic cac chit trc ché p-glycoprotein khac (nhu ketoconazol).
9, Qus lidu v xir tri
Triéu chimg: Thong tin vé qué liéu Sitagliptin con han ché,
Xir tri: Trong trudng hop qué liéu, chi yéu diéu trj tridu chimg va hé trg.
10. Dang bao ché va déng gbi
MEGLIPTIN 25:  Hgp 1 vi x 10 vién nén bao phim.
Hdp 3 vi x 10 vién nén bao phim.
Hgp 1 vi x 7 vién nén bao phim.
Hop 2 vi x 7 vién nén bao phim.
Hp 4 vix 7 vién nén bao phim.
Hgp 1 chai x 30 vién nén bao phim.
MEGLIPTIN 50:  Hgp 1 vi x 10 vién nén bao phim.
Hép 3 vi x 10 vién nén bao phim.
MEGLIPTIN 100: Hdp 1 vi x 10 vién nén bao phim.
Hop 3 vi x 10 vién nén bao phim.
Hop 1 vi x 7 vién nén bao phim.

Hop 2 vi x 7 vién nén bao phim. /ﬁi‘(
Hop 4 vi x 7 vién nén bao phim. T .Cyc TRUC?NG
11, Didu kién bio quén: DE noi kho rao, tranh anh sang, nhigt d khang qua 30°C. P.TRUONG PHONG

12. Tiéu chudin chit lrgng: TCCS. ] & . W72
13. Han diing: 36 thang ké tir ngay san xuét. gjﬂ Mﬁ ']{) “f}?y
THUOC BAN THEO DON
PE XA TAM TAY CUA TRE EM
PQC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
San xuit bdi: CONG TY CO PHAN DUQC PHAM GLOMED

Dia chi: 88 35 Pai L§ Ty Do, KCN Viét Nam — Singapore, thi xa Thu@in An, tinh Binh Duong.
DT: 0650.3768822, Fax: 0650.3769095




