BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc
S6: 28221¢/QLD-DK Ha Noi, ngay 01thang 10 nam 20 24
V/v thay doi, bd sung dbi voi thube
da duoc cap GPKLH
Kinh gtri: Cong ty TNHH United International Pharma

Pia chi: S6 16 VISP I, Buong s6 7, Khu Cong Nghiép Viét Nam - Singapore |,
Khu lién hop CONg nghiép - Dich vu - D6 thi Binh Duong, Phuong Hoa Phu, Thanh
phé Thii Dau Mét, Tinh Binh Dwong

Tra 161 ho so so tlep nhan sb 657/23/TDTN ngay 06/03/2023 va cac tai li¢u lién
quan cuiia cdng ty vé viéc thay doi, bo sung d6i vai thude da duoc cap gidy dang ky
luu hanh;

Cian ctr Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cta Bo Y té quy dinh
viéc ding ky luu hanh thubc, nguyen lidu 1am thudc;

Can cu Bién ban tham dinh ho so thay d6i/bd sung cua cong ty, Cuc Quén ly
Duoc ¢6 ¥ kién nhu sau:

Dong y véi ndi dung dé nghi thay do6i, bo sung dugc phé duyét kém theo cong
van nay doi v6i thuée Kremil Gel, s6 dang ky VD-25066-16.

Ngoai noi dung duoc phé duyét, cac noi dung khac gitr nguyén nhu hé so ding
ky thudc luu tai Cuc Quan 1y Duogc.

C&c ndi dung thay doi, bo sung néu trén duoc thyc hién ké tir ngay ky cong van
nay. Riéng noi dung thay d6i, sau 12 thang ké tir ngdy ky cong van nay, cong ty
phai thyc hién theo ndi dung thay d6i da dugc phé duyét.

Cuc Quan ly Dugc thdng bao dé cong ty biét va thuc hién dang c&c quy dinh vé
dang ky lwu hanh thude.

Noi nhn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc truong (de b/c); , -

- Luu: VT, DKT (Sg).




BANG SO SANH CAC NQI DUNG PA b,
DUNG XIN BO SUN

B6 sung quy cach déng géi thir cap ciia thudc thanh phim

Quy céach dong goi da dugce duyét

Quy cach déng géi xin bd sung

- Hop 30 géi x 20 mL

- Hop 20 goéi x 20 mL
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KREMIL GEL Gel uong

(Mit 1)

p 20 gbi x 20 mL
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KREMIL GEL Gel ubng
Hop 20 g6i x 20 mL
(Mt 2)
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Box of 20 sachets x 20 mL EesA TIONAL
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Mint Flavor
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KREMIL GEL Gel ubng
Hop 20 gbi x 20 mL
(Mit 3)

~ COMPOSITION

. Each sachet (20 mL) contains:

. Active ingredients:

'~ Aluminium Hydroxid 356 mg
Magnesium Hydroxide 466 mg

AT e 20 mg
Excipients .... . g.s. for 1 sachet (20 mL)

. INDICATIONS
For the symptomatic relief of dyspepsia, heartburn,
. flatulence.

| DOSAGE, METHOD OF ADMINISTRATION
Route of administration: Oral.

. Recommended adult dose, including elderly:

| 1 sachet after each meal and 1 sachet at bedtime, or as
- required at the occurrence of pain, with the maximum

. dose of 4 sachets a day.

Chill Not ded.

. Or as prescribed by a physician.

- Contraindication and other information, please refer to
. the package insert.

a

. Store in a dry place, at temp ires not ing
. 30°C, protect from light.

| KEEP OUT OF REACH OF CHILDREN

. READ THE PACKAGE INSERT CAREFULLY

| BEFORE USE

| SHAKE WELL BEFORE USE

| Quality specifications: In-house specifications

- Manufactured by UNITED INTERNATIONAL PHARMA CO., LTD
- WHO-GMP, GLP, GSP

| No.16 VSIP |I, Street No.7, Vietnam-Singapore |l Industrial Park,
Binh Duong Industrial - Service - Urban Complex, Hoa Phu Ward,
. Thu Dau Mot City, Binh Duong Pravince, Vietham

Tel: 028-39621000
® 1

k of United Lat ries, Inc.
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