G Gigamed

CONG TY TNHHDUQC PHAM  CONG HOA XA HQI CHU NGHIA VIET NAM
GIGAMED Doc ldp - Tu do - Hanh phiic

kkk

Seiialol GLM-OVIZ0S TP. HS Chi Minh, ngdy 06 thang 05 ndm 2025

THU THONG BAO

(VAv: Thay dbi S6 ddng ky, thong tin mau nhin va huéng dan sir dung ciia phdm Acemuc)

Kinh giri: Quy Khach Hang

Trudce tién ching téi, Céng ty TNHH Dugc Phiam GIGAMED, hoat dong trong linh vuc
phéin phbi Dugc phim trén pham vi toan qubc chan thanh cam on sy hop tac, tin ciy cia Quy

khéch hang d6i v&i cac san phdm do Cong ty chiing t6i phan phéi trong thai gian vira qua.

Cin ctt Quyét dinh s6: 90/QP-QLD ciia Cuc Quan Ly Duoc- B Y Té ky ngay 31 thang
01 nim 2024 va Céng vin sb: 14604e/QLD-PK ciia Cuc Quéan Ly Duoc - B6 Y Té ky ngay 19
thang 06 nidm 2024, Chiing t6i xin dugc thong bao dén Quy khach hang sin phim Acemuc s6
ding ky: VD-30723-18, hoat chit Acetylcystein 200mg, san xuét tai Cong ty C5 phan Sanofi Viét
Nam (P1ia chi: L6 [-8-2, Buong D8, Khu Céng nghé cao, Phudng Long Thanh My, Tp. Thu Birc,
Tp. H6 Chi Minh, Viét Nam) duoc thay ddi s6 dang ky, théng tin mau nhin va huéng dan stir dung

cua san pham.

S6 ding ky cii S6 ding ky méi

VD-30723-18 893100086424

Céng ty TNHH Dugc Phim GIGAMED
13.05A, Ting 13, Toa nha Viettel, 285 Cach Mang Thang 8, phuong 12, Quén 10, TP. H6 Chi Minh
Tel: (+ 84) 28 3622 8894
Page1 of 3




O Gigamed

MAu nhin & hwéng din sit dung cii Méiu nhin & hwéng din sir dung méi
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Acemuc

| Acetylcystein 200mg

Vién nang cirn
Acetylcystein 200mg g cung

Vién nang cirng

DOC KY HPONG DAN SUF DUNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM

THONG BAO NGAY CHO BAC SY HOAC DUQC ST NHIYNG
PHAN (PNG CO HAI GAP PHAI KHI SU? DUNG THUGC

BOC KY HUONG DAN S DUNG TRUGC KHI DUNG

DE XA TAM TAY TRE EM

THONG BAO NGAY CHO BAC SY HOAG DL'Q'C ST NHONG
PHAN LPNG CO HAI GAP PHAI KHI SU* DUNG THUOC

Céng ty TNHH Dwge Phim GIGAMED
13.05A, Ting 13, Toa nha Viettel, 285 Cach Mang Thang 8, phuong 12, Quén 10, TP. Hé Chi Minh
Tel: (+ 84) 28 3622 8894
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O Gigamed

Thay ddi nay bit dau 4p dung tir 16 FVHO0816 (thang 04/2025)

Tham khéo thong tin chi tiét tai Quyét dinh s6: 90/QP-QLD ctia Cuc Quan Ly Duoc- B
Y Té va Cong van s6: 14604e/QLD-PK cuia Cuc Quan Ly Duoc - B6 Y Té dinh kém theo thu
thong bao nay.

Cong ty TNHH DugcPhim GIGAMED cing dbi tac cua ching tbi rat han hanh dwgc phuc
vu Quy khéach hang, ching t6i s& c¢b ging hét sic dé cung cap nhirng dich vu chuyén nghiép, chét

lugng cao ma Quy khach hang mong doi trong linh vuc Dugc pham.

Dé biét thém chi tiét v& viéc dat hang, thong tin san pham va chim soc khach hang, Quy

Khéch vui long lién lac véi ching t6i theo thong tin nhu sau:
CONG TY TNHH DUQC PHAM GIGAMED - Trung Tim Chim Séc Khach Hang
Sé dién thoai mién cude: 1800 545446/ Zalo (tin nhin): 0901385262.

Théi gian 1am viée: Thir Hai dén thir Sau va thi Bay cudi cing cua thang: tir 7.30 sang dén 5.

chicu.
Chung t6i chan thanh cdm on rit mong tiép tuc nhan dugc sw ung hd clia Quy khach hang
trong thoi gian toi.
Tran trong kinh chao.

C. L

TONG GIAM DO

Cédng ty TNHH Dwgc Phim GIGAMED
13.05A, Ting 13, Toa nha Viettel, 285 Cich Mang Thang 8, phuong 12, Quén 10, TP. Hé Chi Minh
Tel: (+ 84) 28 3622 8894
Page 3 of 3



BO Y TR CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Ty do - Hanh phuc
Sé: 14604¢/QLD-DK Ha N6i, ngay 19thdng 06 ndm 20 24
Viv thay dbi, bd sung d6i voi thude
da dugc cap GBKLH
Kinh gui: CONG TY CO PHAN SANOFI VIET NAM

Dia chi: L6 I-8-2, Puong D8, Khu Cong nghé cao, Phieong Long Thanh My, Tp.
Thu Brire, Tp. Ho Chi Minh, Viét Nam

Tra 16 hd so s6 tiép nhan s6 416/23/TDTN ngay 15/02/2023 va céc tai lidu lién
quan cia edng ty vé viéc thay doi, bo sung doi voi thude da duogc cap giay ding ky
luu hanh;

Can c( Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cua BO Y té quy dinh
viée dang ky luu hanh thude, nguyén ligu lam thuoc;

Can clr Bién ban thdm dinh hd so thay dbi/bd sung ciia cong ty, Cuc Quan 1y
Duogc ¢6 y kién nhu sau:

Dong ¥ véi noi dung dé nghi thay db1, bd sung dugc phé duyét kém theo cOng
vin nay doi vai thude Acemuc, s6 dang ky VD-30723-18.

Ngoai ndi dung duge phé duyét, céc ndi dung khac gift nguyén nhu hd so ding
ky thuoc luu tai Cue Quén ly Dugc.

Céac ndi dung thay ddi, b(f) sung néu trén duge thuc hién ké tir ngay ky cong vin
ndy. Riéng ndi dung thay doi, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thuc hién theo ndi dung thay doi da duoc phé duy¢t.

Cuc Quan ly Dugc théng bao dé cong ty biét va thyce hién dang cac quy dinh vé
dang ky luu hanh thudc./.

Noi nhan: KT. CUC TRUONG

- Nhu trén; , 1
- Cyc trudng (dé brc); | PHQ CUC TRUONG

- Luu: VT, DKT (BT).

T,

Nguyén Thanh Lim



Vién nang cirng

VD-30723-18

m»zx THAY DO MAU NHAN VA TO HUYONG DAN S DUNG THUOC TRUGC VA SAU KHI THAY b0l
PO VO THUOG ACEMUC {Acetylcysteine 200 mg) —

N&i dung di dwoe duyét

Noi dung dé nghi thay dbi

Giai trinh thay déi
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- Thay d6i thiét k&, cach
trinh bay nhan hdp.

- Thay @i logo cong ty.

- Thay &di cach ghi dia
chi nha sén xuét theo
cbng vin 56 2243/QLD-
DK ngay 29/3/2022.

- B& sung thém dong chir
“2-3 vién 1 ngay”




Nhin vi:

N&i dung da dwoe duyét

Noi dung d nghi thay ddi

Giai trinh thay
doi

M SOLE vt UIAT Ak NG beGES H0TREH N

Aceraug

SO LATAN KUAT, SLAN DING N DA MO/ TREN
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3. T hwéng dan siv dung:

NSl dung da dwore duyét

N$i dung dé nghi thay d6i
{nhieng thay d6i théms vao dwoc gach dudi)

Giai trinh thay 46i

ACEMUC

Acetylcystein 200my
Vién nang c¢irng

POC KY HPONG DAN SU7 DUNG TRUOC KHI DUNG
BE XA TAM TAY TRE EM

THONG BAO NGAY CHO BAC $Y HOAC DUQC SI NHIPNG
PHAN UPNG CO HAI GAP PHAI KHI SUF DUNG THUOC

Acetylcystein 200mg
Vién nang cieng

DOC KY HIPONG DAN SIF DUNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM

THONG BAO NGAY CHO BAC SY HOAC DUQC ST NHING
PHAN NG CO HAI GAP PHAI KHI SU DUNG THUGC

- Siva thiét ké tén thudc
- Thém logo tén thudc

- Thay §6i cach trinh bay
cac myc trong & huwdmg
dan sir dung, nhung
khong thay ddi ndi dung t&r
hwéng d&n s dung.
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