UBND TINH KIEN GIANG  CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE Péc lip — Tw do — Hanh phiic
S0: 1534/SYT-NVD - Kién Giang, ngay 26thdng 5 nam 2025

V/v diéu chinh thong tin thu(f)c
trang thau ta1 Quyet dinh so
4236/QD-SYT ngay 15/12/2023

(lan 55).
oNG 1AM ¥ TE GG tHANy  Kinh gur: ’
U - Cac don vi truc thude So' Y te;
BN gy 026 S8 - Bénh vién Binh An;
AT o casconemmisrionreiossnssoncis s - Bénh xa Cong an tinh;
R TR R C ) sl _Céc nha thiu.

(Sau ddy goi chung la cac don vi)

Can ot Quyét dinh s 4236/QD-SYT ngay 15/12/2023 clia S& Y té vé viée
phé duyét két qua lva chon nha thiu cung cp thudc tap trung tinh Kién Giang,
giai doan 2023-2025 dot 1 (Theo Quyét dinh so 2189/QD-UBND ngay
31/8/2023 ctiia UBND tinh Kién Giang); Can ctr tai Muc DKC 26.1 Chuong VII
Diéu kién cu thé cua hop déng tai E-HO so moi thau.

Trén co sé dé nghi cia nha thau Céng ty Cd phan Dugc pham
Agimexpharm tai Cong van so 178.3/KD/AGP ngay 19/5/2025 vé viéc thay doi
thong tin gia han s6 dang k¢ hru hanh thude tring thau (dinh keém).

, S& Y té tl}éng bao dén cac nha thau va CE:IC don vi vi‘éc diéu chinh théng tin
thude tring thau tai (Phy luc Danh muc thudc triing thau dieu chinh thong tin
dinh kem)

Céc ndi dung khac lién quan dén céc thudc tring thau néu trén tai Quyét
dinh sé 4236/QD-SYT ngay 15/12/2023 ctia S¢ Y té giir nguyén khong thay doi.

S Y té thong béo dén nha thau va céc don vi duoc biét, thuc hién./.~ -
Noi nhin: GIAM POC
- Nhu frén: .

- GD va cac PGD SYT (dé b/c):
- BHXH tinh:
- Trang thong tin dién te SYT:

-VPDT SYT;
-Luu: VI. NVD, lvminh.




Phu luc
DANH MUC THUOC TRUNG THAU PIEU CHINH THONG TIN

1. CONG TY CP DUGC PHAM AGIMEXPHARM
Pia chi: S6 27 Nguyén Thai Hoc, P. My Binh, Tp. Long Xuyén, tinh An Giang

SBK Han
hoicso | dung
GPNK | (Thang)

Ham Thong tin diéu
lrong chinh

Tén hing

STT Hoat chat héa dir than

Gia han giz“'ly dang

i 2 ky lru hanh:
. y / T97) x .
1 Paracetamol | AGIMOL 80 261r %... 36 80mg 893100309000

(VD-26722-17)




CONG TY CP DUQC PHAM
AGIMEXPHARM
$6: 178.3/KD/AGP
(V/v thay doi so dang ky ciia
thudc triing thau)

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap —Tw do - Hanh phiic

An Giang, ngay 19 thang 05 nam 2025

Kinh giti: - SO Y TE TINH KIEN GIANG
_ CAC €O SO Y TE TREN PIA BAN TINH KIEN GIANG

Cong ty C phén Duge phim Agimexpharm xin giri 10i chiic stic khde va cam on dén Quy
don vi da quan tam va ung ho Cong ty chiing t6i trong sudt thoi gian qua.

Cain ot Quyét dinh sé: 853/QD-QLD ky ngay 19/12/2024 cua Cuc Quan ly Duge vé viée
ban hanh Danh muc 373 thude, nguyén liéu lam thube san xuit trong nude duge gia han gidy
dang ky lwu hanh tai Vigt Nam — Dot 215.

Can cir Quyét dinh sb 4236/QD-SYT ngay 15/12/2023 cha S0 Y & vé& viéc phé duyét két
qua lya chon nha thau goi thau thudc generic thudc Ké hoach lya chon nha thiu cung cip
thudc tap trung tinh Kién Giang, giai doan 2023 — 2025 (dot 1).

Trong d6, Cong ty Cé Phan Duge Phdm Agimexpharm c6 tring thau cdc mat hang co
trong danh muc Cuc Quén 1y Dugc chp sb dang ky méi gia han. Nay Cong ty C& Phén Dugc
Phim Agimexpharm kinh giri dén Quy don vi cong vén xin thay dbi sé dang ky mdi gia han
v6i ndi dung cu thé nhu sau:

STT S6 dang ky S6 ding ky
Hang sén 4
S trong Pon | Cuc QLD di Cuyc QLD gia
T | HSMT | Hoatchit Té‘c‘lﬁ: ]:‘6“ lm““ ) Nl’:‘;ﬁ* e chp han
i (Ma * g xuk ts tinh (SPK tring (S6 diing ky
thube) thau) xin thay ddi)
1 | TT4116 | Paracetamol | AGIMOL 80 80 mg A_gi‘;‘;gfﬂﬁ“ Goi | VD-26722-17 | 893100309000
Cong ty Chung t0i cam két chit lugng cua cac san phdm vén khong thay doi.
Ré&t mong nhan dugc su chép thuén cia Quy don vi.
Céng ty chiing t6i xin chan thanh cam on va tran trong kinh chao!
Dai dién hop phép cta nha thau

oty
DNG GiA

¥
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CGNG HOA XA HOI CHU INGHIA VIET NAM
MINISTRY OF HEALTH SOC[ALIRT REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Bic Idp - Ty do - Hanh phie
DREG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Gidng V4 - Ha Néi - Vist Nam
Tel: 84.4.37366483/384644 13 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thube

e cebon e HOEs

Thanh phan chinh, ham o ; 1goi 1g.chiva: Paracetamol 80 mg
Active Ingredients, saenynﬁ: 4

1 gam:- -hop- ‘gétx 1 gam; Thudc com

n dich ﬂéﬁg

i, ng. 22 théng 6 nam 2017,
T.CYC TRUONG CUC QUAN LY DUQC
H GENERAL DIRECTOR OF THE DRUG ADMINISTRAHON OF VIETNAM

PHO CUC TRUONG
- DEPUTY GENERAL-DIRECTOR

‘ spprovedbymeVemamMmasrryastaﬂh S o
_ 2-Bétcir sy thay ddi nao v& ndi dung cia g»éy phep phén dulge >,
 Cuc Quan Iy duoe - B ) Y té xac nhan, T

Any variations of the ( confents of the marketing auMOnzabon arerequiredtobe -
adopted by the Drug Administration of Vietnam, 3




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

cycC QUAN_EX_DU’OC Pée lap - Tw do - Hanh phic
$4:853 /QP-QLD Ha Néi, ngdy 19 thdng 15 ndm 2024
QUYET DINH

Vé viée ban hanh Danh muyc 373 thude, nguyén li¢u lam thude sinxuit
trong nudc duge gia han glay ding ky luu hanh tai Viét Nap -

2/ CONG TY

CUC TRUONG CUC QUAN LY DUQC f

=

Can cir Ludt Dwoc so 105/2016/QH 13 ngay 06/4/2016;
Can cit Nghj dinh 50 95/2022/ND-CP ngay 15/1 172022 cua §

dinh chirc nang, nhiém vu, quyen han v co cdu to chike cia B6 Y té;
Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bj truong Bo Y té

quy dinh chitc ndng, nhiém vy, quyén han va co cdu té chite cia Cuc Quan Iy Dugc
thude B Y té;

Cén cit Théng tu 56 08/2022/TT-BYT ngéy 05/09/2022 cvua B truong B Y 1é
quy dinh viéc dang ky liu hanh thuéc, nguyén liéu lam thuoc _

Can cit két lugn cia Hpi dong twe vén cdp gidy dang ky hew hanh thuéc,
nguyén liéu lam thudc - Bé Y té dot 215 tgi Cong van so 99/HDTV-VPHD ngay
21/11/2024 cia Véin phong Hpi dong tw van cdp GPKLH thube, nguyén liéu lam
thuoc;

Theo dé nghi ciia Truéng phong Ping ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 373 thude, nguyén
liéu lam thudc san xuét trong nude dugc gia han gidy dang ky luu hanh tai Viét
Nam - Dot 215, cu thé:

1. Danh muc 225 thude, nguyén lidu lam thube san xuat trong nude duge gia
han gidy dang ky luu hanh hiéu lue 05 nam (Phy luc I kém theo).

2. Danh muc 126 thude san xuat trong nuée duge gia han gidy dang ky luu
hanh hiéu luc 03 ndam (Phu luc 11 kem rheo)

3. Danh muyc 22 thudc san xudt trong nuée dwoc gia han gidly diang ky luu
hanh hi¢u lue dén 31/12/2025 (Phy luc I kém theo).

Piéu 2. Co sé san xudt va co s¢ ding ky thube c6 tréach nhiém:

1. San xuét thude theo dung cac hd so, tai liéu da diang ky voéi B Y té va
phéi in hodc dén sb déang 1{3}’/ duge BO Y té Viét Nam cép lénvnhﬁn thude.

2. Chi dugce san xuat, dwa ra luu hanh cac thudc kiém soat ddc biét khi co
Giéy ching nhan du didu kién kinh doanh dwoc pham vi kinh doanh thudc phai
kiém sodt dic biét phu hop véi pham vi hoat dong cia co s& dép tng quy dinh tai
khoan 5 Piéu 143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thye hién vi€c cap nhat tiéu chuén chét luong ctia thubce theo quy dinh tai
Théng tr s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truong B Y té quy dinh v&
chit lwong thude. nguyén lidu lam thude.
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4. Thubc duoc gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua
ndp ho so cdp nhat ndi dung nhan thude, t& huéng dan sir dung thude theo quy dinh
cua Thong tur 01/2018/TT-BYT ngay 18/01/2018 caa B tru’f)'pg Bo Y té thi phz"lj
thuc hién cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s6
01/2018/TT-BYT trong thdi han 12 thang ké tir ngay duge gia han gidy dang ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cdc thubc duoc gia
han giéy dang ky luu hanh theo Quyét dinh nay c6 thay dbi vé néi dung hanh chinh
phai san xuét va lvu hanh véi céc ndi dung di duge phé duyét thay dbi trong hd so
gia han.

6. Co s¢ dang ky thube phai bdo dam duy tri diéu kién hogt
gian hiéu luc clia gidy ding ky lwu hanh thudc, nguyén lié
trudng hop khong con dép tmg du diéu kién hoat d6ng, co s& dd)
nhiém thuc hién thay d6i co sé dang ky theo quy dinh tai Thong
BYT trong thoi han 30 ngay ké tir ngay co sé ding ky khéng co
ddng.

7. Co s& san xudt thude phai béo dam céc diéu kién hoat dong cuia €0 sO san

xuat trong thoi han hiéu hre cla gify ding ky lwu hanh thude, nguyén li¢u lam
thude.

8. Céc thuoc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc
uep tue sir dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang

ké tir ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong tur sé 08/2022/TT-BYT.

9. Pho1 hop v6i cic co sé diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiéu qua, tdc dung khéng mong mudn cia

thuoc trén nguoi Viét Nam va tong hop, béo cdo theo quy dinh tai Piéu 5 Thong tu
s6 08/2022/TT-BYT déi véi cdc thude trong Phu luc II ban hanh kém theo Quyét
dinh nay.

Piéu 3. Quyét dinh nay cé hi¢u Iuc ké tir ngay ky ban hanh.

Piéu 4. Giam doc S& Y té céc tinh, thanh phd truc thude Trung wong va
Gidm dbc co s& san xuét va co so ding ky c6 thude tai Piéu 1 chiu tréch nhiém thi
hanh Quyét dinh nay./.

Noi nhan:

- Nhu Diéu 4;

- BT. Déo Hong Lan (dé blc);

- TT. P& Xuéan Tuyén (de b/e); &

- Cyc Quén y - B§ Quédc phong, Cuc Y té - B6 Céng an; i
-Cyc Y t GTVT - B Giao thong vén tai; :
- Téng Cuc Hai quan - B§ Tai chinh;

- Bao hlem X8 hdi Viét Nam; e
B0 Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra " Vil Tuén Cuwdng

B9, Vin phong HDTV cap GDKLH thudc, NLLT;.

- Vién KN thuée TU, Vién KN thude TP, HCM;

- Téng Céng ty Duoc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudng bénh trye thudc Bo Y té;

- Trung tdm mua sim tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN; P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).




" Phu luc II
DANH MUC 126 THUOC SAN XUAT TRONG NUGC BUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 215
(Kém theo Quyét dinh s6 853 /OP-QLD ngay 19  thing 12 ndm 2024
cua Cuc Quan Iy Duwgc)

STT| Tén thude Hoat chat chinh - | Dangbio | Quy céch déng géi | Tidu | Tudi | Sédingky | Sé
Ham luong ché chuédn | tho giahan |lin
(théng)| (SO dingky | gia
dii cap) han

1) (2) &) 4 (5) (6) (N ®) &)

1. Co sé diing ky: Cong ty ¢6 phin cong nghé cao Traphaco (Pia chi: X4 Tan Quang, huyén Véan Lam, tinh Hung Yeén,
Viét Nam)

1.1. Co s& sén xuit: Cong ty b phfm cong nghé cao Traphaco (Dia chi: X& Tan Quang, huyén V ani, &imb g2 Yén,
Viét Nam) | @m
W idon

1 |Con xoa bop Dai hoi (Fructus Con xoa bép {Hop 1 Io x 50ml NSX 1
Jamda Hlieii veri) 500mg;
Dia lién (Rhizoma
Kaempferiae

galangae) 500mg;
Huyét gidc (Lignum
Dracaenae) 500mg;
Mi tién (Semen
Strychni) 500mg;
Methyl salicylat
(Methylis salicylas)
sml: O déu (Radix
Aconiti) 500mg; Qué
nhuc (Cortex
Cinnamomi) 500mg;
Té tan (Radix et
Rhizoma Asari)
500mg; Thién nién
kién (Rhizoma
Homalomenae
occultae) S00mg; Uy
linh tién (Radix et
rhizoma Clematidis)
500mg; Xuyén khung
(Rhizoma Ligustici
wallichii) 500mg

2. Co s& diing ky: Cong ty ¢b phin cong nghé sinh hoc - duge phim ICA (Pia chi: L6 10, duong so 5, Khu céng nghiép
Viét Nam - Singapore, Phudng Binh Hoa, Thanh phé Thuéin An, Tinh Binh Duong, Viét Nam)

2.1. Co s& sin xuét: Cong ty cb phiin cong nghé sinh hoe - dwge pham ICA (Dia chi: L6 10, ciuemg s6 5, Khu cong nghiép
Viét Nam - Singapore, Phuémg Binh Hda. Thanh pho Thuan An, Tinh Binh Duong, Vi¢t Nam)

2 [Novira L-ornithine L- Vién nén Hop 5 vix 10 vién NSX 36 | 893110307300 | 1
aspartate 150mg (VD-28773-18)

3. Co st diing ky: Céng ty cb phin Duwge - Vit tiry té Thanh Héa (Dia chi: S 232, Trén Phi, phudng Lam Son, Thanh
phd Thanh Héa, tinh Thanh Hoa, Viét Nam)

© 3.1. Co s san xuit: Cong ty ¢ phiin Duge — Vit fir y té Thanh Héa (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Héa. tinh Thanh Hoa, Viét Nam)
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STT

Tén thude

Hoat chit chinh -
Ham hrong

Dang bao
ché

Quy cach déng goi

Tiéu
chufn

Tubi
.tho
(thang)

S6 ding ky
gia han
(S6 aing ky
da cip)

S6
lin
gia
han

(1)

@)

3

)

®)

©)

)

(8)

®)

14

Acemol plus

Dextromethorphan
hydrobromid 15mg;
Paracetamol 500mg;
Phenylephrin
hydroclorid Smg

Vién nén
bao phim

Hép 10 vix 10 vién

NSX

893110308500
(VD-28809-18)

15

Chickenbe - New
Cold & Flu for
Kids

M3di goi 2g chita:
Paracetamol 325mg;
Clorpheniramin
maleat 2ig

Thubdc bt
uéng

Hop 24 g6ix2 g,
Hop 12 g6i x 2g

NSX

36

893100308600
(VD-26076-17)

Euquimol

MObi g6i 3¢ chira:
Paracetamol 160mg;
Phenylephrin
hydroclorid 2,5mg;
Clorpheniramin
maleat Img

Thude bat
udng

Hop 30 gbi x 3g

NSX

17

Nadyzin

Mbi g6i 2g thude bat
chira: Kém (dudi
dang k&m gluconat
70mg) 10mg

Thube bot
udng

Hop 24 géix 2g

NSX

10. Co sé ding ky: Cong ty c6 phan duge phim Agimexpharm (Dja chi: S6 27 Nguyén Thai Hoc, P. M Binh, TP. Long

Xuyén. An Giang, Viét Nam)

10.1. Co' s& siin xuft: Chi nhanh cong ty cé phin duge phiim Agimexpharm- Nha may sin xuit dugc phim
Agimexpharm (Pia chi: Pudng Vil Trong Phung, Khém Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang, Viét Nam)

18 |Agimol 325 Paracetamol 325mg  |Thudccom | Hop 10 gbix 1,6g; | NSX 36 1893100308900 | 1
Hop 30 goi x 1,6g (VD-22791-15)
Agimol 80 |Paracetamol 80mg. . |Thube cdm [Hop 10 g6i x lg; NSX | 36 1

:9

pha hén dich
ubng

Hép 30 g6ix lg

893100369000

)-26722-17)

11. Co s& diing ky: Cong ty C6 phin Dugc phim Ampharco U.S.A (Bia chi: KCN Nhon Trach 3, X4 Hiép Phuée, huyén
Nhon Trach, tinh Bong Nai, Viét Nam)

11.1. Co sér san xuét: Céng ty b phén dugc phiim Ampharco U.S.A (Pia chi: Khu céng nghiép Nhon Trach 3, thi trin
Hiép Phudre, huyén Nhon Trach, tinh Pdng Nai, Viét Nam)

20 |Maxxhepaurso |Acid ursodeoxycholic |Viénnang |[Hop 1taix 1 vix 10 | NSX 36 1893110309100 | 1
100 100mg mém vién, Hop 1| tii x 3 (VD-26731-17)
vix 10 vién, Hgp 1
ti x 10 vi x 10 vién
21 |Maxxmuceus-CC |Carbocistein 375mg | Vién nén Hép 1 vix 10 vién, NSX 36 | 893100309200 | 1
375 bao phim Hop 3 vix 10 vién, (VD-27773-17)
Hdp 10 x 10 vién
22 |MucousAPC 100 |Carbocistein 100mg  |Thude bdt  [Hop 10 géi x 1,5g; NSX 24 (893100309300 | 1
ubng hop 30 géi x 1,5g; (VD-33390-19)
hop 100 géi x 1,5¢

12. Co sé diing ky: Cong ty co phin duwge phim An Thién (Dia chi: 314 Bong Sao
Vigt Nam)

, phuong 5, quén 8,

Tp.Hb Chi Minh,




SO Y TE KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Péc lip — Tw do - Hanh phic

PHIEU GIAI QUYET VAN BAN DEN
-//554// @?7_’ [n........ ngay,...s46. thang 2, e 2005, 0 e

1. Y kién cia lanh dao co quan, t6 chic

- Giao don vi, ¢4 nhan chua tri;... ... .. A
- Giao cac don vi, ¢4 nhin tham gia pié¥ hﬁb‘ et vin ban dén (ne u co)

A
nnéc o

2. Y kién ciia linh dao Khoa, Phong

- Giao cho c4 nhan; thoi han giai quyét doi voi cd nhan (néu co);

-Ngay,... thang,...... HER....... 000 PR 0 o ol s i = i

3. Y kién dé xuit cia nguwdi gidi quyet.

- Y kién dé xuat giai quyet vin ban dén cua ca nhén;

- Ngay,...... thang,........ nam....... dexudt ykién... ...



