CTY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
HOANG KIM Poc lap - Tw do - Hanh phiic
Sb: 0525-HK -
Nha Trang, ngay 05 thdng 05 nam 2025

Kinh givi: SO'Y TE TINH NINH THUAN

"V/v: Bé sung s6 déing ky ciia thudce da triing thau'*

één ctr Quyét dinh sb KQ2400544691 2502251521 ngay 25/02/2025 cta S&
Y té Ninh Thuén vé viéc phé duyét két qua lua chon nha thau qua mang ctia goi thau
G6i sb 01: Géi thau thube Generic, thudc ké hoach lua chon nha thau Ké hoach lua
chon nha thau cung cép thude du toan mua sim tap trung thude ndm 2024 cia S& Y
té, thudc du an/dy toan mua sdm Du todn mua sim tap trung thudc nidm 2024 ciia S&
Y té;

Cong ty TNHH Duge Pham Hoang Kim c6 tring thau g6i sd 1, trong d6 ¢6 mat
hang Tahero 325 (Paracetamol (acetaminophen) 325mg/5ml) ¢ s6 dang ky cii:
VD-29080-18 (OP gia han sé 13 6/Ob-OLD cia Cuc Quan Iy dwoc ngay
01/03/2023)

San pham di duoc Cuc Quén Ly Dugc ban hanh sé ding ky moi theo Quyét
dinh s6 853/QDP-QLD ngay 19 thang 12 nim 2024.

Vi vay, bao bi san phdm Tahero 325 véi s6 dang ky cii di str dung hét. Hién tai

trén bao bi san phim Tahero 325 13 s6 ding ky méi. Cu thé nhu sau:

. £oae o S6 ding ky
. % | Tén hoat chat— Tefl S_O dfmg’ky moi in trén Hang SX — Nuée
Ma so . } thwong cii da tring < .
Ham lwgng : N bao bi sin SX
: mai thau ”
: pham
Paracetamol Cong ty ¢ phin
G11208 | (acetaminophen) | Tahero 325 | VD-29080-18 | 893100312800 | Duogc pham Phuong
325mg/5ml Dong — Viét Nam




Dé dap tmg kip thoi cho viéc cung ung san pham Tahero 325 cho céac don vi
Y té. Céong ty kinh xin S& Y té dong ¥ cho cong ty cung lng san pham voi sb dang

ky méi.

Tran trong./.
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s BOYTE CONG HOA XA 1101 CHU NGHIA VIET NAM
C U( ()g_{;}_w_lg_g)vm: f}ﬁs l‘%p - én da Hanh phic
$6:853  /QD-QLD Ha Noi, ngay 19 thing 1o ndm 2024

QUYET BINH ’
V& viée ban hanh Danh muc 373 thudc, nguyén li€u lam thudc sdn xuit
trong nwéc duge gia han giay ding ky hwa hanh tai Viét Nam - Dot 215

CUC TRUONG CUC QUAN LY DUGC

Can cir Ludt Diroc 50 105/2016/QH13 ngaj 06/4/2016;

Cén cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phii quy

dinh chire ndng, nhiém vy, quyen han vé co cau té chire ciia Bé Y 16;

Cén cir Quyét dinh 56 1969/QD-BYT ngay 26/4/2023 ctia By trudng Bg Yié
quy dinh chicc ndng, nhiém v, quyen han va co cdu 6 chite cria Cuce Quan Iy Dugc
thuée Bo Y té;

Cén it Thong tir 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bé tr womg Bo Y 1é

quy dinh viéc ddng ky luu hanh thuéc, nguyén ligu lam r!moc
Can cir két lugn ciia Hoi d‘ong e véan cdp gidy ding ky luu hanh thuée,

nguyén ligu lam thuée - B Y té dot 215 tai Cong van s6 99/HDTV-VPHD ngay

21/11/2024 ciia Vian phong Hi dong tir vin cdp GDKLH thuéc, nguyén liéu lam
thuée; i '
Theo dé nghi cua Truong phong Dang ky thuoe, Cuc Quadn Iy Durgre.

QUYLET PINH:

Ditu 1. Ban hanh kém theo Quyét dinh nay danh muc 373 thude, nguyén
lidu lam thude san xudt trong nude duge gia han gmy dang ky luu hanh tai Viét

Nam - Dot 215, u;lhe

1. Danh myc 225 thude, nguyén liéu lam thude san xudt trong nude duoce gia

han gidy ding ky luu hanh hiéu hye 05 ndm (Phy luc I kém theo).
2. Danh muc 126 thude san xuit trong nuée duge gia han' gidy ding ky luu
hanh hiéu lyc 03 ndm (Phu luc I kém theo).
3. Danh muc 22 thube san xudt trong nude duge gia han gidy dang ky luu
hanh hiéu lye dén 3171272025 (Phy luc T kém theo).
Diéu 2. Co s¢ san X0At va co s§ dang ky thude ¢6 trach nhiém:
1. Sén xuat thucn, theo ding céc ho so, tai liéu da ding ky véi By Y té va
phai i m hodc dan s6 dang ky dwoc Bo Y té Viét Nam Lap 1&n nhin thude.

2. Chi dugc san xuat, dua ra hru hanh cde thude kiém sodt dac biét khi ¢6
Gmy chu’ngD nhan da didu kién kinh doanh duoc pham vi kinh doanh thude phai

kiém soat dac biét phu hgp véi pham vi hoat dong cua co s dap tng quy dinh tai
khoan 5 Didu 143 Nghi dinh s0 34/2017/ND-CP ngay 08/5/2017 ctia Chinh phu
quy dinh chi tiét méot s6 diu va bién phép thi hanh Luat Duge.

3. Thye hign viéc cap nhat tiéu chuén chat lrgng cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bd trudng B Y té quy dinh vé
chét lwong thude, nguyén liéu lam thude.
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4. Thudc duge gia han g gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp 1o so cap nhit ndi dung nhan thude, to hudng dan st dung thude theo quy dinh
cua Thong tu 0172018/ TT-BY'T ngay 18/01/2018 ciia Bo truong Bo Y té thi phai
thuc hién cdp nhéat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu sb
01/2018/TT-BY'T trong thoi han 12 thang ké tir ngay duge gia han gidy ddng ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quy &t dinh nay, cac thude duge gia
han gidy dang ky luu hanh theo Quy &t dinh nay c6 thay ddi v& noi dung hanh chinh
phai san xuét va luu hanh véi cac ndi dung dd duge phé duyét thay doi trong ho so
gia han.

6. Co s dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian higu lyc cua gidy dang ky luu hanh thube, nguyén lieu lam thudc. Trong
truomg hep khong con dap tng da diéu kién hoat déng, co s& diing ky phai c6 trach
nhiém thyc hién thay doi co s dang ky theo quy dinh tai Thong tu s6 08/2022/TT-
BYT trong théi han 30 ngay ké tir ngay co s& dang ky khong con di diéu kién hoat
dong.

7. Co s sén xuat thube phai bdo dam céc diéu kién hoat dong cia co s& sdn
xudt trong thoi han hiéu luc cua gidy dang ky luu hanh thube, nguyén ligu lam
thudc.

8. Céac thuoc dugc gia han gify ding ky luu hanh tai Quyét dinh nay dugc
tiep tuc st dung so dang ky da cép trude khi gia han trong thoi han 16i da 12 thang
ké tir ngay dugce cap s6 dang ky gia han theo quy dinh tai Phu lue VI ban hanh kém
theo Thong tr s6 08/2022/TT-BYT.

9, Phdi hop véi cée co so diéu tri dé thyc hién theo ding cdc quy dinh hién
hanh vé thude ké don, theo doi an toan, higu qua, tac dung khong mong mudn cia
thuoc trén ngudi Viét Nam va tong hgp, bao cdo theo quy dinh tai Diéu 5 Théng tu
s& 08/2022/TT-BYT dbi v6i céc thude trong Phy lyc 1T ban hanh kém theo Quyét
dinh nay.

Piéu 3. Quyét dinh néy ¢ higu lyc k& tir ngdy ky ban hanh.

Piéu 4. Giam dm, S& Y té cac tinh, thanh phd tryc thude Trung wong va
Giam dbc co so san xuat va co s& dang ky ¢6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi uhgn: . CUC TRUONG

- Nhu biéu 4; )

- BT. Dao Hong Lan (dé bic);
-TT. B3 Xuin ”luycn(de_ bic); § ‘ii
- Cue Qu.m y-Bo Qude phong, Cuce Y té - B Cong an;
-CucY 1& GTVT - Bo Giao thong van tai;
- Tong Cuc Hai quan - B§ Tai chinh;

- Bao hiém xa hoi Vigt Nam;

-Bo Y té: Vu PC, Cuc QLYD(‘I Cyc QLKCB, Thanh tra
B0, Vin phong HDT V cap GBKLH thube, NLLT;

- Vién KN thude TU, Vién KN thube TP. HCM:

- Téng Cong ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vién, V1¢n 6 giudng bgnh trye thudc Bo Y té;
= Trung tam mua Sﬁfﬂ i’lp trung HH.IOL, L]llﬂb 51.:1

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P. QLGT;
Website;

- Luuz VT, BDKT (C.H) (02b).

Vit Tuin Cwdng



S - A £ o g
(Kéin theo Quyér dinl 56 533

Phy lye 11
DANH MUC 126 THUOGC SAN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUT 03 NAM - DOQT 215

FOD-QLD ngay 19

cua Cye Quian Iy Do)

thang 12

ndm 2024

STT Tén thube Hoat chit chinh - Dang bao | Quy edch dong g6i Tigu Tubi $b dang ky | S0
Him luong ché chudn | thy gia han iin
(théng)| (So ding ky | gia
da cf'tp) han
) 2) ) &) (5) (6) ) (8) %)
L. Co s ddng ky: Cong ty ¢b phin cdng nghé cao Tra phaco (Dija chi: Xa Tén Quang, huyén Van Lam, tinh Hung Yén,
Viét Nam)
1.1. Co s& sin xuft: Cong ty ¢b phin cbng nghé cao Traphaco (Dja chi: Xa Tin Quang, huyén Vin Lam, tinh Hung Yén,
Viét Nam)
1 |Con xoa bép Dai hdi (Fructus Con xo0a bop [Hop 1 o x 50ml NSX 24 893110307200 | 1

Jamda

HHicii veri) 500mg;
Dia lién (Rhizoma
Kaempleriae
galangae) 500mg;
Huyét gidc (Ligmum
Dracaenae) 500mg;
M4 tién (Semen
Strychni) 500mg;
Methyl salicylat
(Methylis salicylas)
Smil; O dau (Rudix
Aconiti) 500mg; Qué
nhyc (Corfex
Cinnamomi) 500mg;
Té tan (Radix et
Rhizoma Asari)
300mg; Thién nién
Kién (Rhizoma
Homalomenae
oceuliae) 500mg; Uy
linh tién (Radix et
rhizoma Clematidis)
500mg; Xuyén khung
(Rhizoma Ligustici

wallichii) 500mg

(VD-21803-14)

2. Co sér diing ky: Cong ty cb phéin ¢6ng nghé sinh hoe - dwoe phadm 1CA (Dia chi: L6 10, dudng s6 5, Khu cong nghiép
Vigt Nam - Singapore, Phudng Binh Hoa, Thanh phd Thudn An, Tinh Binh Duong, Viéi Nam)

2.1, Co sé sin xudt: Céng ty ¢b phin cong nghé sinh hoc - dwoe pham ICA (Dja chi: L

Vigt Nam - Singapore, Phuong Binh Héa, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

6 10, dudng 6 5, Khu cong nghiép

2

Novira

L-ornithine L.-
aspartate 150mg

Vién nén

Hdp 5 vix 10 vién

NSX

36

893110307300
{(VD-28773-18)

3. Co s& ddng ky: Cong ty ¢b phin Dugc - Vit tuy t& Thanh Héa (Dia chi: S 232, Trén Phu, phuting Lam Son, Thanh

phé Thanh Héa, tinh Thanh Hoa, Viét Nam)

3.1. Co sé san xudt: Cong ty ¢d phin Dwrge — Vit twry té Thanh Héa (Dja chi: S5 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Héa, Viét Nam)
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STT Tén thube Hoat chat chinh - Dang bdo | Quy cdch déng gbi | Tién Tudbi S ding k¥ 86
Ham luwong ché chuiin | tho gia han 1in
(thdng)| (S8 dingky | gia
da chip) han
L)) _ @ ) 3) ) (5) (6) Q) (8) &)
45 {Thuoc ho tré em  |Moi chai 90mi chira: (hil twong  {H3p 1 chai x 90ml NSX 36 893110311600 | 1
OPC Béch bo 2,79g; Cam  |udng (VD-24238-16)
thao 0,9g; Cat canh
1,8g; Cineol 18mpg;
Hoang cam 1,8g;
Phuc linh Bach linh
1,8g; Tang bach bi
1,8¢; Tién ho 1.8g;
Ty ba diép 16,2g
Thién moén 2,7g
46 [Vién xong Camphor 24mg; Viénnang  [Hop 2 vix 10 vién NSX 36 | 893100311700 | |

EUCA-OPC

Eucalyptol 24ing;
Menthol 24mg

mein

(VD-27964-17)

22. Co sé ding ky: Cong ty ¢0 phin Duge phim OPV (Dja chi: 86 27, Budng 3A, Khu Cong Nghiép Bién Hoa I, Phudng
An Binh, Thanh phd Bién Hoa, Tinh Dong Nai, Viét Nam)

22.1. Co s sén xudt: Cong ty ¢ phin Duge phdm OPV (Dia chi: 85 27, Duong 3A, Khu Cong Nghiép Bién Hoa ll,
Phuting An Binh, Thanh phé Bién Hoa, Tinh 13511g Nai, Viét Nam)

47 |Paracetamol Mai 26i 1,5g chira: Thude bat Hop 12 géix 1,5g; NSX 36 893100311800 | 1
80mg Paracetamol 80mg pha hdn dich [Hp 20 géi x 1,5g (VD-27967-17)
uong
23, Co so ding ky: Cong ty cb phfm dwge pham Phong Phi (Diachi: Lo s6 12, duong so 8, Khu cong nghiép Tan Tao,
Phudng Tan Tao A, Quan Binh Tan, Thanh Pho Ha Chi Minh, Viét Nam)
23.1. Co s& san xudt: Cong ty b ph.m duoe phim Phong Phi — chi nhdnh nha m;’ly Usarichpharm (Dia chi: L6 s6 12
dudng 56 8, Khu cdng nghiép Tén Tao, Phudng Tan Tao A, Quéan Binh Tén. Thanh Phé Ho Chi Minh, Viét Nam)
48 |Bezarich Bezatibrate 200mg Vién nén Hop 3 vix 10 vién NSX 36 | 893110311900 | 1
bao dudng (VD-26043-17)
49 [Dedarich 200 Trimebutine maleate  |Vién nén Hop 02 vix 10 vién; | NSX 24 1893110312000 | |
200mg phéan tan hop 03 vix 10 vién; (VD-34213-20)
hop 10 vix 10 vién
50 [Monterich 4 Montelukast (dudi Vién nén Hop 03 vix 10 vién, | NSX 24 893110312100 | 1

dang Montelukast
natri 4,16mg) 4mg

phan tan

hop 05 vix 10 vién,
hop 10 vix 10 vién

(VD-34214-20)

24. Co sé diing ky: Cong ty b phan duge ph‘!m Phuoug Bong (Piachi: Lo s6 7, duomg s6 2
Phudmg Téin Tao A, Quan Binh Tan, Thanh phé H& Chi Minh, Viét Nam)

24.1. Co sir sin xudt: Cong ty b phin duge phim Phwong Dong (Dia chi: Lo 07, duong 50

Phudmg Tan Tgo A, Quan Binh Tan, Thanh phd Ha Chi Minh, Viét Nam)

, Khu céng nghiép Téan Tao,

2, Khu cong nghiép Téan Tao,

i

Alusigel

Magnesi hydroxyd
800,40mg; Nhom
oxyd (dudi dang
Nhém hydroxyd gel
khd) 400mg

Hon dich
thude

Hop 10 géi x 15g,
Hop 20 goi x 15g,
Hop 30 gdix 15g

NSX

36

893100312200
(VD-29821-18)




STT Tén thude Hoat chét chinh - Dang bae | Quy edeh déng géi | Tiéu Tubi Sb ding ky $b
Ham luwgng ché chufn tho gia han lAn
(thang) (86 ding ky | gia
da cfxp) han
89 2) 3) 6 (%) (6) () (8) )
52 |Cefzocid 50 Cefpodoxim {dudi Thude ¢dm Hép 10 gbi x 2,5, NSX 36 {893110312300 % |
dang Cefpodoxim hop 20 261 x 2,58, (VD-32633-19)
proxetil) 30mg hop 30 goi x 2.5,
hop 50 g6i x 2,5g
53 |Fudophar 800mg [Mdi dng 8ml chta:  |[Dung dich  [Hép 12 dng x 8ml, NSX 36 893110312400 | |
Arginin hydroclorid ~ |ubng Hop 24 6ng x 8ml, (VD-29077-18)
800mg Hop 36 dng x 8ml,
Hop 48 ong x Bml
54 iFumagate Magnesi hydroxyd 1dn dich IHop 10 gdix 10g. NSX 36 893100312500 | |
800mg; Nhom udng Hop 20 gbi x 10g, (VD-24839-16)
hydroxyd (dudi dang Hop 30 gbix 10g,
Nhém hydroxyd gel) Hop 30 gdix 10g
400mg; Simethicon
(dudi dang
Simethicon nhil dich
30%) 80mg
55 [Oribier 200 mg  |N - Acetylcystein Dung dich  |Hop 12 dng x 8ml, NSX 36 | 893100312600 | |
200mg/8ml udng Hop 24 dng x 8ml, (VD-25254-16)
Hop 36 dng x 8ml,
Hop 48 dng x 8ml
56 |Phudchymo Alpha — chymotrypsin |Vién nén Hop | vix 10 vién, |DDVN 36 893110312700 | 1
(tuong duong hop 2 vix 10 vién, vV (VD-32634-19)
42001U) 4,2mg hép 3 vix 10 vién,
hop 6 vix 10 vién,
hop 10 vix 10 vién,
hop 25 vix 10 vién,
hop 50 vix 10 vién
57 [Tahero 325 Paracetamol’ Dung dich {Hop 10 ong x Sml, NSX 36 1893100312800 | |
325mg/Sml ~ udng Hop 20 dng x Sml, (VD-29080-18)
Hop 30 dng x Sml -
58 |Tahero 650 Paracetamol Hop 10 dng x 10ml, | NSX 36 | 893100312900 | 1

650mg/10ml

Dung dich
uong

Hop 20 6ng x 10ml,
Hap 30 dng x 10ml

(VD-29082-18)

25. Co s& diing ky: Cong ty ¢b phin Dwoge pham Tipharco (Dia chi: 15 Pdc Binh Kiéu, Phudng 2, TP. My Tho, Tinh Tién
Giang, Viét Nam)

25.1. Co sé san xufit: Cong ty ¢6 phin Durge phiam Tipharco (Dja chi: 15 Ddc Binh Kiéu, Phudng 2, TP. M§ Tho, Tinh

Tién Giang, Viét Nam)

59

Glucosamin
sulfat 500mg

Glucosamin sulfat
(dudi dang
Glucosamin sulfat
NaCl tuong duong
Glucosamin base
392.6mg) S00mg

Vién nang
clng

Hop 10 vix 10 vién,
Hop | chai 100 vién

NSX

893100313000
(VD-24856-16)

26. Co siv diing ky: Cong ty ¢d phin dwge pham TV.Pharm (Dja chi: $6 27, dudng Nguyén Chi Thanh, Khém 2, Phuong
9, Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)




