CONG TY CPDP MINH DAN CONG HOA XA HOI CHU NGHIA VIET NAM
Sb: 722/CV-MD Poc 1ap - Tw do - Hanh phiic
(V/v: Bé sung so dding ky thudc) ~==0()0---

Nam Dinh, ngay 09 thang 11 nam 2024
Kinh giti: - S& Y té Ninh Thuén

Truéce tién, Cong ty C6 phin Dwgc phim Minh Dén, chan thanh cim on sw tin
nhiém va quan tdm ctia Quy Sé¢ cho Cong ty trong thoi gian qua.

- Cén ot Quyét dinh sb 08/QD-SYT ngdy 05/01/2024 cta Gidm dbe S& Y Té Ninh
Thuén v& viéc phé duyét két qué Iwa chon nha thiu Géi sb6 01: G6i thau Thude Generic va
vAc xin nim 2023.

- Can cir Quyét dinh s6 331/QD-QLD ngay 27/05/2024 v& viéc ban hanh Danh muc 401
thuoc san xuét trong nude duge gia han gidy ding ky luu hanh tai Viét Nam — Pot 197,
trong d6 san pham Calci clorid 500mg/5ml duge gia han 1an 1 v6i sé ding ky méi:
893110337024,

- Ciin et Quyét dinh s6 364/QD-QLD ngay 07/06/2024 vé viéc ban hanh Danh muc 484 :
thudc san xuét trong nudc dugc gia han gidy ding ky luu hanh tai Viét Nam — Dot 199, /)

5 ‘!."\:'

{

trong d6 san pham Senitram 2g/lg duge gia han lan 1 véi sb ding ky méi: *{.a { DUaC
893110391224, "';:t'\" \', \

- Can ot Quyét dinh s6 443/QD-QLD ngay 02/07/2024 v& viéc ban hanh Danh muc
387 thude sin xuét trong nude duge gia han gidy ding ky luu hanh tai Viét Nam — Dot
202, trong d6 san pham Midatan 500/125 dugc gia han 18n 1 véi sé ding ky méi:
893110540924.

- C#n cir Quyét dinh sb 550/QP-QLD ngay 02/08/2024 vé viéc ban hanh Danh muc
700 thude san xuét trong nudc duoc gia han gidy ding ky luu hanh tai Viét Nam — Dot
206, trong d6 san phim Tobramycin 0,3% duwoc gia han 14n 1 véi sb déng ky mdi:
893110668324.

- Ciin ot Quyét dinh s§ 550/QD-QLD ngay 02/08/2024 v& viéc ban hanh Danh muc
700 thude san xuht trong nuéc duge gia han gidy ding ky luu hanh tai Viét Nam — Dot
206, trong d6 san phAm Acid tranexamic 500mg duoc gia han 14n 1 v6i s6 ding ky méi:
893110666824.

Nha thiu chiing tbi xin b§ sung théng tin cic mit hang thubc da triing thiu
nhw sau:

SONC

coOP

STT Tén thubc Sgsznf%-g;{lizgﬂ Bi;‘:;gk?’:gfé
05/01/2024
1 | Calei clorid 500mg/5ml VD-22935-15 893110337024
2 Senitram 2g/1g VD-25215-16 893110391224
3 Midatan 500/125 VD-22188-15 893110540924
4 Tobramycin 0,3% VD-27954-17 893110668324
5 | Acid tranexamic 500mg VD-26894-17 893110666824




Céc ndi dung khac cia thudc khéng thay dbi. (Tai liéu dinh kém)
Bing viin ban nay, Nha thu chiing t6i kinh trinh Quy S& xem xét.

Xin chan thanh cam on!

Noi nhén: PAI DIEN HQOP PHAP NHA THAU
- Nhr trén
- Luu VT.

]
060033775
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S6: 331 /QDP-QLD Ha Ngi, ngay 27 thang 05 ndm 2024 |
|
QUYET PINH

Vé viéc ban hanh Danh muc 401 thude sin xuat trong nrde
dwoe gia han gidy ding ky lwu hanh tai Viét Nam B-‘_- 19?

CUC TRUONG CUC QUAN LY DU O'C

Can cir Ludt Dugc SO 105/2016/0H1 3 ngay 06/4/20] 6\ MINHZAN
Can cir Nghi dinh SO 95/2022/ND-CP ‘ngdy 1 5/11/2022ctia Chmh plm quy dinh
chirc nang, nhiém vy, quyen han va co cdu t6 chite ciia B6 Y 1é; & GIAM DOC
Cin cir Quyét dinh s6 1 969/QD-BYT ngay 26/4/2023 cua B truﬁo%ﬂg’é P‘ 16 quy v
dinh chitc nang, nhiém vu, quyén han va co cau 16 chike ciia Cuc Qucf U (ﬂl}gﬁf ””2;--’1.;,.e,.‘-,;a,w,,;f
Bj Y 1é; .
Cin cit Théng tir 56 08/2022/T T-RYT ngay 05/09/2022 ciia Bé trudng Bé Y té |
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc; a
Ciin cit két lugn cua Hoi dong tu van cap gidy ding ky lwu hanh thudc, nguyén A
liéw lam thuéc - Bé Y té dot 197 tai Cong van 56 33/HDTV-VPHD ngay 11/4/2024 cua
Vin phong Héi dong tu vin cap GPKLH thude, nguyén lidu lom thudc;
Theo dé nghi ciia Trudng phong Déng ky thude, Cuc Qudn 1y Duoc.

QUYET PINH: N

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 402 thubc san xuét trong
nuée dugce gia han gidy ding ky luu hanh tai Viét Nam - Dot 197, cu the

I. Danh muc 256 thudc san xudt trong nudc duge gia han gidy ding ky luu
hanh hiéu lue 05 nim (Phu luc I kém theo).

2. Danh muc 140 thudc san xuét trong nuéc duoc gia han gidy ding ky luu
hanh hic¢u lue 03 nam (Phu luc 11 kém theo).

3. Danh muc 05 thudc san xudt trong nudc duoc gia han gidy ding ky luu hanh
hidu luc dén 31/12/2025 (Phy Iuc 1 kém theo).

Diéu 2. Co 56 san xuat va co so ding ky thude co trach nhiém:

1. San xuat thude theo ding cic hd so, i lidu di ding ky véi B Y t€ va phai
in s6 ding ky duoc Bo Y & Viét Nam ¢dp 1én nhéin thube.

2. Chi duoc san xuét, dua ra luu hanh cée thube kiém soat dic biét khi c6 Gidy
chimg nhan di diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém soat
dac biét phu hop véi pham vi hoat dong cua co s& dap ing quy dinh tai khoan 5 Piéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Duoge.

3. Thyc hién viéc cip nhat tiéu chudn chit luong cia thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bé trudng B Y t& quy dinh vé
chét hrgng thude, nguyén lidu 1am thudc.

4. Thubc dugc gia han gidy ding ky luu hanh tai Quyét dinh ndy nhung chua
ndp hod so cip nhat ndi dung nhan thube, tor huéng dan sir dung thude theo quy dinh
cia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cta Bb trudéng Bo Y té thi phai thuc



2

hién cdp nhét theo quy dinh tai diém b Khodn 1 Diéu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang k€ tir ngay duoc gia han gidy dang ky luu hanh.
5. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac thube dugc gia han

gidy ding ky luu hanh theo Quyét dinh nay c6 thay-ddi vé ndi dung hanh chinh phai

sdn xuét va luu hanh véi cac ndi dung di duoc phé duyét thay déi trong hd so gia han.

6. Co sé ding ky thube phai bao dam duy tri diéu kién hoat déng trong thoi gian
hidu hre ctia gidy ding ky luu hanh thude, nguyén liéu 1am thudc. Trong truong hop
khong con dap tng du diéu kién hoat déng, co s dang ky phai c6 trach nhi¢m thue
hién thay déi co 56 dang ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con da didu kién hoat dong.

7. Co s& sén xuat thude phai béo dam cac diéu kién hoat dong cia co so san
xuit trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc duogc gia han gidy dang ky luu hanh tai Quyct dinh nay duogc llep
tuc str dung so dang ky da cip trude khi gia han trong thoi han ti da 12 thang ké tir
ngay duoc cip sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

2% Phdi hop véi cac co st diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo dol an toan, hiéu qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cio theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT débi vé6i cac thude trong Phu luc II ban hanh kém theo Quyet dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu lre ké tir ngay ky ban hanh.

Pidu 4. Giam dbc S& Y té céc tinh, thanh phé trwe thude Trung wong va Gidm
ddc co so san xudt va co sé ding ky co thube tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 4; i )
- BT. Dao Hong Lan (dé blc);
- TT. P Xuén Tuyén (dé blc);
-Cuc Quiny - Bd Quéc phong, Cuc Y té - Bo Cdng an;,
- Cuc Y té GTVT - B Giao théng van tai; \
- Téng Cuc Hai quan - B§ Tai chinh;

- Bdo hiém xi hoi Viét Nam; e e z "
B8 Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra - Vit Tuin Cwong
Bo, Vin phong HPTV cip GPKLH thube, NLLT;

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

- Tong Céng ty Dugc Viét Nam - Cong ty CP;

- Cdc Bénh vién, Vién c6 giwvong bénh tr ye thude BO Y té;

- Trung tdm mua sAm tdp trung thudc quoc gia;

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

Website;

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




Phu lue I
DANH MUC 256 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 197

(Keém theo Quyét dinh s6 331 /OP-OLD ngay 27 ihdng 05 ndm 2024
cria Cyc Quan ly Duoce)
STT| Tén thudc Hoat chét chinh - | Dang bao | Quy cich dong g6i | Tiéu | Tudi | SO dingky |S6 lin
Ham lwgng ché chuin | tho gia han gia han
(thing)| (S6 ding ky
da cip)

1 (2) I C))] “) i (5) 6 M 1 3 9)
1. Co s¢ dang ky: Cong ty co phan DTS Viét Nam (Dia chi: S8 18, t6 51, phuong Quan Hoa, quin Cau Gidy, thanh pho Ha
Noi, Viét Nam)

1.1. Co sé sin xudt: Cong ty cb phin dwge phim Nam Ha (Dia chi: $6 415, duong Han Thuyén, phudng Vi Xuyén, TP.
Nam Pinh, Tinh Nam Pinh, Viét Nam)

1

Golheal 300

Thioctic acid (Alpha
Lipoic Acid) 300mg

Vién nang
mém

Hop 2 vi,4dvix 15
vién

NSX

36

893110307124
(VD-24075-16)

1.2. Co sé sdn xuit: Cong ty TNHH MTV 120 Armephaco (Pia chi: 118 Vii Xuén Thiéu, phudng Phic Lei, quin Long

Bién, TP Ha Néi, Viét Nam)
2 |Benfosafe Benfotiamin 150mg |Viénnén  |Hop 3 vix 10 vién, NSX 36 |893110307224 1
bao phim  [Hdp 6 vi x 10 vién (VD-28654-18)
3 |Vildagold Vildagliptin 50mg  |Viénnén  |Hop 3 vi x 10 vién NSX 36 |893110307324 1

(VD-30216-18)

2. Co st dang ky: Cong ty C6 phin Dwge Danapha (Dja chi: 253 Diing ST Thanh IKhé, phudmg Thanh Khé Tay, quin Thanh
Khé, thanh phd Da Néng, Viét Nam)

2.1. Co sé sén xuét: Cong ty ¢ phan dwoe Danapha (Dia chi: 253 Diing St Thanh Khé, phudng Thanh Khé Tay, quin
Thanh Khé, thanh phé Pa Ning, Viét Nam)

4 | Amitriptylin Amitriptylin Viénnén  [Hop 1 lo x 100 NSX 36 |893110307424 L
25 mg hydroclorid 25mg bao phim  |vién; Hop 10 vi x (VD-31039-18)
10 vién

5 |Daquetin 25 Quetiapin (dudi Vién nén Hop 3 vix 10 vién NSX 36 |893110307524 I
dang Quetiapin bao phim (VD-25580-16)
fumarat) 25mg

6 |Dibulaxan Ibuprofen 200mg; Viénnén  |Hop 5 vi x 20 vién NSX 36 |893100307624 I
Paracetamol 325mg (VD-30234-18)

7 |Magnesi - B6 Magnesi lactat Vién nén Hop 5 vi x 10 vién NSX 36 |893110307724 1
dihydrat 470mg; bao phim (VD-27702-17)
Pyridoxin
hydroclorid 5mg

8 |S-Enala 5 Enalapril maleat Viénnén  |Hép 5 vix 10 vién; NSX 36 |893110307824 1
smg; Hop 10 vi x 10 vién (VD-31044-18)
Hydroclorothiazid
12,5mg

9 |S-Levo Levofloxacin (dugi |Viénnén  [Hop 2 vix 10 vién; NSX 36 |893115307924 1
dang levofloxacin bao phim  |Hdp 5 vi x 10 vién (VD-31045-18)
hemihydrat) 750mg

3. Co sé ding ky: Cong ty c¢d phin Dwec Dong Nai (Dia chi: S6 221 B, duong Pham Vin Thudn, phudng Tén Tién, thanh
phé Bién Haa, tinh Pdng Nai, Viét Nam)

3.1. Co s& sdn xudt: Coéng ty cb phan Dwoce Pong Nai (Pia chi: S6 221 B, dudng Pham Vin Thusn, phudng Tén Tién, thanh
phé Bién Hoa, tinh Béng Nai, Viét Nam)
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sTT Tén tl;uéc Hoat chét chinh - | Dang bao | Quy each déng gai | Tiéu Tuoi S6 diang ky | S6 lan
Ham lrgng ché chuin | tho gia han gia han
(thang)| (S6 ding ky
di cip)
@) (2) (&) “ (6)] 6) ()] 3) ®)

24.1. Co s sin xuit: Cong ty cb phin dwge phidm Me Di Sun (Pia chi: $6 521, Khu phd An Loi, Phudng Hoa Loi, Thi xi
Bén Cat, Tinh Binh Duong, Viét Nam)

77 |Aumirid 400 Amisulprid 400mg  |Vién nén Hép 3 vix 10 vién NSX 36 |893110314724 1
(VD-29771-18)

78 |Auzitane Probenecid 500mg  [Vién nén Hop 10 vix 10 vién | NSX 36 |893110314824 I
(VD-29772-18)

79 |Dicsep Sulfasalazin 500mg | Vién nén Hop 3 vi, 10vix 10 | NSX 36 1893110314924 1
bao tan vién (VD-31127-18)
trong rudt

80 |Lecyston Sulbutiamine 200mg |Vién nén Hop 01 vi, 02 vi, 03 | NSX 36 1893100315024 1
bao phim  |vix 10 vién (VD-29783-18)

81 |Musonbay Montelukast (dugi  |Thude bot  [Hop 20 goi x 2g NSX 36 |893110315124 [ 1

Powder dang Montelukast (VD-25201-16)
natri) 4mg

82 |Parterol 12 Galantamin (dudi Vién nén Hop 3 vix 10 vién NSX 36 |893110315224 l

dang Galantamin bao phim (VD-30422-18)
hydrobromid
15,4mg) 12mg
83 |Putiyol Tvermectin 6mg Vién nén Hap 02 vi x 02 vién | USP 40 36 |893110315324 l
(VD-27942-17)
84 |Racediar 30 Racecadotril 30mg  |Thude bt [Hép 20 gbi x 2g NSX 36 |893110315424 1
' pha hén (VD-27943-17)
dich ubng

85 |Recamemton 750 [Nabumeton 750mg  |Vién nén Hoép 10vix 10vién | NSX 36 |893110315524 1

bao phim (VD-29787-18)
25. Co sé diing ky: Cong ty ¢d phin dwoc phim Minh Déan (Pia chi: Lé E2 — DPudng N4 — Khu cong nghiép Hoa X4 —
Phudng Léc Hoa — Thanh phd Nam Dinh — Tinh Nam Dinh- Viét Nam)
25.1. Co' st sén xudt: Cong ty co phin dwoc phdm Minh Dan (Bija chi: L E2 — Pudng N4 — Khu cdng nghiép Hoa Xa —
Phudng Loc Héa — Thanh phé Nam Binh — Tinh Nam Binh- Viét Nam)
86 |Cefuroxime Cefuroxim (dudi Vién nén Hop 01 thi x 01 vix [ NSX 36 |893110315624 l
[25mg dang cefuroxim bao phim 10 vién (VD-24230-16)
axetil) 125mg
25.2. Co' sb san xuét: Cong ty ¢d phin duge phdm Minh Dan (Dia chi: L6 N§ — Pudng N5 — Khu céng nghiép Hoa X4é —
Phudng M§ X4 — Thanh phé Nam Pinh — Tinh Nam Pinh- Viét Nam)
87 |Furoscmid Furosemid 20mg/2ml [Dung dich  |Hép 10 éng x 2ml NSX 36 |893110315724 I
20mg/2ml tiém (VD-25211-16)
88 |Lidocain Lidocain hydroclorid [Dung dich [Hép 10 éng x 2ml; NSX 36 |893110315824 1
40mg/2ml 40mg/2ml tiém Hop 100 dng x 2ml (VD-23600-15)

26. Co' sé diing ky: Cong ty ¢ phan dwee pham Nam Ha (Pia chi: 86 415 dudng Han Thuyén, phudng Vi Xuyén, Thinh
phé Nam Dinh, Tinh Nam Dinh, Viét Nam)

26.1. Co 56 sin xuit: Cong ty cb phin dwge phim Nam Ha (Dia chi: 6 415 duomg Han Thuyén, phuomg Vi Xuyén, Thanh
phé Nam Pinh, Tinh Nam Pinh, Viét Nam)

89

Metronidazol

Metronidazol 250mg

Vién nén

Hép 10 vix 10 vién

NSX

36

893115315924
(VD-30443-18)




Phu Iue I
DANH MUC 140 THUOC SAN XUAT TRONG NUOGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 197
(Kém theo Quyéi dinh s6 331 /OD-QLD ngay 27  thing 05 ndm 2024
ciia Cuc Quan Iy Duoc)

STT Tén thudc Hoat chit chinh - | Dang bio | Quy cich déng géi | Tiéu | Tubi S6 ding ky |So lan
Ham lwgng ché chuin | the gia han gia
' (thang)| (S6 dingky | han
di cép)
(1) 2 (3) 4 &) (6) (7 @) )

1. Co sé diing ky: Cong ty c6 phdn DTS Viét Nam (Pia chi: S6 18, t 51, phuong Quan Hoa, quin Ciu Gidy, thanh phd Ha
N§i, Viét Nam)

1.1. Co sé sdn xuét: Cong ty ¢b phin dwoe trung wong Mediplantex (Dia chi: Nha méay dugc phim s6 2: Thén Trung Hau,
X tién Phong, huyén Mg Linh, thanh phdé Ha Noi, Viét Nam)

1 |Bromanase Bromelain 50 F.I.P U |Vién nén Hop 3 vix 10 vién; NSX 36 |893100332724 1
bao phim Hop 6 vix 10 vién; (VD-29618-18)
tan trong Hop 10 vix 10 vién
Tudt

2. Co s& ding ky: Cong ty cd phin Dugc - VAt tu y t& Thanh Héa (Dia chi: S 232 Trin Phu, phuong Lam Son, thanh phd
Thanh Hda, tinh Thanh Haéa, Viét Nam)

2.1. Co sé san xudt: Céng ty b phin dwgc-vit twy t& Thanh Hea (Dia chi: $6 04 dudmg Quang Trung, phudng Ngoc Trao,
thanh phé Thanh Hoa, tinh Thanh Hoéa, Viét Nam)

2 |Rovathepharm Moi g6i 3g chiia: Thube bot  |Hop 25 goi NSX 24 1893110332824 I
Acetylspiramycin pha hén (VD-17103-12)
100mg dich udng

3. Co s& ding ky: Cong ty ¢d phan Dwge Danapha (Bia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quan Thanh
Khé, thanh phé Pa Nang, Viét Nam)

3.1. Co s& san xuit: Cong ty cb phin Dwoe Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tdy, quin
Thanh Khé, thanh phé Da Ning, Viét Nam)

3 |Levomepromazin |Levomepromazin Vién nén Hop 1 1o x 100 vién; | NSX 36 |893110332924 1
25 mg (dudi dang bao dwong  |Hop 5 vi x 20 vién (VD-24685-16)
levomepromazin
maleat) 25mg

4. Co sér ding ky: Céng ty ¢b phin Duge Pdng Nai (Pia chi: 221B — Pham Vin Thudn - P. Tn Tién - TP.Bién Hoa — Tinh
Ddng Nai, Viét Nam)

4.1. Co s& sén xuit: Cong ty ¢b phin Duge Bdng Nai (Pia chi: 221B — Pham Vin Thuan - P. Tan Tién - TP.Bién Hoa —
Tinh Dang Nai, Viét Nam)

4 |Nystatin 500.000 |Nystatin 500.000IU |Vién bao Hdop 2 vi x 8 vién, NSX 36 1893100333024 l
Ul dudng Hop 10 vi x 8 vién; (VD-22411-15)
Chai 100 vién

5. Co siv diing ky: Céng ty ¢6 phin duwoe Enlie (Dia chi: Dudng NA6, KCN My Phude 2, phudng My Phude, thi x3 Bén Cat,
tinh Binh Duong, Viét Nam)

5.1. Co s& sin xuét: Cong ty b phin duwoe Enlie (Pia chi: Puong NAG, KCN My Phude 2, phuong My Phuée, thi x4 Bén
Cat, tinh Binh Duong, Viét Nam)

5 |Becacold-S Acetaminophen Vién nén Hop 25 vi x 20 vién, | NSX 36 |893100333124 [
500mg; Hép 25 vi x 4 vién (VD-18901-13)
Clorpheniramin
maleat 2mg;
Phenylephrin HCI
10mg
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STT Tén thube Hoat chit chinh - | Dang bao | Quy cich dong goi | Tiéu | Tudi Sb ding ky | S6 lan
Ham lorgng ché chuén tho gia han gia
(thang)| (S6dingky | han
di cp)
(1) (2) (3) “4) (3) (6) (M 8) &)
43 |Degodas Acid ibandronic Vién nén Hop 3 vix 10 vi NSX 36 1893110336924 1
(dudi dang Natri bao phim (VD-26182-17)

Ibandronat
monohydrat
2,813mg) 2,5mg

21. Co s¢ ding ky: Cong ty Co phin Duge phdm Minh Dén (Dia chi: L6 E2, dudng N4, khu cdng nghiép Hoa X4, phudng
Loc Hoa, thanh phé Nam Binh, tinh Nam Pinh, Viét Nam)

21.1. Co sé san xuat: Cong ty C6 phan Dwoc phim Minh Din (Dia chi: L N8, duéng N5, khu céng nghiép Hoa X4,

phudng My X4, thanh phé Nam Binh, tinh Nam Binh, Viét Nam)

44 |Calci Clorid Calei clorid dihydrat |Dung dich  |Hgp 05 6ng x Sml; NSX 36 1893110337024 |
500mg/5ml 500mg/5ml tiém Hép 50 dng x 5ml (VD-22935-15)
45 |Midafra 2g Cefradine 2g Thudc bdt  |Hop 1 lo; Hop 10 Lo, | NSX 36 |893110337124 1
pha tiém Hop 1 1o kém 1 dng (VD-22946-15)
nude cit pha tiém
5ml
21.2. Co s& sin xuit: Cong ty Co phan Dwge pham Minh Din (Pia chi: Lo E2, dudng N4, khu cong nghi¢p Hoa X4,
phudng Loc Hoa, thinh phd Nam Dinh, tinh Nam Dinh, Viét Nam)
46 |Cefodomid 200  [Cefpodoxim (dudi |[Viénnang |Hop 01 taix Ol vix | NSX 24 1893110337224 1 "ii
dang cefpodoxim cung 10 vién (VD-24228-16) /.
proxetil) 200mg '};

22. Co sé& diing ky: Cong ty cd phin dwec phdm Nam Ha (Dja chi: S6 415 dudng Han Thuyén, phudng Vi Xuyén, Thanh
phé Nam Binh, Tinh Nam Dinh, Viét Nam)

22.1. Co sé sin xuét: Cong ty cb phin duwge phim Nam Ha (Dia chi: 86 415 dudng Han Thuyén, phudng Vi Xuyén, Thanh
phé Nam Binh, Tinh Nam Dinh, Viét Nam)

47 |Mikfepris 10

Mifepristone 10mg

Vién nén

Hép L vix 1 vién

NSX

36

893110337324
(VD-19396-13)

23. Co sb diing ky: Céng ty cb phin Dugc phim Phong Pha - Chi nhdnh nha may Usarichpharm (Dia chi: L6 12, Pudng
s6 8, Khu cong nghiép Tan Tao, phudng Tan Tao A, quin Binh Tén, Tp. HCM, Viét Nam)

23.1. Co sé sin xuit: Cong ty co phin Dwge pham Phong Phii - Chi nhdnh nha may Usarichpharm (Dia chi: L6 12,
Dudng s6 8, Khu cong nghiép TAn Tao, phudng Tan Tao A, quin Binh Tén, Tp. HCM, Viét Nam)

48 |Patandolusa extra

Cafein 50mg;
Paracetamol 500mg

Vién nén
bao phim

Hop 10 vix 10 vién;
Hop 15 vi x 10 vién;
Hop 1 chai x 100
vién; Hop 1 chai x
200 vién; Hop 1 chai
x 500 vién

NSX

36

893110337424
(VD-31147-18)

49 |Usarad

Loratadine 10mg

Vién nang
mém

Hop 3 vix 10 vién,
Hoép 5 vix 10 vién;
Hop 10 vi x 10 vién

NSX

36

893100337524
(VD-28747-18)

24. Co s& ding ky: Céng ty cé phin dwee phim Phwrong Pong (Dia chi: L6 b 07, dudng sb 2, Khu céng nghiép Tan Tao,
Phudong Tan Tao A, Quan Binh Tén, Thanh phé H6 Chi Minh, Viét Nam)

24.1. Co s& sén xuit: Cong ty co ph:‘?m duge phﬁm Phuwong Péng (Pia chi: L6 sb 07, dudng s 2, Khu céng nghiép Tan
Tao, Phudng T4n Tao A, Quan Binh T4n, Thinh ph6 Hé Chi Minh, Viét Nam)



Méu nhan in hép Calei clorid 500mg/5mi.

Ti 16150%: Kich thuéc 150 x 76 mm
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Dung dich tiém B  Thube bin headon Solution for injection
THANH PHAN: COMPOSITION:
Cailci clorid dihydrati.....c..cooovvieiiiiin, 500mg n N Calcium chioride dihydrate:..........c.............500mg
Nuédc d& pha tiém: ..o viza dG 5ml CGICI Clorld Water for Injection............
CHI BINH, CHONG CHI BINH, CACH DUNG VA

s(r dung bén trong hop thudc.
nhigt 3¢ duwdi 30°C.
TIEU CHUAN: TCCS.

DE XA TAM TAY CUA TRE EM

SBK/Reg.N’: 883110337024
Ngay SX/mid:
56 16 SX/lot
HD/exp.
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TR.Narm Binh - Tinh Nam Binh - Viét Nam

wseseenanrais SmL
INDICATIONS, CONTRAINDICATIONS, ADMIN-

ISTRATION AND FOR MORE INFORMATIONS:
Please read the enclosed leaflet.

STORAGE: Dry place, avoid light direct, below
30°C.

SPECIFICATION: Manufacturer’s.

500mg/ dml

Calci clorid dihydrat 500mg/ 5m!

KEEP OUT OF REACH OF CHILDREN

X x READ ENCLOSED LEAFLET CAREFULLY BEFORE USE
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Md&u nhén hop Calci clorid 500mg/5ml. Ti 1& 60%
Kich thudc 156 x 98 x 80 mm
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Dung dich tiém
CALCI CLORID 500mg/ Sml

Thude nay chi dimg theo don cia bac sy
Poc ki huéng dan sir dung trude khi dung

Thanh phin:
Calci clorid Tiliydiit ..o 00 ensvasinisaiiposicaiii S00,0 mig
Nudre dé pha thude iém vita dii ..o, 50 .mi
Dirge dong hoe:

Dung dich tiém calei clorid ding dubmg tiém finh mach nén thude duge
hiip thu nhash v hoan fein, Trong huyél tuong ngudi, nong d calei vio
khoang 8,5 mg dén 10,4 mg/decilit trong d6 khodng 45% gin véi protein
huyét rang, chit yéu 1 albumin vi khodng 10% phic hop véi cde chit dém
anionic (nhi citrat va phosphat) con lai 13 calci fon hoa.

Sau khi ding, ion calei thii i ra nuéde tidu va duge loc @i cdu thin vi 6
mot lugng nhat dinh duge 141 hip thu. Sy 1di hilp thu & Sng than 13 rt lan vi
cd 98% lugng jon calei da duge @i hip thy 1rd i tudn hodn. Sy i hip thu
niy duge didu chinh manh bai hormon cin gidp (parathyroid - PTH) vi eiing
bi anh hirdmg boi sy loc MNa®, s cé mat cha cde anion khong 141 hap thu, cic
chat Joi niéu. Calei bai Gét khi nhiéu vio st tropg thoi k¥ che con bi: cd
mét it calei thai rirdi qua md hoi va cing thai wir qua phin.

Dhgge Tue hoe:

Ca** 4t cdn thiél cho nhidu qud rinh sinh hoc: Kich thich neuron thin
kinh, pidi phéng chit dan truyén thdn kinh, co cg, bio toan mang va lam
dong miu, Ca™ con giip chife nang truyén tin thit cip cho hoat dgng clia
nhiéu hormon. Trén hé tim mach ion calei it cin thiét cho kich thich vi eo
bép co tim cing nhy cho sy din truyén sung dign rén mdt 56 viing cia co
tim dac biét qua nit nhi thit, Trén he ihéin kinh co, fon calch dong vai o
quan Irong trong kich thich vi co bdp ca, Sy kich thich co co et jon calci
xdy m khi duge gidi phong khai Tuai e tuong.

Chi dinh:

- Ciic tnuimg hop ein tang nhanh néng do jon calei trong mdu nhut co gidt
do ha calei huyét & 1ré se sinh, co thit thanh quin do hy calci huyél, thiéu
ndng cin gidp frang gay fetani, ha calei huyét do idi khoing héa. san phiu
thusit cudmyg can gidp, ha calci huyél do thigu vitamin D, nhiém Kiém. Sau
wuyén mdu khéi lugng Idn chira calel citat gay gidm Ca*™ miu.

- Trudmg hop tang kali huyé, d gidm tdc dyng giy e ché tim, bicu hi¢n
trén dién 1am dé.

- Truémg hop tng magnesi huyet, calei clorid cling duge sir dung nhim
muyc dich diéu tri cdc e déng gay e ché he thin kinh trung remg khi diing
qud liéu magnesi sulfat.

- Quii lidu do thude chen ealel, ngd doc de ethylen glycol,

- Bong acid hydrofluoric,

Ching chi dinh:

- Rung that trong h6i sife tim; ting calei myiu, nhu' o ngudi bi tang ning cin
gidp, qud liéu do vitamin D.

- 56i than, suy than ning; ngubi bénh dang ding digitalis, epinephrin.

- U dc tinh 1iéu xuong.

- Calei niéu ning.

- Loding xwong do bit dang.

Thian trong: ’

- Tranh tiém tinh mgch qud nhanh (duéi 1 ml/ phil), icinh thodt mach.
Dimg than trong véi ngui suy ho hip hodc tean mdv, ting calei miu cd thé
xdy ra khi giam chife ning than, cin thigl thudng xuyén Kiém tra calci mdu.
Gidm huy€tl dp nhe thuémg xdy ra sau khi tiém vi gidn mach. Calei clorid 13
mot mudi acid nén khong ding khi didw tri ha calei huyét do suy thin.

- Trdnh nhiém toan chuyén héa (chi ddng calei clorid 2 - 3 nghy, sau da
chuyén sang ding cdc mudi calei khic),

- Calei clorid kich fmg dudmg ti¢n hda va gay hoai it mo, do vay khong bao
b duoe tiém vho cie mé hodc bip thil.

Théng bio che bde s§ nlitg léc dung klvdng mang mudn gap phai
khi 51t dung thuic
Tde duag khong mong muin (ADR):

Thicomg gedp, ADR = 11100:

- Tudn hoin: Ha huyét dp (chdng mat), giin mach ngeai vi.

- Tigu hda: Tdo bdn, diy hot, budn non, non.

- Da: B da, ngogi ban, dau hodc rit bong nai tiém, dau nhal day thin
kinh. Bdc néng va cd cim gidc ndng.

it gap, 1EHOG < ADR <1/100:

- Thin kinh: VA mé hai.

- Tudn hodn: Loan ohip, 161 logn chifc nang tim cip.

Hicm pap, ADR < NHO00: Trén médu: Huyét khoi
Tic dng con thube khi ki xe v vin hinh may mac:

Khang thay co tic dgnge anh hrdmg dén kha ning li xe va van hanh may

méc khi sit dung ché pham trong cie i liéu tham khio duoe.

Hudng dan cdch xir tri ADR:

C thé didu tri ngdm calei clorid quanh mach nhy saw Netmg ngay liem
finh mach. Truyén nairi elorid ding truong vio viing bi ngdm cho Jodng di.
Chudm néng lai chd,

Twomg tic vifi cic thude khic:

- Nhimg thue sou diy dc chd thai wir calci qua than: Cde thiazid,
clapamid, ciprofloxacin, clorthalidon, thuge chéng co gidt.

- Calci Jam téng doc tinh cita digoxin d6i véi tim. Néng do calci trong midu
tang Jm #ing (dc dung Ge ché enzym Na-IC-ATPase clia glycosid trg tim.

- Calei clorid bi két tia boi carbonat, bicarbonat, phosphat, sulfat vi
tartral.

Sir dung cha phy ai ¢6 thai va cho con bi:

Thér k§ mung thai: Khong ghy hai khi ding lifu theo nhu ciu hing nghy.

- Thei ky cha con Ini: Khong, gy hai khi ding lidu theo nhu cdu hing
ngay.

Litu dimg - Ciich diing:

- Chaitrg hat coled hinyét hode b sung chat dign gidi;

Tré em: 25 mg (6.8 mg ion calei)/ 1 kg thé trong, tiém tinh mach chim.

Neuti 1dn: 500 mg (6 1 g (136 - 272 mg ion calci). Tieém tinh mach chim
véi 16c do khong duge vugt qud 0.5 ml (12,6 mg jon calci) 161 1 mi trong 1
phiit. Lidu nay cé thé duoe dimg nhic lai cdch quiing | dén 3 ngly iy theo
dip tng clia ngudi bénh va néng d6 calei trong huy@t thanh.

- Bong acid hydrofluoric: Tiém truyén nho giot déng mach: 10 ml dung
dich 500 mg/5 ml calei clorid (272 mg fon calei) pha véi 40 ml nude mudi
sinh Iy trong 4 gidn.

- Chéug tang kali neyet: Phi didu chinh lidu qua theo doi thudmg xuyén
bing di¢n tim da.

- Chéng rang magnesi huyét: Tiem Goh mgeh, bt ddu 500mg/5 ml (136
mg ion calei), nhic Tai péu tinh trang lam sing thiy cfin thict.

Trong truémg hop ding kéo dii cin theo dai dign gidi dé.

Qud Yt va xir tri:

Khi néng da calci trong huyét thanh virgt qud 2,6 mmol/lit (J0,5 mg/100
wl) duoe coi Ja tang calei huvél. Khong chi dinh thém calci hoac bit cif
thudc gi gay tang calci huyél dé giai quyét tnh trang ting calei huyél nhe IS
ngudi bénh Khong 6 tri¢u chimg va chife nang than binh thudng. Khi néng
6 calei trong huyét thanh vt qud 2,9 mmolAit (12 mg/100 ml) phii ngay
14p tife diing cdc bién phip sau day:

- Bl nude bing tiem (inh mach dung dich natri clorid 0.9%. Lam lgi ni¢u
bing furesemid hoje acid ethacrynic, nhim Fim ha shanh calei va tang thii
trie natri khi diing qud ahiéu dung dich natri clorid 0,9%. Theo dai néng 0o
kali vi magnesi trong mdu A€ sém béi phy, dé phang bién chimg trong diéu
Iri.

- Theo d&i dign tam dé v ¢ the sir dung cdc chil chen betn-adrenergic a2
phong loan nhip lim ning.

- Cé thé thim tich méu, ding calcitonin vi adrenocorticoid trong diéu i,
Xie dinh néng d¢ calei trong mdu mdi cdch déu din dé ¢ hudmg din didu
chinh cho diéu tri.

NEU CAN BIEF THEM THONG TIN XIN HOI ¥ KIEN CUA THAY THUOC
Tiéu chuin: Tieu chuin co <&.

Haun diing: 36 thdng ké tir ngdy san xual.
Bao quin: Noi khé, trdnh doh sdng trye 1p, nhigt do dudi a0°C.

GIT THUOTC XA TAM TAY TRE EM

Hing poi: Hop 5 ong x Sml.
Hop 50 éng x 5mi

¥
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Siin xudl lai: Cong ty ¢ phin duge phim Minh Dan
Bia chi: Lo N§ - Budmg N5 « KCN Hoa X - Phodmg M§ X4
- TP, Nam Pinh - Tinh Nam Binh - Viét Nam
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L 844.37365483 &4 cqldvn@moh.gov.vn

()

Déng nhép (/Account/Login)

Cuc Quéan ly Dugc-Bo Y té

7 (/DANGKY)

) (/THUTUCHANHCHINH) 5 540 240 (/LANHDAOCUC)
- (/KHIEUNAIVACXIN) .0 - (/LIENHE)
TRA CU'U GIA THUGC
TATCA ~ 893110337024

Tra clu nang cao v

VN
Niﬁ:rE TT}:?.::G z'g"{ TEN THUGC TEN HC ND/HL S0 GPLH/GPNK DM;‘;EAD gg;gz%’:
NGH
Hép 5 6ng %
5ml; Hop 50
D ca ang x 5m!
- Cali clorid MBI 5l chifa Calci 393110337024 (VD- (85 sung
G kf}orﬁg 500mg/ 5ml clorid dihydrat 500mg a0amatsml 22935-15) ﬂlen [iung
<0 van van so
ban 12565/QLD-
DK ngay
18/08/2017)

https://dichvucong.dav.gov.vn/CongBoGiaThuoc/index
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|
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NUWEC sX DON VIKK PHAN LOAI
. Cong ty cd phan DP Dinh chinh/bd
Vigt Nam —— —
Minh Dan sung théng tin
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Cu Udﬂ Bo Y 14

Nl [C QUAN LY DUQC Péc ldp - Tu do - Hanh phiic

+H07:00

Sb: 364 /QD-QLD Ha Noi, ngay 07 thdng 06 nam 2024

‘ -QUYET PINH ,
Vé viéc ban hanh Danh muc 484 thudc sin xudt trong nwéc
dwgc gia han giay ding ky luu hanh tai Viét Nam~Det 199

CUC TRUGNG CUC QUAN LY DYQC; 11

l DO

Cdan cur Ludt Duoc SO 105/2016/QH13 ngay 06/4/20}6 S
Cén cir Nghi dinh s0  95/2022/ND- -CP ngay 15/1 1/2022: cua Chinh phu quy dinh
chirc ndng, nhiém vu, quyen han vé co cdu 16 chirc cia Bo Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua BY tr ugci‘ﬂt%’ Bﬁw‘f
gmi; ct‘hzrc nang, nhiém v, quyén han vé co cdu t6 chire ciia Cuc Qu(ﬁl‘% ly),,g{b[%q ﬁi{@g ( );%)ﬁmm,%

o Yite

Céin cir Thong tir s6 08/2022/TT- BYT ngay 05/09/2022 cia B truéng B Y té
quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thuéce;

Céin cir két ludn cia Hpi dong tw vin cap gidy ding ky luu hanh thudc, nguyén o
lidu lam thudc - BY Y 1é dot 199 tagi Cong vin sé6 40/HDTV-VPHD ngay 08/5/2024 cua |/ P =
Vin phong Hoi déng fir van cd}) GBKLH thuéc, nguyén liéu lam thuée; 1E 4

Theo dé nghi ciia Trudng phong Ping ky thuoe, Cuc Qudan 1y Duoc. &

- -AE U\."it |

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 484 thudc san xuit trong
nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 199, cu thé:

1. Danh muc 362 thudc san xuit trong nwde duge gia han gidy ding ky luu
hanh hiéu lwc 05 nam (Phu luc I kém theo).

2. Danh muc 104 thudc sdn xudt trong nude duoc gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc IT kem theo).

3. Danh muc 18 thude san xuit trong nude duge gia han gidy ding ky luu hanh
hiéu lue dén 31/12/2025 (Phu luc 111 kém theo).

Piéu 2. Co sd san xuit va co sé dang ky thude cé trach nhiém:

1. San xuét thudc theo ding cic hd so, tai lidu da ding ky voi B6 Y té va phai
in s6 dang ky duoc B Y té Viét Nam cap 18n nhén thude.

2. Chi dugc sén xuét, dua ra luu hanh céc thude kiém soat dic biét khi c6 Gidy
chimg nhén du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém sodt
déc biét phu hop voi pham vi hoat dong cua co s& dap ing quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phi quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luét Duoec.

3. Thuc hién viéc cdp nhat tiéu chuin chit luong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta B6 truéng BS Y t& quy dinh vé
chat luong thude, nguyén liéu 1am thude.

4. Thubc duge gia han gidy dang ky lru hanh tai Quyét dinh ndy nhung chua
ndp hd so cip nhét ndi dung nhin thude, to hudng dan siv dung thude theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia B6 truéng B Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan | E)iéu 37 Thong tur 6 01/2018/TT-BYT
trong thdi han 12 thang ké tir ngdy duge gia han glay dang ky luu hanh.

5. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac th ubc duge gia han
gidy dang ky luu hanh theo Quyét dinh nay cé thay ddi vé ndi dung hanh chinh phai
san xuét va luru hanh véi cic ndi dung da duge phé duyét thay dbi trong hé so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc coa gidy dang ky luu hanh thuée, nguyén liéu lam thude. Trong trudng hop
khéng con dap ung du diéu kién hoat dong, co s& ding ky phai co trach nhiém thuc
hién thay dbi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s dang ky khong con du didu kién hoat dong.

7. Co s& san xuét thubc phai bao dam céc didu kién hoat dong ciia co s& sdn
xuft trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén ligu lam thube.

8. Cac thuoc dugc gia han gidy dang ky luru hanh tai Quyet dinh nay dugc tlep
tuc st dung so ddng ky dd cép trude khi gia han trong thot 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
Théng tu s6 08/2022/TT-BYT.

2. Phéi hop véi céc co s& didu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qud, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hgp, bdo cdo theo quy dinh tai Piéu 5 Théng tu 50
08/2022/TT-BYT dbi véi cic thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh niy cé hidu luc ké tir ngdy ky ban hanh.

Diéu 4. Gidm dbc S& Y té céc tinh, thinh phd truc thude Trung wong va Gidm
dbe co s san xudt va co so ding ky c¢6 thube tai Piu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.

Nuoi nhdn:

- Nhu Pidu 4;

- BT. Pao Hong Lan (dé blc);

- TT. D& Xuan Tuyén (dé b/c);

- Cuc Quén y - B Quéc phong, Cuc Y té - Bo Cong an;
-CucY té GTVT - B6 Giao théng van tai;

- Tong Cuc Hai quan - Bé Tai chinh;

- Béo hiém x3 hai Viét Nam; h ” Z .
_B§ Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuéin Cwong
B§, Vin phong HDTV céip GPKLH thude, NLLT;

- Vién KN thuée TU, Vién KN thube TP. HCM;

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

- Cac Bénh vién, Vién co givong bénh truc thude B6 Y t;

- Trung tAm mua sam tap trung thude quic gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).
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DANH MUC 362 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - PQT 199
(Kem theo Quyét dinh sé 364 /OP-QLD ngay 07  thang 06 ndm 2024
cua Cuc Qudn Iy Dirgc)

STT Tén thube Hoat chit chinh - Dang bao | Quy cich dong géi | Tiéu Tudi S6 ding ky So
Ham lwgng ché chuin | tho gia han lan
(thang) (Sb dang ky | gia
d4 ¢dp) han
) (2) (3) “ () (6) (7N () ®

1. Co sé ding ky: Cong ty cd phin Dirge - VAt tu' y té Nghé An (Pia chi: S6 68 dudng Nguyén S§ Sach, phudng Hung
Phiic, thanh phé Vinh, tinh Nghé An, Vit Nam)

1.1. Co sé san xuit: Cong ty ¢d phin Duge - Vit tw y t& Nghé An (Dia chi: S6 68 duong Nguyén S§ Sach, phudng Hung

Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)

1 |Ciprofloxacin- Ciprofloxacin (dudi  [Vién nén Hop 10vix 10 vién |DDVN | 36 | 893115377024 1
DNA dang Ciprofloxacin  |bao phim \Y (VD-21941-14)
hydroclorid) 500mg
2 |Nafluextra Caffein 65mg; Vién nén Hop 10 vix 10 vién | NSX 24 | 893100377124 1

Paracetamol 500mg

(VD-27249-17)

2. Co s& diing ky: Céng ty co ph:"in Duwge - VAt tw y t8 Thanh Héa (Dia chi: S6 232 Tran Phii, phudng Lam Son, thanh phé
Thanh Héa, tinh Thanh Héa, Viét Nam)
2.1. Co sé san xuit: Cong ty c¢b phin Dwge - Vit tw y t& Thanh Héa (Bia chi: S6 04 dudng Quang Trung, phuong Ngoc
Trao, thanh phé Thanh Hoa, tinh Thanh Héa, Viét Nam)

3 |Ciprothepharm Ciprofloxacin (dudi |[Vién nén Hop 3 vix 10 vién; |[DDVN 36 | 893115377224 1
dang Ciprofloxacin  [bao phim Hop 5 vi x 10 vién; v (VD-20937-14)
hydroclorid) 500mg Hép 10 vi x 10 vién

4 | Themox Tabs Amoxicilin (duéi Vién nén Hop 10 vix 10 vien | NSX 36 | 893110377324 |
dang Amoxicilin (VD-29311-18)
trihydrat) 1000mg

5 |Thepacol Flutab Clorpheniramin Vién nén Hop 5 vi x 10 vién; |DBVN 36 893100377424 1
maleat 2mg; Hop 10 vix 10 vién; | IV (VD-29310-18)

Paracetamol 500mg

Hdp 20 vi x 10 vién

3. Co s dding ky: Céng ty ¢6 phin duge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phudng 15, Quén 11, thanh phd Hb Chi

Minh, Viét Nam)

3.1. Co sé sén xuit: Céng ty c6 phin dwge Apimed (Dia chi: Duéng N1, cum ¢éng nghiép Phd Thanh - Vinh Thanh, xa

Vinh Thanh, huyén Nhon Trach, tinh Df)ng Nai, Viét Nam)

6 |Apibrex 100 Celecoxib 100mg Viénnang  |Hdp 3 vix 10 vién NSX 24 | 893110377524 1
clng (VD-30910-18)
7 |Apifexo 120 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 893100377624 1
hydroclorid 120mg  [bao phim Hép 3 vix 10 vién; | 2016 (VD-31025-18)
Hop 10 vi x 10 vién
8 |Apifexo 180 Fexofenadin Vién nén Hop 2 vi x 10 vién; BP 36 893100377724 1
hydroclorid 180mg  |bao phim Hép 3 vix 10 vién; | 2016 (VD-31026-18)
Hép 10 vi x 10 vién
9 |Apifexo 60 Fexofenadin Vién nén Hop 2 vix 10 vién; BP 36 893100377824 1
hydroclorid 60mg bao phim Hop 3vix 10 vién; | 2016 (VD-31027-18)
Hop 10 vi x 10 vién
10 |Apitec 20 -H Enalapril maleat Vién nén Hop 2 vix 10 vién; |USP 41| 24 | 893110377924 1

20mg;
Hydroclorothiazid
12,5mg

Hop 3 vix 10 vién;
Hép 10 vi x 10 vién

(VD-30912-18)
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STT Tén thudc Hoat chét chinh - | Dangbao | Quy cach déng géi | Tieu | Tudi Sb ding ky So
Ham lwong ché chuin | the giahan | ldn
(thang)| (S6 diing ky | gia
da c‘flp) han
(1 (2) (©)] “4) (6] (6) (N @) ®)
128 [ Arabtin 20 Atorvastatin (dudi Vién nén Hop 3 vix 10 vién NSX 36 | 893110389724 1
dang atorvastatin bao phim (VD-29768-18)
caleium trihydrat )
20mg
129 | Atoz 100 Cefpodoxim (dudi Vién nén Hép 1 vix 10 vién; | NSX 36 | 893110389824 [
dang cefpodoxim bao phim Hop 3 vi x 10 vién; (VD-31753-19)
proxetil) 100mg Hop 10 vi x 10 vién
130 |Atoz 200 Cefpodoxim (dudi Vién nén Hép 3 vix 10 vién; | NSX 36 | 893110389924 1
dang cefpodoxim bao phim Hop 10 vi x 10 vién (VD-31754-19)
proxetil) 200mg
131 |Badextine Betamethason Vién nén Hop 10 vix 10 vién; | NSX 36 | 893110390024 1
0,25mg; Chai 100 vién; Chai (VD-31757-19)
Dexchlorpheniramin 500 vién
maleat 2mg
132 |Calciferat Calci carbonat (twong [Vién nén Hop 6 vi x 10 vién NSX 36 | 893100390124 |
750mg/2001U tng voi 300mg bao phim (VD-30416-18)
Calci) 750mg;
Vitamin D3 200IU
133 |Fedecef Hydrochlorothiazid |Vién nén Hop 03 vix 10 vién | NSX 36 1893110390224 i
12,5mg; Losartan bao phim (VD-26875-17)
kali 50mg
1134 |Medi- Domperidon (dudi Vién nén Hop 10 vi x 10 vién; | NSX 36 | 893110390324 1
Domperidone dang Domperidon Chai 100 vién; Chai (VD-25712-16)
maleate) 10mg 200 vién
135 |Mirenzine 10 Flunarizin (dudi dang |Vién nén Hop 10 vix 10 vién | NSX 36 | 893110390424 1
Flunarizin 2HCI) (VD-27940-17)
10mg '

24. Co sé ding ky: Cong ty 6 phin dwee phim Medbolide (Pia chi: Phong 09, 14u 10, toa nha The Everrich 1, s6 968
dudng Ba Thang Hai, phudng 15, quéin 11, Tp.HCM, Viét Nam)

24.1. Co s¢ san xuit: Céng ty cd phin Dwge phim Phong Phi - Chi nhénh nha may Usarichpharm (Dia chi: Lo s6 12,
dudng sb 8, khu céng nghiép Tan Tao, phudng Tan Tao A, quan Binh Tan, TP. HS Chi Minh, Viét Nam)

136 |Lotagoz 100 Lamivudin 100mg Vién nén Hop 03 vix 10vién | BP 36 | 893110390524 1
bao phim 2016 (VD-29790-18)

137 |Lotagoz 150 Lamivudin 150mg Vién nén Hdp 03 vi x 10 vién BP 36 | 893110390624 |
bao phim 2016 (VD-29791-18)

- 25. Co s¢ ding ky: Cong ty ¢6 phin dwge phim Minh Déan (Dia chi: Lé E2, dudng N4, khu céng nghiép Hoa X4, phuong
Ldc Hoa, thanh phé Nam Pinh, tinh Nam Pinh, Vi¢t Nam)

25. 1. Co sé san xuét: Cong ty c6 phin duwec phim Minh Din (Dia chi: L6 N8, dudng N5, khu céng nghiép Hoa X4,

- phudng My Xa, thanh phé Nam Dinh, tinh Nam Dinh)

138 |Cetobamid Cefoperazon (dudi Thube bot Hdép 1 1o x 20ml NSX 36 893110390724 i
dang cefoperazon pha tiém (VD-25207-16)
natri) 1g

139 |Cefiriamid 0,5g Ceftriaxon (dudi Thudc bt Hop 10 1o x 15ml NSX 36 | 893110390824 1
dang Ceftriaxon natri [pha tiém (VD-25208-16)

) 0,58
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STT Tén thude Hoat chit chinh - Dang bao | Quy cdch déng géi | Tiéu | Tuoi So diing ky So
Ham lirgng ché chudn | tho gia han lin
(thang)| (S6 ding ky | gia
di cip) han
(1) (2) 3 4) (3) (6) (7 (8) )
140 |Cefuroxime 0,5g  [Cefuroxim (dudi Thudc bot  [Hép 1 1o x 20ml; NSX 36 893110390924 1
dang Cefuroxim pha tiém Hép 10 1o x 20ml (VD-25209-16)
natri) 0,5g
141 |Cefuroxime 1,5g  |Cefuroxim (dudi Thudc bét Hép 1 1o x 20ml NSX 36 893110391024 1
dang Cefuroxim pha tiém (VD-25210-16)
natri) 1,5g
142 |[Midaman 1,5g/0,1g|Acid clavulanic (dudi |[Thude bt |[Hép 1 lo NSX 36 | 893110391124 1
dang Kali clavulanat) |pha tiém (VD-25722-16)
0,1g; Ticarcilin (dudi
dang Ticarcilin natri)
1,5¢
143 |Senitram 2g/1g Ampicillin (dudi Thubc bét  [Hép 01 lo NSX 36 893110391224 I
dang Ampicillin pha tiém (VD-25215-16)
natri) 2g; Sulbactam
(dudi dang
Sulbactam natri) 1g
144 |Midanitin 250 Acid Vién nén Hép 10 vix 10 vién | NSX 36 | 893110391324 1
ursodeoxycholic (VD-31134-18)
250mg
145 [Midantin Acid clavulanic (dudi Thude bot Haop 1 1o x 20ml; NSX 36 893110391424 1
dang Kali clavalanat) |pha tiém Hép 10 lo x 20ml (VD-25724-16)
0,2g; Amoxicilin
(duéi dang
Amoxicilin natri) 1g
146 |Vitamin C Acid ascorbic Dung dich  |Hop 5 éng x Sml NSX 24 | 893110391524 1
500mg/5ml 500mg/5ml tiém (VD-25216-16)
147 |Midapezon lg/lg |Cefoperazon (duéi  [Thude bot  |Hop 1 lo x 20ml NSX 36 | 893110391624 1

dang Cefoperazon
natri) 1g; Sulbactam
(duéi dang
Sulbactam natri) 1g
(hén hop bot vo
khuin Cefoperazon
natri va Sulbactam

natri ty 1€ 1:1)

pha tiém

(VD-29799-18)

25.2. Co s6' san xudt: Cong ty c6 phin dwgc phim Minh Din (Pia chi: L6 E2, dudng N4, khu céng nghiép Hoa X4, phudng
Lée Hoa, thanh phd Nam Binh, tinh Nam Dinh, Viét Nam)

148

Midamox 750

Amoxicilin (dudi
dang amoxicilin
trihydrat) 750mg

Vién nén
bao phim

Hop 10 vi x 10 vicn

NSX

36

893110391724
(VD-32527-19)




16

STT Tén thude Hoat chit chinh - | Dangbao | Quy cich déng géi | Tidu | Tudi | Séaiingky | Sé
Ham lwgng ché chuin | the gia han lin
(thang)| (S6 ding ky | gia
da cp) han
(1 (2) 3 (4) (€] ) )] ® ®
149 |Midantin 875/125 |Acid clavulanic (dudi |Vién nén Hop1tiix2vix7 | NSX 24 1893110391824 | 1
dang kali clavulanat |bao phim vién (VD-25214-16)

+avicel (1 :1))
125mg; Amoxicilin
(dwdi dang
amoxicilin trihydrat)
875mg

26. Co sé diing ky: Cong ty ¢b phin dwoe phim Nam Ha (Pia chi: S6 415 dudng Han Thuyén, phudng Vi Xuyén, Thanh
phd Nam Binh, Tinh Nam Dinh, Viét Nam)

26.1. Co s& san xuét: Cong ty cd phin dwge pham Nam Ha (Dia chi: S6 415 duong Han Thuyén, phudng Vi Xuyén, Thanh
phd Nam Binh, Tinh Nam Dinh, Viét Nam)

150 |Coldi Maéi lo 15ml chira: Dung dich ~ [Hép 1 lo x 15ml NSX 36 | 893110391924 1
Dexamethason natri | xit mili (VD-24076-16)
phosphat 7,5mg;

Oxymetazolin
hydroclorid 7,5mg
27. Co s& dang ky: Cong ty Cb phin Dugc phdm OPC (Dja chi: 1017 Hng Bang, Quan 6, TP. 16 Chi Minh, Viét Nam) \
\\

27.1. Co s& san xuit: Chi nhinh Céng ty C6 phéin Duge pham OPC tai Binh Duwong - Nha may Duoc pham orC (E)la o)\
chi: 86 09/DX04-TH, Té 7, Ap Tan Hoa, X Tén Vinh Hiép, T4n Uyén, Binh Duong, Viét Nam) '

151

Para - OPC 250 mg

Paracetamol 250mg

Thudc bot
stii bot

Hop 12 goi x
1200mg

NSX

36

893100392024
(VD-24815-16)

1 /f

28. Co s diing ky: Céng ty cd phin duge pham OPV (Dia chi: S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II, Phuong
An Binh, Thanh phd Bién Hoa, Tinh Péng Nai, Viét Nam)
28.1. Co sé san xuét: Cong ty cd phin duge phdm OPV (Pia chi: S6 27, Dudng 3A, Khu Céng Nghiép Bién Hoa II,
Phuding An Binh, Thanh phd Bién Hoa, Tinh Déng Nai, Viét Nam)

152

Ibrafen 400

Tbuprofen 400mg

Vién nén
bao phim

Hop 10 vix 10 vién,
Chai 100 vién

NSX

36

893100392124
(VD-25529-16)

29. Co s& ding ky: Cong ty Co ph?m dwoe phim Otsuka Viét Nam (Pia chi: L6 27, duong 3A, KCN Bién Hoa II, phutng
Long Binh, TP Bién Hoa, tinh Ddng Nai, Viét Nam)

29.1. Co s& san xuit: Cong ty C6 phin dwge phdm Otsuka Viét Nam (Dia chi: L6 27, duong 3A, KCN Bién Hoa II,
phuong Long Binh, TP Bién Hoa, tinh Dong Nai, Viét Nam)

153

Glucose 10%

Glucose (Dextrose)
10% (wiv)

Dung dich
tiém trayén
tinh mach

Chai 100mli, Chai
200ml, Chai 500ml

UsP 4]

60

893110392224
(VD-30703-18)

30. Co 56 ding ky: Cong ty cd phin Duge phdm Phong Phii (Dia chi: Lo sd 12, dudng s6 8, KCN Tan Tao, P. Tén Ta0 A,
Q. Binh Tén, Thanh phd HA Chi Minh, Viét Nam)

30.1. Co s& san xudt: Céng ty cd phan Duge phim Phong Phi - Chi nhénh nha miy Usarichpharm (Dia chi: L6 s6 12,
duong s6 8, Khu céng nghiép Tan Tao, Phudng Tan Tao A, Quin Binh Tan, Thanh Phé HS Chi Minh, Viét Nam)

154

Richfenac 50mg

Diclofenac sodium
50mg

Vién nén
bao tan
trong rudt

Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Hop 1 chai x 100
vién; Hop 1 chai x
200 vién; Hop 1
chai x 500 vién

N&X

36

893110392324
(VD-22080-15)
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PHAN NQI DUNG HUGNG DAN SU DUNG THUOC
CHO BENH NHAN

1. Tén thube: Thude bt pha tiém Senitram 2g/lg

2. Khuyén cdo:

Doc ki luréng dan si dung trieée khi ding
BE xa tim tay 1ré em

Théng bdo ngay choe bdc sj hodc duwge sy tdc dung

khéng mong miudn gap phai khi sir dung thuic

3.Thanh phén, ham lreng cia thude:

Mdi lo chita Ampicilin natri tuong duong véi 2 g ampicilin
va Sulbactam nalri tuong duong véi 1 g sulbactam.
4. Mb ta sin phiim:

Bat thube mau téng holic pin nhu tding, khé toi, dung
trong lo thay tinh khéng mau, nit kin h:':mg nut cao su va co
néip nhom bao vé,

5. Quy cach dong géi:

Hap carton chira | lo, kém 1 t& hudng dan sir dung.
6. Thude diing cho bénh gi:

Thube duge chi dinh sir dung trong nhitng truong hop
nhiém khufn do vi khudn nhay cam vai thudc.

Dién hinh 1a nhiém khudn dubng hé hilp trén va dudi, gdm
viém xoang, viém tai gitta, v viém ndp thanh quan, viém
phdi vi khudn; nhifm khuin duong tiét nicu va viem than-bé
thin; nhiém khudn trong o bung hodc bénh phy khoa nghi ngty
do vi khudn ky khi, odm viem phic mac, viém 1 mat, viém
ndi mac wr cung, viém viing chau; nhidm khuin huyét; nhiém
khudn da, phan mém. xuong vi khdp; viém mang nio va lgu
khong bién ching.

7. Nén ding thude nay nhu thé ndo va lidu lugng:

Céch ding va lidu dang cia thude do cin bd vy 1& thue hién,
Néu cin thém thong tin v& cach diing va lidu dimg coa thude
xin xem & phén ndi dung hudng din st dung thude cho can
bo y té.

8. Khi ndo khiéng nén ding thuie nay:

DI véi ngudi qua min voi bt ky penicilin nao. Can thin

trong vé kha nang di tmg chéo vai cac khang sinh beta-lactam

khac.

I1. Can lam gi khi mit Iin quén khong ding thube:

Néu quén mot lin khong dimg thube, hay thong béo cho
can bo y té dé dugce tiém ngay khi ¢ (hé. Néu gin véi lan
ding thube tiép theo, hiy bo qua liéu thube da quén. Khing
ding liéu thude cao gz“i'p doi dé bi lai li¢u thude da quén.

12. Cin bao quan thude nay nhw thé nae: Noi khé, tranh
dnh sdng trirc tiép, nhiét d dudi 30°C.

13. Nhitng ddu hiéu va triéu ching khi ding thude qui
lidu va xii tri:

Céac phan tmg thin kinh. ké ca co gidt cd thé xudt hién khi
néng d beta-lactam cao trong dich niio tuy.

14. Céin phai Iam gi khi dimg thubc qua lidu khuyén cdo:

Trong nhimg truomg hop qué licu, nhanh chong dén co sé y
(¢ gin nhét d& duge didu 1 thich hop va kip thoi.

15. Nhitng diéu cAn than trong khi ding thube nay:
+ Cde finh trang cén thin trong khi sic dung thude nay:

Ampicilin/sulbactam ciing nhur penicilin cé thé gay ra sbe
phan v¢ coa thudc nén cic thin trong théng thugng véi lidu
phip penicilin ¢dn duge thuc hién.

Nhur véi moi khing sinh khdc, ¢6 thé xay ra tinh trang phit
frién qud mirc cta cdc vi khudn khéng nhay cam véi thube,
Néu cé ddu hiéu bdi nhidm phai ngung thube ngay va didu tri
vi Joai thich hop hon.

Nhu véi moi thude co tie dung ioan than khic. nén dinh k¥
kiém tra chirc ning than, gan va cic co quan fao mau trong
thsi gian diéu tef, Didu nay rit quan rong & té so sinh dac
bi¢t 14 tré non thang, v nhitng tré nhi nhi khac.

Do cic khing sinh, ké ca ampicilin/sulbactam, cé kha ning
gdy viém dai tring mang gia, nén cén phai chin dodn phin
bi¢t khi ngudi bénh bi ia chay trong qua trinh didu tri.

Do ngudi bénh ting bach cdu dan nhan ¢6 1y 1¢ phét ban do
da trong qué trinh didu trj bang aminopenicilin, cn tranh sir
dung ampicilin/sulbactam cho nhig ngudi bénh nay.
 Khuyén cdo phy wiv ¢6 thai vi che con bii:

Cin thong bio cho bac s¢ néu dang mang thai, du dinh
mang thai hay dang cho con bi.

That &y mang thai: Tinh an toan cia ampicilin/sulbactam
trong thoi k¥ thai nghén con chua duge xde lap déy da,
Nghién ciru trén qud trinh sinh san & chudt nhit. chudt céng
va tho, sir dung liéu cao edp 10 Vin liéu st dung trén ngudi,

khong thdy bing chimg nao vé sir thu tinh bit thudng ciing




9. Tac dyng khdng mong mudn:

Ampicilin/sulbactam nhin chung duge dung nap bl Cic
phan tng ¢6 hai sau day da duge théng bio:

Thirdng gdp:

- Tiéu hod: fa chay (3%),

- Da: Phét ban (2%).

- Tai chd: Dau tai vi tri tiém: 16% (1iém bép) va 3% (tiém
tinh mach).

- Tim mach: Viém tinh mach huyét khéi (3%).

I gap:

- Toan than: Min neira, budn non, nén, nhicm Candida, mét
moi, dau dau, dau newe, phi,

- Tiéu hod: Viém da day, viém dai {rang mang gia,

- Qua méin: May day. hdng ban da dang, sbe phan vé.

- [uyét hoe: Giam bach chu hat,

10. Nén tranh ding nhimg thubc va thue phz:tm gi khi
dang sir dung thube nay:

Ca ampicilin va sulbactam déu tuong ky rd rét vé mat Iy -
hoda voi aminoglycosid va cd thé lam mét hoat tinh cuia
aminoglycosid invirro.

Probenccid uéng tre ché canh tranh thai trix cia ca ampicilin
va sulbactam qua c"'mg thin, do d6 kéo dai va lam tang ning
dd clia ca hai thube trong huyét thanh.

S gia ting tén sudt phat ban trén ngudi bénh cé acid uric
mau cao dang duge didu i déng thoi bing allopurinel vi
ampicilin di duge thong bdo.

Ampicilin duge théng bdo 1a ¢é anh huong dén xét nghitm
tim glucose trong nude tiéu bing phuang phip déng sulfat,
nhung khéng anh huimg dén xét nghiém bing phuong phap

glucose oxydase,

Mat 1

nhir dge tinh trén bao thai.

That ky cho con bit: Mot fugng nho ampicilin va sulbactam
duge hai tiét qua sira, do do cin thén trong khi str dung thude
déi vai ngudsi bénh dang cho con b C6 3 vén dé tiém tang
d6i vai tré b me: Bién doi vi khudn chi & ruét: tée dung truc
tiép (vi du di tmg ...) can trd phén tich két qua nudi cy khi
tré sot cin Jam xét nghiém.

* Tie ding cita thude lén khé néing Idi xe va vin hanl mdy
moc:

Khéng thidy ¢6 tac dong anh huéng 167 kha nang lai xe va
vén hiinh mdy moc khi st dung ché phim trong cac (ai licu
tham khao duge.

16. Khi nao nén tham véin § kién bic sy, duoc sy.

Néu ¢in thém thong tin xin héi ¥ kién bac s§, duge s,

Théng bdo cho béc sy cic tac dung khdng mong mudn khi
sit dung thude.

17. Han diing ciia thude: 36 thang ké tir ngdy san xudt.
18. Co s& sin xuit:
¥

Mo PHARGD

Sén xuit tai: Cong ty ¢b phin duge phim Minh Din
Pia chi: L N8 - Buiong N5 - KCN Hoa X4 — Phudng My
X4 - TP. Nam Binh - Tinh Nam Dinh - Vi¢t Nam
Dién thoai: 0228.3671086 Fax: 02283671113

Email: duoepham.minhdan@gmail.com

19. Ngay siva doi, bd sung ndi dungs .ol

it




PHAN NQI DUNG HUOGNG DAN SU DUNG THUOC
CHO CANBQ Y TE

Dirgre hire hoe:

Nhém duge Iy Khing sinh nhom peniciling thubc khang Khudn,

Mi ATC: JOICRO1.

Ché pham la dang phoi hgp eitia ampicilin natri v sulbactam natei véi iy
1& ¢ dinh 2

Ampicilin 14 kKhang sinh ban 1dng hop cd hoat phé rong, tic dyng trén ca vi
khudn Gram (+) vit Gram (=) do kha niing (re ché sinh 1dng hop mucopeptid
ciia thinh 1& bao vi khudn. Tuy nhién, arapicilin bi men beta-lactamase pha
vir vong bela-lactam, nén binh thudmg pho tae dung khéng bao edm cic vi
khufn sin xuit enzym nay,

Sulbactam I3 mét acid sulfon penicilamic, chit te ché khang thuin nghich
beta-laetamase. Sulbactam chi cd hoat tinh khing khugin yéu khi sir dung don
doe, Sulbactam ¢ hoat tinh (¢ ché 6t i hai loai beta-lactamase qua trung
iun plasmid va nhiém sfc thé.

Do sulbactam ¢d & hre cao va gin vai mdt s6 beta-lastamase 13 nhimg
enzym lam bit hoat ampicilin bing cich thuy phin vong beta-lactam, nén
phéi hop sulbactam véi ampicilin o ra mat hiép déng didt khuin, giap mé
rang phé khang khudn cta ampicilin ddi voi nhiéo loai vi khuin sinh beta-
lactamase 43 kiing fai ampicilin ding don dée,

Pha khéng khuin caa ché pham:

+ Vi khudn Gram (+): Staplvlococeus anreus (ki ¢ logi sinh va khang
sinh beta-lactamase), Srapindocaccns epidermidis (k€ cd loai sinh va khong
sinh beta-lactamase), Staphyvlococcus foecalls (Eneracocens), Strepiococcits
preumoniae, S!J‘eplorc;c‘nms pyagenes, Streptococeus vividans,

+ Vi khudn Gram (- Haemophilus influenzae (ké ci lodi sinh vi khang
sinh bew-lactamase), Moraxella catarrhalis (ké ci loai sinh va khang sinh
beta-lactamase), Klebsiella sp. (151 ca céc lodi ndy déu sinh beta-lactamase),
Proteus mirebilis (ké ca loai sinh va khong sinh beta-lactamase), Prorens
valgaris, Providencia retigeri va Neisseria gonorrhoeae (ké ¢a loai sinh vi
khong sinh beta-lactamase).

+ Vi khufin ky khi: Céc loai Cn'asmdmm cac foai I’epmwccus cac loai
Bacteroides bao gom ca Bacteroides fragilis,

+ Vi khuin khang thade: Tu ciu khing methicilin, oxacilin hode nafeilin
phéi coi la cling khang ¢ lai ampicilin/sulbactam, True khudn va khi Gram (-
) sinh beta-lactamase typ 1 (nhu Psendomonas oeruginosa, Enterchacier... )
thutmg khang lai ampicilin/sulbactam. Mét s6 chimg Klebsiella, E. coli, va
Achetobacter v mot so hiém ching Neisseria gonorrhoeoe Khang lai thudc.
Duge ding hoe:

Duge déng hoc cia wmpicilin va sulbactam trong ché phim déu wrong
nhau va khang thay dbi khi dang két hop.

Néng dé dinh ca ampicilin v sulbactam dat duge neay khoing 15 phit
sau khi truyén tinh mach ampicilinsulbactam. O ngudi 1én cé chire ning
thin binh thudmg. ndng dé dich cia ampicilin dat duge dao ddng trong
Khodng 40 - 71 meg'ml sau khi tiém Jidu 1.5 g ampicilin 1 sulbactam (4,5
2) hoac 109 - 150 meg/ml sau khi tiém liéu 3 g (ampicilin 2 2 4 sulbactam |
2): ndna dd dinh eda sulbactam trong huyét thanh cae lidu do wonp tmg 12 21
=40 hojc 48 - 88 meg/ml. i

Nira di théi trir trung hinh frong huy&t Luong cta ci hai clét sép 81 1 eio,

g
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& ngudd tinh nguyén khoé manh.

Sau khi tigm biip hode tiém tinh mach, ca hai chit duge phin bé bt dén cac
mé v dich co thé, Nopg do hai chit & it ca cde md va dich co thé dat
khodng 53 - 100 % ndng dé trong hiwét tueng. € ngudi ki ¢6 chirc ning
thian binh thudng, thé tich phin bé (Vd) caa ampicilin khoang 028 - 0,331
Titkg va cia sulbactam 13 0,24 - 0,40 lit'kg, Sau khi tiém bip hofic Giém tink
mach ca ampicilin va sulbactam phin b vao dich ndo tuy véi ndng do thip,
tnir khi mdng nao bi viém. Ca hai chit déu qua duge nhau thai voi non_i, da
tuang 1 ndng 46 trong huyét fuong. Ching cing phin b vio sira véi ndng
dg (hap.

Ampicilin lizn két voi protein huyét wong khodng 15 - 28%, con
sulbactam khodng 38%

Vi nhiimg ngudn o6 chire niing thdn binh thuong, khodng 75 - §5% ¢a hai

4+ Vi bénh nhin phai han ché dong mudi natrd, khi didu ] cin phai ho ¥
:mg trong 1800 mg ampicilin/sulbactam cé khodng 138 mg (6 mmol) natri.

+ Dé dur phéng nhiém khuin phau thudit, dimg tir 1.5 g dén 3 g, tigm Inc
lién mé dé thude di théi gian dat néng do hidu qua trong huyét uong va md
khi tién hanh phiu thuit. Co thé Kip lai lidu tén méi 6 hodc § gid, Thuomg
ngung thude 24 gitr sau phiu thuit trir khi eé chi dinh ding thém,

* Cdch ding:

- Tidm bap: Thude cé thé duge lidm bip shu sau khi hoa tan véi 6,4 ml
nuge cit pha tiém hodc dung dich pha tiém vo Kkhuan lidocain hydroclorid
0,5% hay 2%. Dung djch dé tiém biip nén sit dung trong vong | pidr sau khi
pha.

- Tiém tinh mach v truyén tinh mach; Tnum 6 thé duge 1iém 1inh mach
chim trong it nhét 1a 10 - 15 phit, hofic ¢6 hié duge pha lodng véi 50 - 100
midich p‘ha lodng tueng hop dé truyén finh mach trong vong 15 - 30 phat,

Thai gian st dung cac dung dich di pha lodng khic nhau dé truyén tinh
mach nhu bing sau;

Nong do Thoi gian ding
Dung mi pha loang jampicilin + sulbactam {gid)
(mg/mi) 25C 4'C
45 g
Nude cdt pha tigm 45 48
30 72
Natri clorid ii B 43
ding truong 30 7
Dijch truvén 43 8
Ringer lactat 45 24
- e s
Dextrose 5% Aok 3 a ;
trong nuac 10 '
Dextrose 5% 3 4
trong NaCl 0.45% 15 4

Chii ¥:

Sulbactam natri tuong hap Vi tht ¢ cde dung dich tiém truyén 1inh mach,
nhung ampicilin natn thi kém bén vimg hom trong cic dung dich chia
dextrose hoidic cic carbohvdrat khic, Khong nén pha tron dung dich cé
ampicilin vai cée ché phﬁm cha v hofie dich dam thuy phiin. Ampicilin
twong ky véi tic aminoglycosid, nén khong dwoce trgn chung trong cling 1
h(m] fiém hode binh chita.

Chang chi dinh:

D& véd ngudi qua man vai bat ky penicilin ndo, Chn than trong vé kha
ndng di tmg chéo voi edc khing sinh beta-lactam Khac,
Cihe trieimg hep cn thin trong khi diing thube:
 Ciic finh trang cin thiin trong khi diong thuic:

Ampicilin/sulbaciam cing nhu penicilin ¢é thé gy ra séc phin vé cla
thude nén cie thin trong thdng thudmg vai lidu phap penicilin chn duge thye
hién.

Nhu véi moi khang sinh khde, cin theo dof lien tue cie diu hiéu cta tinh
teng qud san coa cac vi sinh vl khong nhay cim vai thude, dic bidt 1
Psewdomonas va Candiche, Néu ¢o dau hicu hoi nhigm phai naumg thudc
neay va diéu tri voi loi thich hop hon,

Nl véi moi thude ¢6 tae dung toan thin khic, nén dinh kv kiém ira chire
ndng than, gan v cdc co guan 1o miu trong thin gian didu 1. Didu nay rht
quan trong < tré so sinh diie bidt 1 tré non thing, va nhimg 17¢ nhi nhi khac.

Do ciic khing sinh. ké ca ampicilin‘sulbactam, eé kha ning edy viém dai
tring méing gid, nén cin phai chin doan phan bitt khi ngudi bénh bi ia chay
trong qua trinh didu tri.

Do ngirdi benl tang bach cdu don nhdn co 1§ 1é phit ban do da trong qud
tinh diéu (i bing aminopenicilin, ¢dn tranh sit dung ampicilin‘sulbactam cho
nhimg ngudn bénh niy.

* Khugyén odo cho phy niv ¢é thai va cho con bi:

Théi kg mang thai: Tinh an todn ciia ampicilin/sulbactam trong thir k¥ thai
nghén con chua duge xdc 1ip diy di. Nghién ctru trén qua trinh sinh san &
chudt nhit, chudt cdng va th, sit dung lidu cao gip 10 lan liéu sit dung trén
ngudn, khong thiy bing chimg nio vé sy thu tinh bt thuémg ciing nhu doe
tinh trén bao thai,

Théi k3 cho con bit: Mt lugng nhé ampicilin va sulbactam duge bai tid
qua sita, do do cin thian trong khi sir dung thude dbi vii ngudi bénh dang cho
con bit. C6 3 vin dé tidm ting déi vai wé bu me: Bién déi vi khuin chi &
rudt: tic dung trie tiép (vi du di img ...) eén tré phin tich két qué nudi cly
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chit thai rir qua thin dudi dang nguyén ven trong ving § gidr dau sau khi
tiém, Nong dé cia ampicilin va sulbaciam trong huyét wang cao hon va kéo
dai hon khi ding ciing véi probenecid uong. O nguéd suy than, ndng 6 trong
huyét Wrang cia ca hai chiil cao hom va kéo dai han.

Chi dinh:

Ampicilin/sulbactam phai danh dé diéu i cde nhidm khudn do, hodc nghi
do cae vi khudn sinh bela-lactamase iy ra, ma mot aminopenicilin dang don
doc khong ¢6 tic dung. Thude duge ¢hi dinh st dung trong nhitng trémg
hop nhiém khuén do vi khufin nhay cim véi thude.

Dién hinh 1 nhifm khudn dudmg hd hip trén va dudi, adm viém xoang,
viém tai giia, va viém ndp thanh quan, viém phéi vi khofn; nhidm khudn
dutmg et migu v viém (hin-bé than: ohiém Khuin trong & bung hodie binh
phu khoa nghi ngir da vi khuan ky khi. gbm viém phic mac, viém (ai mat,
viém ndi mac 1T cung, viém ving chiu; nhiém khudin huy‘ét nhiém khuin da,
phin mém, xuung va khop: viém ming ndo vi 1du khong bién chimg,

Litu dng - Cich ding:
* Lidu ding:

# Ngudi 16m: Tang liéu théng thubmg tr 1.5 g () g ampicilin va 05 g
%ulbame) dén 12 g (8 gdmpiulm vidg 51111)ac1am} moi ngiy, dugc chia ra
céch moi 6 gw hodie § giv. P\huﬂg truomg hop nhigm khuan nhe cé thé chia

liéu cich méi 12 gid, Tong licu ca sulbactam Kkhéing vugt qua 4 g/ngay.
Licu ding tuy thude vio mire do nhiém khuan nhu trong bing sau:

Mire do nhicm khuin Liéu ampicilin/sulbactam hang ngay
Nhe 15-32(l+05dén2+1)
Vira Toibg(d+2)
Ning Tai 12 p(B+4)

chu tri 1du khang hicn chirng: Tiém bdp | hieu duy nhat 1,5 g hode 3 g.
C'o thé déng thii uung thém 1 g probenecid dé kéo dai ndng do ampicilin va
sulbactam trang huyét tuong,

+ Tré em: Mic it dd an todn va tinh hlg,u qua cia ampicilin/sulbactam &
tré em dudi 12 tdi chua duge xdc Hp, o thé tiém 100 mg ampicilin + 50 mg
sulbactam’kg/ngdy cho tré, chia ra lhanh cdc lidu nhd, 1iém cach nhau 6 dén 8
et Vi tré sor sinh dudi 7 npay {udi (diic biét 14 tré non thang) cé thé dimg
liéu hang ngay wong . nhung chia thinh Hiéu nho, liém cich nhau 12 git.

+ Sau khi bénh nhin hét 56t va khong con nhimg dfiu higu bit thutmg, phii
1iép e dung thém 48 glb' nira, ‘Thii gian didu rf thudmg 1ir 5 dén 14 ngay,
'ihunﬂ €0 1he kéo din néu chn thide,

Litu dimg cho nguéi suy thin: Khi nang thai trir ampieilin va sulbactam
o lwin h nhéin bi suy thin ping bi inh hueng nhu nhau, nén 1y 18 nbng d6 cia
ha chitt trong huvu wong khong thay ddi. Lidu ding va khoang cdch fliéu
cim duge diéu chinh theo mire dp suy thin, d§ trim trong cia nhiém khudn
v ehing pdy bénh. Ligu Khuyén cio va khodng cach liéw & neudi bénh suy
thin dua trén dé thanh thai creatinin, ¢b thé tinh 1t creatinin huyét thanh theo
cong thire sau

Vai nam gidi;

The trong (key x (140 - s&106i)

Cla (mlfphiit) =
72 x creatinin huyét thanh (mg/di)

Voi niraici: 085 x gid i {rén.

Lidu khuyén ditng ampicilin‘sulbactam déi voi neudi bénh suy (hin
o thunh thai Nira dai Lidu ding
creatinin ampieilinfsulbactam | (umpicilindsulbaciam)
(ml/phit’1,73m’) [2idr)
> 30 1 1.5-302 trong 6 - 8 gidy
1529 5 1.5-3.0g trong | i
5-14 9 1.5—3.0 g trong 24 gia

Khi (ré sot cn Jam xét nghi¢m
* Tric dgng cia thude [en kv nitng lii xe vi vin hank mijy mée:
Khong thiy ¢6 tae dong dnh hudang 161 kha ning 1ai xe v vin hanh may
moc khi st dung ché phiam trong cde ti lidu tham khao duge.
Twong e thube:
Ca ampicilin va sulbactam déu wong ky 1o rét vi mit 1y - hoa voi
aminoglveosid v e thé Tam mit hoat tinh ciia aminoglycosid favitro.
Probenceid udng tre ché canh sranh 1hai trlr cta cd ampicilin v sulbactam
qua ong Ihin, do dé kio dai va lam ting nong d ciia ca hai thude trong huyét
thanh,
Su pia lAng tn sust phat ban trén ngudi bénh ¢b acid urie mau cao dang
duye didu Iri dong thisi biing alopurinol va ampicilin di duge théng bao,
Ampicilin duge thong bio 12 ¢ anh hudng dén xét nghigm tim glucose
trong nuéc tiéu bing phuong phip déng sulfat (Clinitest), nhumg khong inh
hudng dén xét nghiém bing phuong phip glucose oxydase (Clinistix),
Tac dyug khing mong mutn:
Ampicilin/sulbactam nhin chung duge dung nap (o1, Cac phan img ¢6 hai
sau day di duge thong bio;
Thieong gdp, 17100 = ADR <
- Tidu hod: fa chiy (3%).
- Da; Phit ban (2%),
< Tai chd: Dau tai vi v iém: 16% (liem th} va 3% (1iém 1inh mach).
~Tim mach: Viém tinh maeh huvét khoi (3%),
i gdp, 171000 < ADR < J/100;
- Todn thin: Mén natra, budn non, nén, ahiém Candida, mét méi, dau diu,
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dau ngue, phit.

- Tigw hodt: Viem da ddy, viém dai trang mang gia.

- Qué man: May day, hing ban da dang, sée phan vE.

- [-luyél hoc: Gidan bach ciu hat.

Hirdng dan cdch xir tri ADR:

ADR phi bién nhit duge thang bie i nhimg phin img qud min bao gém
fa chy, ngda, phat ban . Phii neimg thude va co thé diéu trj cac phan (mg
nay biing thude khing histamin va néu cin, corticosteroid tic dung tofn than,

Phén tmg nghiém trong va dai khi ady tir vong (sde phin v&) ed thé xay 1a
va cfm phéi diéu [I'i c'ip ciru 'binn adrc na]in. oxygen, m‘.rn ﬁnh :
aiif thang durmg ho h1p ké ca vige dal noi khl quan.

Yiém dai trang mang gid nhe thutmg khoi khi ngimg thude.

Qui lidu va xir tris bt

Cite phan g than kinh, ké ca co gidt co (hé xuiit hién khi nong d
factam cao trong djch ndo tuy. Ampicilin vi sulbactam co thé duge !om&:zlé
khoi tudn hoan chung bing tham phan may, qua trinh nay ¢ 1hé lam pigding
surthi trir ciia thude trong trudme hop qui lign & nhimg newdd bénh suy thin,
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i BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
) 0 I;C"UC QUAN LY DUGQC Doc ldp - Tw do - Hanh phiic

7.0

S6: 443 /QD-QLD Ha Ngi, ngay 02 thing 07 ndam 2024

QUYET PINH
Ve vwc ban hanh Danh muc 387 thuoc san xuét trm}g mr,é{;,/

Céin cir LuGt Dugc s6 105/2016/QH13 ngdy 06/4/2016; N\ A
Can cir Nghi dinh s*o 95/2022/ND-CP ngay 15/11/2022 cia (fh:tﬁffl\ hii ﬁ%ﬁ"d‘inh
chire nang, nhiém vu, quyen han v co céu 16 chire ciia B3 Y 1é; o *NG GIAM DOC |

Cén cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B tr 1o Jé uf" (“"’ y ' |
dinh chitc ndng, nhiém vy, quyén han va co cau 16 chirc ciia Cyc Qudn ‘pz nggg ;‘htugtg/ Y { )/) sanh
BG Y té;

Cin cir Thong tu 56 08/2022/TT-BYT ngay 05/09/2022 ciia B triomg B Y 1é
quy dinh viéc dang ky lvu hanh thuoe, ncruyen liéu lam thuébc;

Cin cir két ludn cua Hoi dong tu van cap giay ding ky luu hanh thuée, nguyén
liéu lam thuéc - B6 Y 1é dot 202 tqi Cong van s6 S0/HPTV-VPHD ngay 24/5/2024 cua
Vin phong Héi dong tur vin cdp GDKLH thube, nguyén liéu lam thuoe;

Theo dé nghi ciia Trudng phong Ping ky thudc, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 387 thudc san xudt trong
nuwée duoc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 202, cu thc—:

1. Danh muc 299 thudc san xuét trong nude duge gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc 1 kéem theo).

2. Danh muc 61 thudc san xuét trong nuéc duge gia han gidy ding ky lwu hanh
hiéu luc 03 nam (Phu luc 11 kém theo).

3. Danh muc 27 thudc sn xuit trong nude duoc gia han gidy ding ky luu hanh
hiéu lue dén 31/12/2025 (Phu luc IIT kém theo).

Piéu 2. Co s6 san xudt va co s& dang ky thube cé trach nhidm:

1. San xuit thude theo ding cac hé 50, tai liéu di ding ky vai B Y t€ va phai
in s dang ky duoc B6 Y te Viét Nam cp 1én nhéin thube.

2. Chi duoc san xudt, dua ra luu hanh cdc thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai kiém soat
ddc biét phu hop voi pham vi hoat dong cua co s6 dap ng quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot
36 diéu va bién phap thi hanh Luit Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chét luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B6 trudng Bo Y té quy dinh vé
chit lugng thude, nguyén ligu | am thude.

4. Thube duoc gia han giby déng ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhat ndi dung nhin thude, to hudéng dan st dung thube theo quy dinh
cua Théng tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong B§ Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoén 1 Bleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han giay déng ky luu hanh.

5. Sau 12 théng ké tix ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay dbi v& no6i dung hanh chinh phai
san xudt va luu hanh véi cic ndi dung di duge phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc ctua gidy dang ky luu hanh thude, nguyén liéu lam thude. Trong trudng hop
khong con dap tmg di diéu kién hoat déng, co s& diang ky phai c6 trach nhiém thuce
hién thay déi co s& ding ky theo quy dinh tai Théng tw so 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay €O 80 dang ky khéng con du diéu kién hoat déng.

7. Co s& san xuat thude phai bao dam cac diéu kién hoat dong clia co s& sin
xudt trong thoi han hiéu lye clia gidy dang ky huu hanh thude, nguyén liéu 1am thubc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung so dang ky da cAp trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cap s ding ky gia han theo quy dinh tai Phu luc VI ban hinh kém theo
Théng tu so 08/2022/TT-BYT.

9. Phéi hop véi céc co s& diéu tri dé thue hién theo ding cc quy dmh hién
hanh v& thudc ké don, theo ddi an toan, hi€u qua, tac dung khong mong mubn cua
thude trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai Diéu 5 Théng tu s6
08/2022/TT-BYT déi véi céc thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té cac tinh, thanh phé tre thude Trung wong va Giam
dbc co s& san xuit va co so dang ky co thudc tai Piéu | chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhén: e CUC TRUONG
- Nhu Diéu 4; ; -

- BT. Dao Hdng Lan (dé b/c);

- TT. B Xuan Tuyén (dé b/e);

- Cuc Quén y - Bd Qudc phong, Cuc Y té - Bd Cong an;
-Cuc Y 16 GTVT - B6 Giao théng vén tai;

- Téng Cuc Hai quan - BS Tai chinh;

- Bao hiém x3 hoi Vit Nam; . £ §
_B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tea Vii Tudn Cwong
Bo, Vin phong HDTV cip GBKLH thude, NLLT;

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

- Téng Cdng ty Duge Viét Nam - Céng ty CP;

- Céc Bénh vién, Vién c6 girdng bénh rirc thuge Bo Y té;

- Trung tdm mua sam tap trung thuée quog gia;

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

Websile;

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

Tel
I’::J;'
! ’li‘ﬁ

| D/
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STT Tén thude Hoat chit chinh - | Dang bao | Quy edch déng géi | Tiéu Tudi S6 dang ly Sé
Ham luong ché chuén | the gia han lin

(thang)| (S6 diing ky | gia
di cip) han

1) 2) 3) “) (3) (6) (N (8) 9

64 |Hezepril 5 Benazepril Viénnén  |Hop 6 vix 10 vién NSX 36 |893110539724 1
hydroclorid 5mg bao phim (VD-24222-16)

65 |Hypravas 40 Pravastatin natri Viénnén  |Hop 06 vix 10 vién NSX 36 |893110539824 | 1
40mg (VD-31763-19)

66 |Immulimus Tacrolimus 1mg Vién nang |Hdp 5 vi x 10 vién NSX 36 1893114539924 1

clmg (VD-27931-17)
67 |Isotretinoin 10mg |Isotretinoin 10mg Vién nang |Hop 3 vix 10 vién NSX 36 | 893110540024 1
mém (VD-26881-17)

68 |Lefeixin Etifoxin hydroclorid |Vién nang |Hop 3 vi x 10 vién, NSX 36 | 893110540124 1
50mg clng Hop 6 vix 10 vién (VD-33479-19)

69 |Medospira Metronidazol Viénnén  |Hop 2 vi x 10 vién; NSX 36 | 893115540224 l
125mg; Spiramycin  |bao phim  |Hop 10 vi x 10 vién (VD-25713-16)
(tuong duong
170mg Spiramycin)
750.0001U

70 |Medynacom Dextromethorphan  [Viénnén  |HOp 10 vi x 10 vién; | NSX 36 | 893110540324 | 1
hydrobromid 30mg Chai 100 vién (VD-29786-18)

71 |Mezapizin 10 Flunarizin (dudi Viénnén  |Hdop 10 vi x 10 vién NSX 36 1893110540424 1
dang Flunarizin (VD-24224-16)
dihydroclorid) 10mg

72 |Smabelol Nebivolol (dudi Viénnén  |Hop 03 vix 10 vién, | NSX 36 | 893110540524 | 1
dang Nebivolol Chai 50 vién, Chai (VD-26181-17)
hydrochloride 100 vién, Chai 200
5,45mg) Smg vién

73 |Undtas 500 Cefuroxim (dudi Viénnén |Hoép 3 vi, 10 vix 10 NSX 36 | 893110540624 |
dang cefuroxim bao phim  |vién (VD-33485-19)
axetil ) 500mg

74 | Zumfen 200 Cefditoren (dudi Viénnén  |Hop 2 vix 10 vién; NSX 36 1893110540724 1
dang cefditoren bao phim  |Hdp 10 vi x 10 vién (VD-33490-19)

pivoxil ) 200mg

20. Co sé diing ky: Céng ty ¢ phin duge phim Medbolide (Dia chi: Phong 09, lau 10, tda nha The Everrich 1, s 968
duong Ba Thang Hai, phudng 15, quin |1, Tp. HG Chi Minh, Viét Nam)

20.1. Co $6 sdn xuét: Cong ty cb ph-;“m dwge phﬁm Me Di Sun (Dia chi: S6 521, khu phé An Loi, phudng Hoa Lo, thi x4
Bén Cat, tinh Binh Duong, Viét Nam)

75

Gefbin

Ebastine 20mg

Vién nén

Hép 3 vi x 10 vién

JP XVII

36

893110540824
(VD-27946-17)

21. Co s¢ ding ky: Cong ty ¢o phin dwge pham Minh Déin (Dia chi: L6 E2, Pudng N4, KCN Hoa x4, X Loc Hoa, Thanh
phé Nam Pinh, Nam Pinh, Viét Nam)

21.1. Co s& san xudt: Cong ty c¢b phdn dwoc phim Minh Dan (Dja chi: L6 E2, Pudng N4, KCN Hoa x4, Xa Loc Hoa,

Thanh phé Nam Dinh, Nam Binh, Viét Nam)
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STT Tén thube Hoat chét chinh - | Dang bao | Quy cAch déng géi | Tiéu Tudi S6 ding ky So
Ham lwong ché chudn | tho gia han lin
(thédng)| (SO ding ky | gia
di cap) han
1) 2) 3 (4) ) © (7 ®) ®)
76 |Midatan 500/125  |Acid clavulanic Viénnén |Hop Lthix2vix7 NSX 24 1893110540924 | 1
(Kali clavulanat trén |bao phim  |vién (VD-22188-15)

cellulose vi tinh thé
ty 1€ (1:1))125mg;
Amoxicilin (dang
dung amoxicilin
trihydrat) 500mg

21.2. Co sé sén xuét: Cong ty c¢é phin duwge pham Minh Dan (Dia chi: L6 N8, Pudng N5, Khu cong nghiép Hoa X4,
Phudng M§ X4, Thanh phé Nam Dinh, Tinh Nam Binh, Viét Nam)

77 |Diclofenac 50 mg  |Diclofenac natri Viénnén |Hop 10 vix 10vién |DBVN | 36 |893110541024 | |
50mg bao phim v (VD-25718-16)
tan trong
rudt
78 |Piperacilin 2g Piperacilin (dudi Thube b6t |Hép 01 lo x 20ml BP 36 1893110541124 I
dang Piperacilin pha tiém 2022 (VD-31136-18) A
nalri) 2g ‘
79 |Rosuvastatin 10mg |Rosuvastatin (dudi  |[Viénnén  |HOp 01 vi x 10 vién, | NSX 36 | 893110541224

dang rosuvastatin
calci) 10mg

bao phim

Hoép 02 vi x 10 vién,
Hép 03 vi x 10 vién,
Hop 10 vi x 10 vién

(VD-26909-17)

22. Co s¢ diing ky: Cong ty cb phin dwge phdm Phwong Dong (Dia chi: Lo 36 7, dudng sb 2, Khu cong nghiép Tan Tao,
Phudng Tan Tao A, Quén Binh Téan, Thanh phd H5 Chi Minh, Viét Nam) -

22.1. Co s& san xuit: Céng ty cd phin dwge phim Phwong Péng (Dia chi: Lo sb 7, dudng s6 2, Khu céng nghiép Tén Tao,
Phuong Tan Tao A, Quén Binh Tan, Thinh ph H& Chi Minh, Viét Nam)

80

Repaglinid

Repaglinid Img

Vién néen

Hop 1 vix 10 vién,
Hop 2 vi x 10 vién,
Hép 3 vi x 10 vién,
Hop 6 vi x 10 vién,
Hop 10 vi x 10 vién,
Chai 30 vién, Chai
60 vién, Chai 100
vién

NSX

36

893110541324
(VD-32867-19)

23. Co 6 diing ky: Cong ty cb phin dugc phim Quéing Binh (Dia chi: S4 46, duong Hitu Nghi, phudng Bic Ly, thanh phb
Pdng Héi, tinh Quang Binh, Viét Nam)

23.1. Co s& sin xut: Cong ty ¢b phin duge phim Quang Binh (Dia chi: 56 46, duong Hiru Nghi, phudng Bac Ly, thanh
phé Ddng Hai, tinh Quang Binh, Viét Nam)

81 |Ciprofloxacin Ciprofloxacin (dugi |Viénnén |Hoép 10 vix 10 vién |DDVN 36 | 893115541424 1
dang Ciprofloxacin  |bao phim V (VD-26239-17)
hydrochlorid) 500mg

82 |Quantopic 0,1% Tacrolimus (dudi Thuée m& |Hép 01 tuyp x 5g; NSX 36 | 893110541524 L

dang tacrolimus
monohydrat) 0,1%
(w/w)

boi da

Hdép 01 tuyp x 10g

(VD-19428-13)
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h SAOY BA AN Hm M BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
5 Ngiy.. .théng. .ném, i" o Doc ldp — Tw do — Hanh phic
§6: 4448 /BYT-QLD Ha Néi, ngay 0L thang 8 ndm 2024

V/v thye hién quy dinh vé ké khai gia s ~
thude theo Ludt Gid nim 2023 / ._;"_\ 600337,

Kinh gri: (%[ 6 PHAN
- Uy ban nhén tinh, thanh phd tryc { ':d\oo Truﬂgf\uo '

- Céc doanh nghiép san xudt, kinh doan h -

(Sau déy goi tit 1a Pon vi) ”mu x :

Thyc hién Luat Gia nam 2023 va Nghi dinh 56 85/2024/1\)45)@?\% GIAM DOC |
10/7/2024 cua Chinh phi quy dlnh chi tiét mot sb didu cua Luat (ﬁqg ﬁamﬁ(}/ i jﬁwzf }

(sau déy goi tat 1a Nghi dinh s6 85/2024/ND-CP), lién quan dén viéc thuc hién
quy dinh v€ ké khai gia thude, B& Y té ¢ y kién nhu sau:

1. Quy dinh v& ké khai gi4 tai Luét Gid nim 2023:

- Khoan 14 Piéu 4 Luét Gia ndm 2023 quy dinh “Ké khai gid la viéc 16 chire
kinh doanh hang héa, dich vu thudc truong hop phai ké khai gid quy dinh
tai khodn 2 Piéu 28 ciia Ludt néy guz thong bdo mikc gia sau khi dinh gid, diéu
chinh gia cho co quan nha mede cé tham quyén dé phuc vu 16ng hop, phan tich,
du bao gid thi truong”.

- Khoan 1 Piéu 28 Luét Gia ndm 2023 quy dinh “Gid ké khai la mikc gid

hang hoa, dich vu do t6 chirc kinh doanh hang hoa, dich vu tw quyéz‘ dinh va dwoc

théng bdo dén co quan cé tham quyén tiép nhdn ké khai” va tai Mau van ban ké
khai gié tai Phu luc VI ban hanh kém theo Nghi dinh s6 85/2024/NP-CP cé néi
dung Ghi cht “Gid ké khai la mitc gic bdn ghi trén hoa don dé triv chiét khdu,
gidm gid (néu c¢d) va bao gom thué gid tri gia ting (néu ¢d) cia hang héa, dich
vu”,

Do dé, quy dinh vé ké khai gia thudc tai Ludt Gia nam 2023 (1a thong bao
murc gia ban budn, gid ban 1é thuc té) khéc véi cde quy dinh tai Luét Dugc (1a ké
khai gia bén buén du kién).

2. Vé viée 4p dung quy dinh vé ké khai gia tai Ludt Gia nim 2023:

- Khoan 1 Diéu 3 Luat Gi4 nim 2023 quy dinh “Trudng hop cé quy dink
khic nhau vé gia giita Ludt Gid vé ludt khée duoe ban hanh trude ngay Ludt Gid
¢o hi¢u e thi hanh thi thuc hién theo quy dinh cua Ludt Gid”.

- Piém a, c Khoan 10 Dleu 27 Nghi dinh 56 85/2024/ND- CP quy dinh: “Bdi
bo, sira doi, b6 sung mét sé Muc, Piéu, khodn cua Nghi dinh 56 54/2017/NP-CP
ngay 08 théng 5 ndm 2017 quy dinh chi tiét mot sé diéu va bién phdp thi hénh
Ludt dwoe, diwoc sia doi, bo sung tai Nghi dinh s6 155/2018/NP-CP ngay 12
thang 11 nim 2018 va Nghi dinh s6 88/2023/NB-CP ngay 11 thang 12 nim 2023
nhu sau:

a) Béi bé Muc 1 Chuong VIII (Ké khai, ké khai lai gid thude); ...

¢) Bai bo Phy luyc VII (Cac bang, biéu mau)”.

Do do, ké tir ngay 01/7/2024, viéc ké khai gia thudc thure hién theo quy dinh
tai Luat Gia nam 2023 va Nghi dinh sb 85/2024/ND-CP.
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3. Viéc trién khai quy dinh vé ké khai gia theo quy dinh tai Luat Gid nam
2023:

3.1. V& danh muc thube thyc hién ké khai gia:

- Theo quy dinh tai Muc s6 9 Phu luc I Luat Gia nam 2023 va Phu luc V
Nghi dinh s6 85/2024/ND-CP thi cac thude thire hién ké khai gia la cac thubc
thugc danh muc thudc thiét yéu dugce sit dung tai co s& kham bénh, chira bénh.

- Piém a Khoan 2 Bleu 28 va Khoan 6 Didu 29 Nghi dinh s& 85/2024/ND-

CP quy dinh: “Chdm nhat dén ngay 31/10/2024, bé, co quan ngang bo quan ly
nganh, linh vue, Uy ban nhén ddn cdp tinh c6 trach nhiém ban hanh van ban quy
dinh ddc diém kinh té - k thudt doi véi hang hoa, dzch vu thuée Danh muc binh
on gid, Danh muc thic ‘hién ké khai gid”.

Hién nay, Bo Y té dang trién khai xdy dung Thong tu ban hanh danh muc
thude (tén goi chi tiét, dac diém kinh té - k§ thuat) phai thuc hién ké khai gia theo
quy dinh tai Luat Gia nam 2023. Khi Théng tu co hiéu lyc thi hanh, cac don vi
thuc hién ké khai gia dbi véi céc thube thude danh muc thudce ban hanh kém theo
Théng tu nay.

3.2. V& co quan tiép nhan ké khai gié:

Theo quy dinh tai Phy luc V Nghi dinh s6 85/2024/ND-CP va diém b Khoan
10 Dleu 27 Nghi dinh s6 85/2024/ND-CP: “Uy ban nhén dén cap tinh phan cong !y
S6 Y 18 16 chike tiép nhdn ké khai gid thude thuée danh muc thude thiét yéu duge!\N
st dung tai co s& khdm bénh, chita bénh theo quy dinh tai Ludt Gid va cdc van”'n L
bén hudng dén Ludt Gid”.

3.3. V& dbi tuong ké khai gia:

- Khoan 4 Diéu 28 Luét Gia nim 2023 quy dinh: “Poi tuong ké khai gid Za
16 chirc kinh doanh hang héa, dich vu ¢ dang ky kinh doanh theo quy dinh cua
phép ludt vé doanh nghiép va co quyén quyét dinh gid; thudc danh sdch do co
quan co tham quyen tiep nhdn ké khai theo quy dinh tai khoan 5 Diéu nay”.

- Theo quy dinh tai Khoan 2 Piéu 16 Nghi dinh s6 85/2024/NP-CP, Uy ban
nhan déan cép tinh phan cong cho mét co quan, don vi chuyén mon truc thudc chu
trl, phéi hop véi cac co quan, don vi lién quan ra soat téng thé dé tham muu ban
hanh Danh sach ké khai gia thudc thAm quyén tiép nhan (Danh sach ké khai gid).

Do dé, cac co s& kinh doanh thuoc trén dia ban tinh, thanh phd thudc Danh
sach ké khai gia do Uy ban nhén dén cAp tinh d6 ban hanh phai thue hién ké khai
gia theo quy dinh.

Bo Y té d& nghi cac Pon vi trién khai thuc hién theo dlng quy dinh. gafé"" '

Noi nhin: KT. BO TRUONG
- Nhur trén; —
- B3 trudng (48 bic); s *‘-@\U TRUONG \9}(

- Cuc: QLD, YDCT;
- Vu: KHTC, PC;
- S Y té cae tinh, thanh phd truc thude TW;
- Hiép h¢i DN duge Viét Nam;
- Tong Céng ty Dugc Viét Nam - Cong ty CP;
- Luu: VT, QLD (L.H).
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

| CUC QUAN LY DUGC Péc 1ap - Tu do - Hanh phiic
S6: 550 /QDB-QLD ' Ha Néi, ngay 02 thang 08 nam 2024
QUYET D[NH

vé viéc ban hanh Danh muc 700 thubc san xuit tr@/h nu’gil’c” i
dwge gia han gidy ding ky luu hanh tai Viét Nam "Bo’y 206 )

lli‘

l lL\ |-.'| ‘
CUC TRUGNG CUC QUAN LY DUGC \&

o (LT
~{NH

Céin etk Lugt Duge s8 105/2016/0H13 ngdy 06/4/2016; PHO TONG

Cdn cit Nghi dinh so 95/2()22/ND CP ngay 15/11/2022 cia Chinh phi, qzﬁy dinh ,

f/f,c ’m

chitc nang, nhiém vu, quyen han va co cdu 16 chite ciia By Y 1é; s,

Céin ctr Quyét dinh 56 1 969/QB BYT ngay 26/4/2023 cia B truong Bo Y 18 quy
dinh chitc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan Iy Duoc thuoc
B3 Y té;

Can cw Thong tu 56 08/2022/TT-BYT ngay 05/09/2022 ciia B3 truong Bo Y 1é
quy dinh viéc dang ky luu hanh thuée, nguyén liéu lam thuéc;

Cén cir két ludn cua Hoi déng tir van cap gidy ding ky leu hanh thuée, nguyén
licu lom thudc - Bo Y 1é dot 206 tai Cong van 56 60/HDTV-VPHD ngay 20/6/2024 cia
Viin phong Héi dong tir van cap GDKLH thuéc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truéng phong Ding ky thuée, Cuc Qudn Iy Duoc.

QUYET PINH:

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 700 thudc san xudt trong
nuée duoc gia han gidy ding ky Iuu hanh tai Viét Nam - Pot 206, cu 1he

1. Danh muc 479 thudc sin xuét trong nuée duoc gia han gidy ding ky luu
hanh hiéu lyc 05 nam (Phy luc I kém theo).

2. Danh muc 193 thudc san xuit trong nude duge gia han gidy diang ky luu
hanh hiéu lye 03 ndm (Phy luc 1T kém theo).

3. Danh muc 28 thuéc san xuit trong nrdc duogce gia han gidy ddng ky luu hanh
hidu lwe dén 31/12/2025 (Phuy luc 11T kém theo).

Piéu 2. Co 0 san Xudt va co so dang ky thude ¢o6 trach nhiém:

1. San xuét thude theo ding cac ho s, tai liéu da dang ky voi BO Y t& va phai
in sb dang ky dugc Bo Y te Viét Nam cAp 1én nhin thube.

2. Chi duge san xuét, dua ra luu hanh céac thude kiém soat dic biét khi co Gidy
chirng nhén du diéu kién kinh doanh duge pham vi kinh doanh thude phai kiém soat
dac biét phu hop v6i pham vi hoat dong clia co s6 dap ing quy dinh tai khodn 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuce hién viéc cép nhat ticu chudn chét Twong cia thude theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cia Bo trudng Bo Y té quy dinh vé
chét lugng thudc, nguyén licu lam thude.

4. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hé so cip nhit ndi dung nhén thude, t& huéng dan sir dung thude theo quy dinh
ciia Théng tu 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng B Y t& thi phai thuc
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hién cip nhit theo quy dinh tai diém b Khoan 1 Biéu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 théng ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duogc gia han
gidy déng ky luu hanh theo Quyét dinh ndy c6 thay d6i vé ndi dung hanh chinh phéi
san xuit va luu hanh véi cic ndi dung da dugce phé duyét thay dbi trong hé so gia han.

6. Co s6 ding ky thudc phai bao dam duy tri diéu kién hoat déng trong thoi gian
hiéu lyc cia gidy dang k¥ luu hanh thude, nguyén liéu lam thube. Trong trudng hgp
khong con dap ing du diéu kién hoat dong, co s& dang ky phai co trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s& déang ky khong con du diéu kién hoat dong,

7. Co s san xuét thube phai béo dam cac diéu kién hoat ddng cha co s& san
xut trong thoi han hiéu luc cia glay ding ky Iru hanh thube, nguyen lidu lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung so dang ky d3 cap trudce khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

g Phdi hop véi cac co so didu tri dé thue hién theo ding cie quy dinh hién
hanh v& thudc ké don, theo doi an toan, hi€u qua, tic dung khéng mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai Pidu 5 Théng tu 56
08/2022/TT-BYT dbi v6i céc thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Gidm déc S& Y  cac tinh, thanh phd truc thude Trung wong va Gidm
dbc co s& san xudt va co s& ding ky co thude tai Piéu 1. chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: | CUC TRUONG
- Nhu Diéu 4;

- BT. Pao Hdng Lan (dé b/c);

- TT. D4 Xuin Tuyén (dé b/c); )
- Cuc Quién y - Bo Qubc phong, Cuc Y té - B§ Cong an; |
- Cuc Y té GTVT - B Giao thong vén tii; Yo

- Téng Cuc Hai quan - B Tai chinh;
- Bao hiém xa héi Viét Nam; izl - x .
-Bé Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuén Cuong
B3, Vin phong HDTV cap GPKLH thube, NLLT,

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

- Téng Céng ty Duoe Viét Nam - Céng ty CP;

- Cac Bénh vién, Vién c6 giudng bénh truc thude B§ Y té;

- Trung tAm mua sam tp trung thude quée gia;

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

Website;

- Luw: VT, DKT (C.H) (02b).




DANH MUC 479 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu lue T

TAI VIET NAM HIEU LUC 05 NAM - DOT 206

cua Cuc Quan Iy Duoc)

(Kém theo Quyét dinh s6 550 /OD-QLD ngay 02 thdng 08 ndam 2024

STT| Tén thube Hoat chit chinh - | Dangbao | Quy cich déng géi | Tieu | Tudi | S6 dingky | So
Ham lwgng ché chuén | tho gia han 1An

(thing)| (SO ding ky | gia
da cip) han

{1 @) &) @ &) (6) (7N 3 ®)

1. Co 56 ding ky: Cong ty ¢ phin DTS Viét Nam (Dia chi: $6 18, t6 51, phuong Quan Hoa, quin Cau Gidy, thinh phd Ha

Noi, Viét Nam)

1.1. Co & san xuét: Céng ty cb phin Dwge Trung wong Mediplantex (Dja chi: Nha may dugc phim 56 2: Thén Trung

Hau, x4 Tién Phong, huyén Mé Linh, thanh phd Ha Ni, Viét Nam)

I |Goldagtin

Vildagliptin 50mg

Vién nén

Hop 3 vix 10 vién

NSX

36

893110652624
(VD-31455-19)

2. Co sé diing ky: Céng ty cb phin Dugc - Vit tu y té Thanh Hoéa (Pia chi: S6 232, Tran Phi, phudng Lam Son, Thanh
phé Thanh Hoa, tinh Thanh Hoa, Viét Nam)
2.1. Co sé san xuit: Cong ty cd phin Dwge — Vit tw y t& Thanh Héa (Dia chi: S 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoéa, Viét Nam)

2 |Asigastrogit Attapulgit hoat hda  |Thudc bot — |Hép 30 goi x 3,2g NSX 36 | 893100652724 | 1
' 2,5g; Magnesi pha hdn dich (VD-23151-15)
carbonat 250mg; ubng
Nhém hydroxyd khé
250mg '

3 |Piracetam Piracetam 400mg Viénnang |Hop 10 vix 10 vién | NSX 36 1893110652824 | |
clng (VD-23153-15)

4 |Acethepharm Acetyleystein 200mg |Thude bot — [Hop 30 goi x 2g NSX 24 | 893100652924 | 1
pha hén dich (VD-20936-14)
ubng

5 |Cinepark Ofloxacin 400mg Vién nén Hop 2vix 10 vién; [DPVN| 36 |893115653024 | |
bao phim Hdép 10 vi x 10 vién v (VD-22583-15)

6 |Dutased Sulfamethoxazol Thubc bot  |Hép 1 chai x 20g pha | NSX 36 | 893110653124 | 1

2000mg; pha hdn dich [50ml han dich (VD-25352-16)
Trimethoprim 400mg [uéng
7 |Montckas Montelukast (dudi Thube bot — [Hop 10 goi x 1g; NSX 36 | 893110653224 | 1
dang Montelukast pha hén dich |Hép 12 goi x 1g; (VD-23783-15)
natri) 4mg udng Hop 20 g6i x 1g;
Hop 30 gdix 1g

3. Co 56 diing ky: Céng ty cb phin duge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phé Ho Chi

Minh, Viét Nam)

3.1. Co & san xudt: Cong ty ¢b phdn dwoe Apimed (Dia chi: Pudng N1, cum céng nghiép Phit Thanh — Vinh Thanh, xi
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

8 |Apitor 20

Rosuvastatin (dudi
dang Rosuvastatin
calci) 20mg

Vién nén
bao phim

Hop 3 vi x 10 vién,
Hap | chai x 100
vién, Hép 1 chai x
200 vién

NSX

24

893110653324
(VD-30218-18)

4, Co s¢ ding ky: Céng ty cb phﬁn duge ATM (DPia chi: Tru s& chinh: VI 26, téng 26 toa elip, 110 Trén Phi, phuong Mo
Lao, quin Ha Péng, thanh phé Ha Néi. Dia chi kinh doanh: L6 B1.4-LK31-01- Khu d thi Thanh Ha- Cieanco 5, xi Cuy khé,
huyén Thanh Oai, thanh phé Ha N6i, Viét Nam)



STT Tén thube Hoat chit chinh - | Dang bido | Quy cdch déng géi | Tiéu Tubi So ding ky | So
Ham lwgng ché chufin | tho gia han lin
(thang)| (S6 ding ky | gia
di cip) han
(1) (2 3) @ &) (6) (7) (3 9
27.1. Co s san xuat: Cong ty cb phin dwge phim Me Di Sun (Dja chi: S6 521, khu phé An Loi, phuong Hoa Loi, thi x3

Bén Cat, tinh Binh Duong, Viét Nam)

142

Vocfor

Lornoxicam 8mg

Vién nén

bao phim

Hop 3 vix 10 vién

NSX

36

893110666724
(VD-29002-18)

28. Co sé ding ky: Cong ty 6 phin dwge phim Minh Dén (Dia chi: L6 E2, duong N4, KCN Hoa X4, phuong Loc Hoa,

thanh phé Nam Dinh, tinh Nam Pinh, Viét Nam)

28.1. Co sé san xuét: Cong ty cd phan duge phim Minh Dan (Pia chi: Lo N8 — Pudng N5 — Khu céng nghiép Hoa X4 —
Phutng My X4 — Thanh phd Nam Pinh — Tinh Nam Dinh — Viét Nam)

143 |Acid tranexamic  |Acid tranexamic Vién nang  |Hop 10 vix 10 vién NSX 36 | 893110666824 | 1
500mg 500mg cling (VD-26894-17)
144 |Calci folinat Acid folinic (du6i  [Dungdich  |Hép 5 éng x 5ml NSX 24 ] 893110666924 | 1
50mg/5ml dang Calci folinat) = |tiém (VD-24226-16)
50mg/5ml
145 |Candesartan Candesartan cilexetil {Vién nén Hop 10 vi x 10 vién NSX 36 | 893110667024 | 1
cilexetil 32 mg 32mg (VD-26185-17)
[46 |Cefazolin 1g Cefazolin (dudi Bot pha tiém |Hép 10 1o x 15ml NSX 36 | 893110667124 | 1
dang cefazolin natri) (VD-24227-16)
lg
147 |Cefotiam 1g Cefotiam (duéi dang |Thube bot — [Hop 01 lo, lo thity NSX 36 1893110667224 | 1
hén hop cefotiam pha tiém tinh loai dung tich (VD-26187-17)
hydroclorid va natri 20ml
carbonat ti 1 83:17)
lg
148 |Midanefo 300/25 [Hydroclorothiazid  |Vién nén Hop [ tuix 03 vix NSX 24 | 893110667324 | |
: 25mg; Irbesartan bao phim 10 vién (VD-25723-16)
300mg
149 |Citicoline Citicolin (dudi dang |Dung dich  |Hgp 5 ong x 4ml NSX 36 1893110667424 | 1
500mg/4ml Citicolin natri) tiem (VD-32526-19)
500mg/4ml
150 |Combikit 3,1 g Acid clavulanic Thude bot  |Hop 01 lo x 20ml NSX 36 1893110667524 | 1
(dudi dang pha tiém (VD-26898-17)
Clavulanat kali)
0,1 g; Ticarcilin
(dudi dang
Ticarcilin natri) 3g
151 |Combilkit 3,2¢ Acid clavulanic Thube bot  |Hop 01 lo NSX 36 | 893110667624 | 1
(duéi dang Kali pha tiém (VD-21866-14)
clavulanat) 0,2g;
Ticarcillin (dudi
dang Ticarcillin
natri) 3g
152 |Esomeprazol 20mg|Esomeprazol (dudi  |Viénnang  |Hop 03 vix 10 vién, | NSX 36 893110667724 1
dang esomeprazol cling Hop 06 vi x 10 vién (VD-29008-18)

magnesi trihydrat
pellet tan trong ot

8,5%) 20mg
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153 |Methocarbamol — |Methocarbamol Vién nén Hop 03 vix 10 vién, | NSX 36 | 893110667824 | 1

500 mg 500mg Héop 10 vi x 10 vién (VD-27949-17)

154 |Midatiam 0,5g Doripenem (dang Thude bot — |Hap 1 lo x 20ml NSX 36 | 893110667924 | 1
Doripenem pha tiém (VD-25720-16)
monohydrat) 0,5g

155 |Netilmicin Netilmicin (dudi Dungdich  [Hép 10 dng x 3ml NSX 36 | 893110668024 | 1

300mg/3ml dang netilmicin tiém ‘ (VD-25727-16)
sulfat) 300mg/3ml

156 |Nuée cit tiem 5ml |[Nude dé pha thuoe  [Dung mdi  [Hop 50 dng x 5ml - |DDVN| 48 | 893110668124 | 1
tiém Sml pha tiém v (VD-22489-15)

157 |Ofloxacin 0,3% Ofloxacin 15mg/5ml |Dung dich  |Hop 1 lo x 5ml NSX 24 | 893115668224 L

nho tai (VD-29800-18)
158 |Tobramycin 0,3% |Tobramycin (dang Thubc nhé  |Hop 1 lo x Sml, Hop | NSX 24 1893110668324 | 1
' tobramycin sulfat)  |[mat 20 lo x Sml (VD-27954-17)
15mg/5ml
28.2. Co sé san xuét: Cong ty cd phin duwge pham Minh Dén (Dia chi: Lo E2, dudng N4, khu cong nghi¢p Hoa Xa,
phudng Loc Hoa, thanh phd Nam Dinh, tinh Nam Dinh, Viét Nam)

159 |Cephalexin 750mg |Cephalexin (ding Viénnang  [Hop 6 vix 10 vién; NSX 36 | 893110668424 | 1
dang cephalexin cling Hép 10 vix 10 vién (VD-31775-19)
monohydrat) 750mg

160 |Midactam 750 Sultamicilin (dang | Vién nén Hop ltaix 1vix 10 | NSX 36 | 893110668524 | 1
sultamicilin tosilat  [bao phim vién (VD-26190-17)
dihydrat) 750mg

161 |Midamox 1000 . |Amoxicilin (dang Vién nén Hép 2 vix 7 vién NSX 36 | 893110668624 | 1
dung Amoxiciclin  |bao phim (VD-21867-14)
trihydrat) 1000mg

162 |Midancet 125 Cefuroxim (dang Vién nén Hop 01 thi x 01 vix | NSX 36 | 893110668724 | |1
cefuroxim axetil) bao phim 10 vién, Hop 10 vi x (VD-21322-14)
125mg 10 vién

163 |Midantin 500/62,5 |Acid clavulanic |B6t pha hdn [Hop 12 géi x 3g NSX 24 | 893110668824 | |
(ding dang kali dich uéng (VD-26902-17)

clavulanat +
cellulose vi tinh thé;
i 1¢ 1:1) 62,5mg;
Amoxicilin (ding
dang Amoxicilin
trihydrat) 500mg

29. Co sé ding ky: Cong ty cb phin duge phiam Nam Ha (Dia chi: $6 415 duong Han Thuyén, phudng Vi Xuyén,Thanh
phé Nam Binh, Tinh Nam Binh, Viét Nam)

29.1. Co s6 san xudt: Cong ty cb phan dwgc phim Nam Ha (Dja chi: 54 415 duang Han Thuyén, phudng Vi Xuyén, Thanh
phé Nam Pinh, Tinh Nam Dinh, Vit Nam)

164

Beparotine

Dexpanthenol 100mg

Vién nén

Hép 2 vi x 10 vién

NSX

36

893110668924
(VD-31786-19)

30. Co s ding ky: Cong ty C5 phin Dugc pham OPC (Dia chi: 1017 Hong Bang, Phudng 12, Quin 6, TP. H6 Chi Minh,
Viét Nam)
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1. Co sé diing ky: Céng ty cb phin 23 thang 9 (Dia chi: 11 Tan Hoa, Phudng 14, Quan 6, Thanh Phd H& Chi Minh, Vit
Nam)
1.1. Co s& san xudt: Cong ty cb phin 23 thang 9 (Dia chi: 11 Tan Héa, Phudng 14, Quan 6, Thanh Phé HS Chi Minh, Vigt
Nam)
I [Dotioco Magnesi hydroxyd  |Hon dich Hép 10 goi x 10g; NSX 36 893100700524 | 1
400mg; Nhém oxyd |ubng Hép 20 goi x 10g; ' (VD-29604-18)

(dudi dang nhém
hydroxyd kha)
200mg

Hop 30 g6i x 10g

2. Co sé diing ky: Céng ty C6 phin Dwgc - Vit Tu y té Nghé An (Dia chi: S5 68, dudng Nguyén S§ Sach, phudng Hung

Phtic, thanh phé Vinh, tinh Nghé An, Viét Nam)
2.1. Co sé san xuét: Cong ty C6 phin Duwoc - Vit try té Nghé An (Pia chi: S6 68, duomg Nguyén Sy Sach, phuong Hung
Phuc, thanh ph(") Vinh, tinh Nghé An, Viét Nam)

2 |Alpharusa Alpha chymotrypsin |Vién nén Hop 10 vix 10 vién, | NSX 24 1893110700624 | |
(twong mg vai phién tan Hop 3 vix 10 vién (VD-30975-18)
Alpha chymotrypsin
4200 don vi USP)
4. 2mg

3. Co so dang ky: Cong ty ch ph:}in Duge - Vit tw y ¢ Thanh Héa (Dia chi: Sb 232, Tran Phi, phudng Lam Son, Thanh
phé Thanh Hoa, tinh Thanh Hoa, Viét Nam)
3.1. Co s6 sén xuét: Céng ty ¢ phin dwec - vit tuy té Thanh Hod (Bia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Hoa, tinh Thanh Hod, Viét Nam)

3 |Saprozin Kém (dudi dang Thudc cém  |Hop 25 gbi x 3g; NSX 36 |893100700724 | 1
Kém gluconat 70mg) Hop 30 goi x 3¢g (VD-29961-18)
10mg

4 |Thepacol 120 Paracetamol 120mg  [Thudc bot Hép 10 goi x 1,5g; NSX 36 1893100700824 | 1

pha hén dich |Hop 20 goi x 1,5g; (VD-26372-17)
uong Hop 30 poix 1,5g

4. Co sé ding ky: Cong ty cé phin duwge ATM (Pia chi: VP 26, ting 26 tda elip, 110 Trin Pht, Phuéng M Lao, quan Ia
Péng, thianh phd Ha Nbi, Viét Nam)
4.1. Co 6 sin xudt: Cong ty cb phin dwge vit tv y té Hii Dwong (Dia chi: S8 102 Chi Ling, phuong Nguyén Trai, thanh
phd Hai Duong, tinh Hai Duong, Viét Nam)

5 |Cinepark - D Lo 5ml chia: Dung dich Hép | lo x 5ml; Hop | NSX 36 893110700924 1
Dexamethason nhé mat, nhé |1 lo x 8ml; Hop 1 lo (VD-28776-18)
phosphat 5mg; tai x 10ml

Ofloxacin 15mg

5. Co s ding ky: Cong ty Co phin Dwge Danapha (Dia chi: 253 Diing S Thanh Khé, phudng Thanh Khé Tay, quéin
Thanh Khé, thanh phd Pa Ning, Viét Nam)
5.1. Co sé sédn xudt: Cong ty Cé phin Duge Danapha (Dia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tdy, quin
Thanh Khé, thanh phd Da Nang, Viét Nam)
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23. Co sé ding ky: Cong ty c6 phin duge phim Minh Din (Pia chi: La E2, dudng N4, KCN Hoa X4, Phudng Loc Hoa,
TP Nam Dinh, Tinh Nam Pinh, Viét Nam)
23.1. Co s& san xudt: Cong ty cd phin dwge phéim Minh Dén (Dja chi: Ls E2, dudng N4, KCN Hoa X4, Phudng Loc Hoa,
TP Nam DPinh, Tinh Nam Binh, Viét Nam)

55 |Cefaclor 500mg  |Cefaclor (dang Vién nén nhai|Hop 10 vix 10 vien | NSX 36 1893110705924 | 1
Cefaclor (VD-29794-18)
monohydrat) 500mg

56 |Cefradin 500 mg |Cefradin 500mg Vién nén bao [Hop 10 vix 10 vién | NSX 36 1893110706024 1 1

phim (VD-29005-18)
23.2. Co so sén xudt: Cong ty cb phﬁn duge phim Minh Din (Pia chi: L6 N8 - Pudng N5 - Khu céng nghi¢p Hoa X4 -
Phurong My X4 - Thanh phé Nam Dinh - Tinh Nam Binh- Viét Nam)
57 |Metronidazol Metronidazole Dung dich  [Hop [ lo x 150ml NSX 24 |893115706124 | 1
750mg/150ml 750mg/150ml tiém truyén (VD-30437-18)

24. Co s¢ ding ky: Céng ty cd phin dwee phdm Nam Ha (Dia chi: 415 Han Thuyén, phuémg Vi Xuyén,TP. Nam Binh,
Tinh Nam Dinh, Viét Nam) '
24.1. Co s& sdn xuft: Cong ty cd phin duge phim Nam Ha (Dia chi: 415 Han Thuyén, phudng Vi Xuyén, TP. Nam Dinh,
Tinh Nam Dinh, Viét Nam)

58

Ubinutro

Lo 90ml chira:

JK&m (dudi dang

7ZnS04.H20) 30mg;
Lysine hydroclorid
900mg; Vitamin Bl
20mg; Vitamin B2
20mg; Vitamin B6
20mg; Vitamin PP
18mg

Sird

Hép | lo 90ml; Hop
110 120ml; Hop 1 1o
150ml

NSX

36

893100706224
(VD-16776-12)

25. Co s ding ky: Cong ty C5 phin Dugc phim OPC (Dia chi: 1017 Hong Bang, Phudng 12, Quan 6, TP. Ho Chi Minh,
Viét Nam) _
25.1. Co sé sdn xudt: Chi nhanh Céng ty Cd phin Dugce phim OPC tai Binh Dueng - Nha mdy Duge phim OPC (Dia
chi: 86 09/DX04-TH, T 7, Khu phé Tan Hoa, Phudmg Tan Vinh Hiép, Thi xa Tin Uyén, Tinh Binh Duong, Viét Nam)

59 |Cao sao vang Hop 4g chaba: Cao xoa Tai | hop x 4g; Hop | NSX 36 893100706324 1
Camphor 849,20mg; I hép x 10g; Hop | (VD-26922-17)
Menthol 425,20mg; chai x 20g
Tinh déu Bac ha
525,20mg; Tinh déu
Dinh huong
130,80mg; Tinh diu
Qué 53,20mg; Tinh
dédu Tram 210,80mg

60 |Vitamin AD Vitamin A 50001U; |Vién nang Hop 4 vix 10 vién; NSX 36 1893100706424 |
Vitamin D3 400U {mém Chai 100 vién (VD-29054-18)

61 |Vitamin C 500mg |Vitamin C 500mg Vién nang Chai 100 vién NSX 36 | 893100706524 I

cing

(VD-22956-15)




Mau nhén in hdp 200%
Kich thude: 113 x 55mm

_ Thuéc nhd mét |

;-;_=THANH PHAN: . R
! Tobramycm {dang tobramyein sulfat)............15mg

(Chat bao quan: Benzalkonium clorid:......0,5 mg)

T4 duoc: .. vua da sml
" CHIBINH, CHONG CHIBINH CACH DUNG VA

CAC THONG TIN KHAC: Xm xem tr hueng dan o

slr dung bén trong hép thude.

BAO QUAN: Noi khs, trénh énh sang, nhigt dg
dudi 3D°C

TIEU CHUAN Tces,

 KHONG s DUNG LQ THUGC
QUA 15 NGAY SAU LAN MG NAP DAU TIEN

0 DEXATAMTAY CUA TRE EM.
DOC KY HUGNG DAN s/ DUNG TRUSC KHI DING

SDK/REs.N": 893110668324,
Ngéy SX/mifd: :
$816 SX/lot :

HD/exp.

CONG TY CP DU’O‘C PHAM MINH DAN
118 N8 - Duomg N5 =KCN Hoa X4 - Phutng My Xa
~ TPNam Bjnh'- Tinh Nam Binh - Vigt Nam

Thubc ban theo don

Thuoc dung cho
bénh vién

B PMARCD

: Hop 20 lo 5 ml
Box-of 0 :,ttles of 5 ml

e SPECIFICATION Manufacture

: COMPOSITION izl
Tobramycin (as tobramycm sulfate) ............ 15mg

(PreseNaf.'ve benzalkonium ch!onde 0.5mg)
Exc:lp|ents .. 0.5 5ml.

B ':INDICATIONS CONTRAINDICATIDNS ADMIN-
= 'ISTRATION AND FOR MORE INFORMATIONS:
'Please read the enciosed leaflet. .

STORAGE: Dry place, avoid light, below 30°C.

STOP USE THE BOTTLE
.15 DAYS AFTER FIRST OPENI

"KEEP OUT OF REACH OF CH[LDRE

READ ENCLOSED LEAFLET CAREFULLY BEPORE USE
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Phén ndi dung huéng din sit dung thube cho

3s (&)

TN 4423

Phén néi dung huwéng din sit dung thude cho edn

bénh nhéin
Thudc nhé mit Tobramycin 0,3%

Boc ky hwdng diin sir dung tricde khi ding

BE xa tim tay iré em .

Thang bdo ngay cho bdc sj hodc dugc st tde dung khing mong
mudn gdp phai khi sir dung thube

Thudce ndy chi ditng theo don ciia bdc sy

Thanh phin:

Tobramycin (dang tobramyein sultat) .. 15,0 mg
Téa duge vira du .. [T .
(Acid boric, mtrl bﬁrat dccah)drm dmam edetat, benzalkonium
clorid, natri clorid, natri hydroxyd, acid hydrocloric, nwée cit)

Mb ta sdn phim: Thube nhé mit dong trong 1o nhya. Dung dich
thude trong, khong méu.

Quy cdch dong gdi: Hop 1 1o hodc 20 1o Sml, kém 1 (& hdng dén str
dung.

T huﬂc ding che b¢nh gi;

Didu trj nhiém khuén bén ngodi cia mit v chc phin phu cia mét piy
ra boi cdc ching vi khudin nhay cim hodc cé kha ning nhay cam vdi
tohramyein & ngudi 1én va tré em tir 1 tudi g 1én.

Nén diing thude niy nhu thé nao va liéu lugng;

Liéu ditng:

Bmh nhg: Nho 1 hay 2 giot vio mit bj bénh méi 4 gidy, 2 hay 3 lan
moi ngay.

" Bénh ning: Nho 2 giot vio mbi mit bi bénh mi gitr cho dén khi cii
thién, sau do giam dén lidu trude khi dimg thude,

Cdch ditng:

- Rira tay sach trudie mdi Fn ding,

- Thin trong théo nép lo thube dé diu nho thube khong cham vio bit
cir thir gi. Pé nap viio chd kha sach.

- Gifr lo thube gma ngon la\! cai va ngdn tay trd. Ding ngdn trd LLH!
tay kia kéo mi mit dudi \uong dé tao thinh mot i cho gigt thubc.
Ngira dfu ra phia sau.

- Pura déu nho lhuuc vao gin mit vi nhg nhing hup lo thude chay ra
mot giot vio mét. Néu phii ding cho mét con lai, cin 13p lai cac bude
3-4, Nh’im i trong vong | phiit.

- Dly ndp lai. Bé 1o thude & nhiét do phdng theo vi tri thing dimg vio
chd sach,

- Gitr sach ddu 1o thude oho mit. Khong rira dau lo bang nurge X
phong hoiic bt cir chat giit tay nio khéc.

- Néu ding dong thiri thube nhd mit khic, phai ding cich nhau it
nhét 10 pht,

Chit y:

}\hﬁng dé dhu lo ticp xae voi mat hode cde mo xung quanh mat.

Déy nip ngay sau khi siF dung,

Khong ding chung mo& o thude cho nhiéu ngudi dé trinh liy nhiém
Khong st dung lo thude da nga mén hojic ¢6 tidu phén g

Khindo khnng nén dung thube niy:

Tién s qua man voi tobramycin, aminoglycosid hoje bt cir thinh
phin nao ciia thube.

Téc dung khéng mong mudn:

Cic tac dung khéng mong muon thutmg gip nhat el thude nhé mil
Tobramycin 0,3% I3 qui mdn va nhiém doc & mit, gom ngira va sung
mi mit, sung huyét két mac. Duéi 3% bénh nhin didu tri voi
tobramycin ¢d cac phan (g ndy. Cie phén (ng trong tr ¢6 thé xay ra
vii cde khang sinh khae thube nhom ammos:lscosld khi ding tgi chd .
Néu {obramyein nhd mit duge dang dbng, thdi vai cic I\hd!lé:, sinh
{ofin thin khic thuje nhém aminoglycosid nén ¢hi v theo doi nong do
tobramycin trong huy &t thanh.

Nén trinh dang nhing thube gi khi diing thuée na\

Chua ¢ nghién cliu trong tdc die higu ndo duge tién hanh véi thude
iho mit Tobramyein 0,3%.

P c6é che bao cio trong tic thutc véi aminoglycosid ding, duding
todn than. Tuy nhién, sau khi nhé mit, amtnoglywmd hip thu vio
tuan hoan chung m[ it nén nguy cu xay ra trong tic 4 riit nho.

Cin bio quéin thude nay nhur thé nio:

b v te

Dwge lue hige: j
Nhom duge 1y: Thubde nho mit, chéng nhigm khuan, k h{m sinh
nhom aminoglycosid.

Mia ATC: SO1AAL2

Tobramycin 1& khang sinh diéi Mmén phé rong thudc nhom
dmmoglycmxd T‘obmmyun {rc ché su téng hop protein & nhiing vi
khuén nhay cam bang cich gﬁn khéng thuin nghich véi cic tidu don
vi 308 v 508 cta ribosom vi khudn,

Co ché khing thude ciia vi khudn:

Khang thude vai tobramycm xay ra boi mot b cor ché ih:ic, nhau b.m
gom (1) sy thay ddi cia tidu don vi ribosome lmn“ té bio vi khudn
(2) can thi¢p vap vin chuy&.n tobramycin vao 1é bio va (3) khir hogt
héa cia (obramycin bing mdt loal céc enzyme adenyl  héa,

phosphoryl hoa vi acetyl héa. Thong tin di iru\n.ﬂ dé san xuit enzy m.
khir hoat hda c6 thé duge thye hién (rén nhifm sic thé vi khudn hiofic -

trén plasmid. C6 thé xday ra khi ning khing chéo vdi uac
aminoglycosid khac. (
Nong do neudnme:

Nong dé ne,ucn}: vi phc in vitro nhir dé cip dudi diy duge dia trén A

hé thing sir dyng. Nnnb d§ nguimg ndy co ihc khéng phit hop vén
vige diing tai chd thude o nong do cao hon rmng dd da thu duge tai
chd va cie diic tinh vat ly/héa hoc tai chd ¢ thé inh hudng dén hoat
déng cta thude tai vj tri tae dung. Theo EUCAST. nong d6 ngudng
duge xde dinh cho tobramycin nhu sau:

s Enterobacieriacece S <2 mg/l, R> 4 mg/l

= Pseudomonas spp S <4 mg/l, R> 4 mg/l

* Acinetobacter spp 5 =4 mg/l, R> 4 mg/l

* Staphylococcus spp S = T mg/l, R= 1 mg/l

« Khéng lién quan dén loai S < 2 mg/l, R> 4 mgfl

Nhin chung, tobramycm c6 tic dyng vai nhitu vi khudn Gram im
hitu khi va mét sé vi khudn Gram duong ua khi.

Trong cée nghién clu in vitro, tobramycin hoat dong chéng 1ai cac vi
khuén nhay cam sau:

Staphylococci, bao gfvm S. aurens va S. epidermidis (coagulase duong
tinh va dm tinh) ké Lﬂ cic ching khing pen!ulm

bm’pmcocc‘i bao L.,ﬂm mot .su lodi gy tan mau nhém A, mot s loai
Khong ghy tan mau va mat s6 lodi Streplococeus pneuntoni.
Pseudomonas aeruginosa, Escherichia coli, Klebsiella prewmoniae,
Entorobacter aerogenes, Proteus mirabillis, Morganella morganii,
hiu hét cic ching Proteus vilgaris, Heamophilus ifylu'en:::e,
H.aegyptitus, Moraxella lacunala, Acinetobacter calcoaceticus va
mot 50 lodi Neisseria, Trong nhing nghlul ciru vé tinh nhay cam vai
vi khudn cho thdy ring trong mét s truémg hop, vi khuin khing
gentamicin nhung lai nhay cam vai tobramyein.

Duge ding hoe:

Tobramycin lmp thu kém qua két mac vi LIIIL mae, mot lrgng nho
mbmmycln hip thu vio miit sau khi nho thude,

Naong da tobramycin cao tai vg tri nhidm khuiin v&i ndng d§ lon hon
MIC ctia vi khudn khang thude nhi.

?\on;: dg tobramyein trong dich nudgc mit npurdi khoe mgnh Iém lnm
MIC90 trong ft nhit 13 44 phit sau khi ding thube nho mit
Tobramyein 0,3%.

Chi dinh:

Diéu trj nhiém khudn bén ngoai cia mit v cac phiin phy ciia mit gay
ra boi cic chur:;, vi khudn nhay cim hofic ¢6 kha ning nhay cam voi
tobramycin & ngum Iém va teé em 0 1 tudi trd ién.

Cich ding v liéu ding:

Lidu dieng:

Bmh nheg: Nha | hay 2 giot vio mét bj bénh moi 4 git, 2
mbi ngdy.

Bénh niing: Nho 2 LJU! vho moi mét bi bénh mes gitr cho dén khi cdi
(hign, sau do giam din lidu trudre khi dimg thude.

Cideh ding:

- Rira tay sach irudc moi lan dung.

- Thiin trong thio nap 1o thude dé diu nho thude khang cham vio b
ctr thir gi. Pé ndp vio chd kho sach.
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Béo quén nai khé, trdnh dnh sdng, nhigt db dudi 30“C

Diu hu;u va triéu chimg khi ding thubc qud liéu va cich xir Iy khi
qud l[eu

Cac déu higu va triéu chimg qui liéu tobramycin 0,3% nho mit: viém
gl'éc mac ¢6 dém, Xung l’lU) £, ting chay nudc mét, ngira va stng mi
mat. Triéu chung qua liéu co thé twong ty nhir clc phan g bét lgi
£ap 0 mft s0 bénh nhén.

Khi qui liéu thube, c6 thé rira mét biing nudc Am dé loai trir thude,
Thin trong khi dung thubc nay:

* Cic tinh trang cin thin trong khi sie dung thude:

- Thude chi dung dé nho mit, khong duge tiém,

- Mén cam vai khang sinh nhém aminoglycosid dimg nhd mm (&) !he
xay ra G mot s6 bénh nhdn Biéu hién man cam nhu ngira mét, pht né,
:\ual huyét két mac. Néu xay ra phan @mg nhay cim. ngimg sir dyng
thudc.

- §ir dung thude kéo dai ¢ thé lam ting s phat trién ciia che vi l\hU'm
khéng nhay cam, bao gbm ca ném. Néu xay ra bdi nhidm, cin didu tj
thich hop kip thod.

- C6 thé xay ra dj Gng chéo giira cdc khang sinh nhdém aminoglycosid.
Néu dj tmg véi thube nhd mat Tobramycin 0,3%, ngimg st dung
thude va thang béo cho béc s dé c6 vién phip diéu trj thich hop.

- Thude nho mit Tobramycm 0,3% sir dung chit bio quan
benzalkonium clorid, cd thé gy kich tmg va lam bién mau kinh 4p
lr(‘mg mém. Vi vay, bénh nhén ¢in thio Llnh ap trong trude khi nho
~ thude va chér it nhét 15 phit sau khi nhé thude mdi duge deo kinh dp
frong.

- Bénh nhén khong nén deo kinh dp trong khi cé dfu higu va trigu
chirng cia viém két mae do vi khudn.

* Kkuyen cdo choe phuy niv r:a thai vi cho con bii:

Cén thong bao cho bic sy néu dang cd thai hoic cho con b,

~ Phu nit c6 thai:

Cée nghién ciru vé sinh sén & ba loai dong vit cho théy tobramycin
khong lam giam kha niing sinh san vi gdy tbn hai dén thai nhi. Tuy
nhién, chua c6 nghién ciu diy da va kiém soat & phy nir ¢ thai. Vi
cac phin ang trén dong vt khong ludn dir dodn ding phan (ng cia
con ngudi nén chi sir dyng thuée nay cho phy ni ¢6 thai khi that chn
thiét.

- Phu nit cho con bii:

Do kha nang co tac dung khéng mong mubn cia tobramyein cho tré
bi m¢ nén cin nhéc gita loi fch va nguy co dé quyét dmh ngirng
thube hay ngimg cho tré bl me.,

* Tdc djng ciia thudc lén kha niing l6i xe va viin hank md iy tnied
Thuée nho mét 6 thé gdy nhin mé tam théi hodc nhimg roi loan vé
th; fie ¢6 thé anh hudng tm khd ning 1di xe v vin hanh mdy moc.
Néu bj nhin mé khi nho mat bénh nhin cin chir cho 161 khi nlin 1o
trér lai roi m(ﬂ duge phep hep tuc ldi xe v viin hanh mdy mdc,

Khi mlo cin tham viin § kién bic s, duge s§:

Néu cin thém thong tin xin héi y kién bic sy hofic duge sy. Thang
b4o cho bac s§ nhitng tie dung khéng mong mudn pap phai khi s
dyung thubc,

Han ddng:

24 thang ké tir ngay san xuft va 15 ngy ké tir ngdy md niip déiu tién,

%
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- Giir Tp thube giifa ngon luy cdi va ngén tay tro. Dung‘ n iré cua
tay kia kéo mi mét dudi xudng dé tao thanh mdt tai cho giot thude.
Npira ddu ra phia sau.

- Pua du nhé 1I1unc viio gin mit va nhe nhang bap Io thube chay ra
mot giot vio mm Neéu phai dimg cha it con lai, can 1ap lai cic bude
3-4 Nham mit trong vong | phiit.

- By nép lai. DE lo thube & nhiét d phong theo vi tri thiing dimg vao
ché sach.

- Rira sach d4u thudc nhé mét. Khéng rira déu lo biing nuée xa phong
hoic biit o chit giat ty ndo khae,

- Néu ding déng thoi thude ohd mét khac, phii diing cach nhau it
nhdt 10 phut,

Chut y:

Khong dé dau lo tu.p xiic véi méit hofic cic mo xung quanh m.

Pay nip ngay sau khi i dyng,

Khong dimg chung mbi lo thudc cha nhiéu nudi dé tranh 1ay nhiém

I\hong str dung lo thude da nga mau hofie ¢6 tiéu phin Iy

Chong chi d[nh

Tién sir qui mén vdi tobramycin, aminoglycosid hofic bét ci thanh -

phéin nao cia thube.

Thin trong:

* Ciic tinh frang cf it thiin trong khi si dung thude:
- Thube chi diing dé nho mit, khong duge tiém.

- Min cim \UI khéng sinh nhém aminoglycosid dung i cho ¢ th_
xdy ra & mot -o bénh nhin, Biéu hi¢n min cam nhir ngira mit, phi né, = 1AM
xudt huyét két mac. Néu xdy ra phan tmg nhay cam, ngimg str dung 7
thudc. ”!\N..f
- Sir dyng thube kéo dai c6 lhc. lam lﬁng i phﬂ! trién cla céc vi \\ﬁ‘

khudn khong nhay cam, bao gbm cd ndm, Néu xay ra boi nhiém, cin

ditu trj thich hgp kip thér.

-Co thé AB)‘ ra dj {mg chéo gitra cic khang sinh nhém aminoglycosid,

néu qui man véi mot thude thude nhém aminoglycosid khéng nén sir

dung tobramycein,

- Thubc nhé mit Tobramycin 0,3% si dyng chdt bio quin

benzalkonium clorid, c6 thé ghy kich irng va lam bién mau kinh dp

trong mém. Vi va;w bénh nhén cin thao kinh Ap trong trude khi nho

thude va c,th it nhét 15 phat sau khi nho thuée méi duge deo kinh dp

trong, Cin khuyén bénh nhin khong nén deo kinh 4p trong khi bj

nhiém h‘ung mit,

* Khuyén cdo cho phy nit cd thai vi cho con bit:

= Pl mir ¢6 thai:

Che nghien ciru vé sinh san & ba loai dong vt vai lidu cao ghp 33 lin

s0 Vi liéu dum;: todn thin binh thutng & ngudi cho th;t}‘ tobramyein

khong lam giam kha nﬁng sinh sdn va gay ton hyi dén thai nhi. Tuy

nhién. chua ¢6 nghién ciru diy di va kiém sodt & phy nir ¢6 thai. Vi

cac phin mg (rén dong vit khong ludn du doén ding phin (g wa

con ngudi nén chi sir dung thutic niy cho phuy nif ¢é thai khi that chn

thiét.

= Phit nif cho con bii:

Do kha nang cé tdc dyng khong mong mudn ciia lobsamyun cho tre

bl mg nén cin nhiic gita lgi fch va nguy co dé quyét dinh ngimg
thuoc hay ngimg cho Iré bl me.

* Tide ding cia thube tén khi ning lii xe v vin hanh maf; pidc:

Thude nhé mét cé thé gay nhin mér tam thit holie nhimg r6i logn vé

thi lye c6 thé anh hudng i kha ning 1ai xe vit viin hanh may moc,

Néu bj nhin md khi nho m’n binh nhin cin ch cho @i khi nhin 1o

150 lai rbi mGi duc,xc phép tiép tue 14 xe vit van hanh may moc.

Tuwong tic thudes

Chua ¢6 nghitn el trong e dic higu nao duge tién hanh vai thude

nhé mét Tobramyein 0,3%.

Pa c6 cde bdo cho tuong e thude voi aminoglycosid ding duimg

m&n than. Tuy nhién, sau khi nho mit, aminoglycosid hip thu vio

fudn hodn chung 1t it nén nguy co xdy ra twong tac 13 rat oho.

Tée dyng khdng mong mudn:

Trong cde thir nghigm lam sing, cdc phéin dng phy thudmg gip nhii 14

ing nhiln dp v khé chiu mit, xdy ra & khoang 1,4% vit 1,2% bénh

nhén.

Cée phan (g phy sau diy duge phin logi theo quy ude sauw:

Rt thidmg gip (ADR 2 1/10), thudmg ghp (14100 < ADR < J/10), it

eiip (1/1.000 £ ADR < 1/100), hiém giip (1/10.000 < ADR < 1/1.000),
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rét hiém gip (ADR < /10.000), hoiic Rhonchl (khéng (hé wrde tinh
duge tir dir ligu sin c6), Trong mdi nhém tan s6, cac phan Gng bét lgi
duge trinh bity theo thir fir giam din, Céc tic dung khéng mong mudn
thu duge tir cie thir nghiém 1am sing va cie bdo cio sau khi dua ra
thj trudmg. Céc phin {mg phy sau déy duge quan sit sau khi sir dung
thude nhé mat tobramycin:

Hé co quan Tée dung khong mong mubn

Hé  mién | It gap: Nhay cam

dich Khéng biél; Phan img phan vé.

Hé  than | it gap: Pau déu,

kinlt

Mai Thuting gip: Chimg kho chiu mat, xung huyét mét,

dj img mil, ngia mi mit.

it gip: Viém i, man gifc mac, suy gidm th[ fure,

nhin mé, do mi mal xung huyct mil, phu két mac,
phi miy, dau mit, mét khé, ngira mit, g nhin

dp.
Da va mé | It gip: Mé day, viém da, rung 10ng mi. lé
mém bénh bach bi, ngira, da khd j
Khéng biét: Hai chimg Stevens-Johnson, ph ban
héng ban da dang,

Quai Im: va cdach xir Iy: f

Céc diu higu va trigu chimg qua liéu tcbramycm 0,3% nho“mét: viém
gidc mac co ddm, xung huyu tang chay nudc mit, ngita va sung mi
mat. Trigu clumg qui lidu c6 thé tuomg ty nhu cic phan (mg bt lgi
2dp & mot 56 bénh nhén.

Khi qua lidu thude, ¢ thé rira mit biing mréc dm dé loai trir thude.
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S6:4448/BYT-QLD Ha Ngi, ngay 0L thing § fim 20240\ |
Viv thye hién quy dinh vé ké khai gia !{ f/ GO PHANA \ |
thude theo Luit Gia nam 2023 k\ "\l pDuoc
\\\’}urw , ;\‘f\_.r /S,
Kinh giri: N o/

- Uy ban nhén tinh, thanh pho tryc thude Trimng ton g
- Cac doanh nghlep san xuét, kinh doanh d{ftp)'&’ IONG GIAM DOC
(Sau day goi tét 1a Pon vi) 08 Pocn Hoin Doonk

Thyc hién Luat Gia nim 2023 va Nghi dinh s6 85/2024/ND-CP ngay |
10/7/2024 cta Chinh pht quy dinh chi tiét mét s6 diéu ctia Luat Gid ndm 2023 |
(sau day goi tat 1a Nghi dinh s6 85/2024/ND-CP), lién quan dén viéc thyc hién
quy dinh vé ké khai gia thube, B& Y té ¢6 ¥ kién nhu sau:

1. Quy dinh v& ké khai gia tai Luit Gi4 nam 2023:

- Khoan 14 Pidu 4 Luét Gid ndm 2023 quy dinh “Ké khai gid I viée t6 chikc
kinh doanh hang héa, dich vu thugc truong hop pha: ké khai gia quy dmi}/ /
tai khodn 2 Piéu 28 ciia Ludt nay giki théng bdo miic gia sau khi dinh gia, dié
chinh gid cho co quan nha nuée ¢ tham quyén dé phuc vu tong hop, phéan tic A\ WINH D M
du bdo gid thi truong”. %\} :

_ Khoan 1 Didu 28 Luat Gia nim 2023 quy dinh “Gid ké khai & mikc gid Soii-<. )

6003377
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hang hoa, dich vu do 16 chirc kinh doanh hang héa, dich vu ty quyér dinh va dwoc |
thong béo dén co quan c6 tham quyén tiép nhin ké khai” va tai Mau vin ban ké
khai gid tai Phu luc VI ban hanh kém theo Nghi dinh s6 85/2024/ND-CP c6 noi
dung Ghi cht “Gid ké khai la mukc gid ban ghi trén hoa don da trie chiét khdu, |
gidm gid (néu cé) va bao gom thué gid tri gia ting (néu ¢cé) cua hang héa, dich |
vy,
Do do, quy dinh vé& ké khai gié thudc tai Ludt Gid nam 2023 (1a thong bao
muc gia ban budn, gia ban 1é thuc té) khac véi cac quy dinh tai Ludt Dugce (la ké
khai gia ban budn du kién).
2. Vé viée ap dung quy dinh vé ké khai gia tai Luét Gia nim 2023:
- Khoan | DPidu 3 Luét Gia nam 2023 quy dinh “Truong hop cé quy dinh
khéc nhau vé gid giita Ludt Gid va ludt khac duoc ban hanh trude ngay Ludt Gid
¢ hiéu luce thi hanh thi thuce hién theo quy dinh cua Ludt Gia”.
- Piém a, ¢ Khoan 10 Bidu 27 Nghi dinh sb 85/2024/ND-CP quy dinh: “Bdi
bo, sika doi, bo sung mét s6 Muc, Diéu, khodn cia Nghi dinh s6 54/2017/ND-CP
ngay 08 thang 5 nam 2017 quy dinh chi tiét mot sé dzeu va bién phap thi hanh
Ludt dicoe, dwoe siva dbi, bo sung tai Nghi dinh s6 155/2018/NP-CP ngay ¥
thang 11 ndm 2018 va Nghi dinh s6 88/2023/ND-CP ngay 11 thang 12 ndam 2023
nhuw sau:
a) Béi bé Muc 1 Chuong VIII (Ké khai, ké khai lai gid thuée); ...
¢) Bdi b6 Phy luc VII (Cdc bang, biéu mdu)”.
Do d6, ké tir ngay 01/7/2024, viéc ké khai gid thubc thure hién theo quy dinh
tai Luat Gi nam 2023 va Nghi dinh s 85/2024/ND-CP.

k



3. Viée trién khai quy dinh vé ké khai gia theo quy dinh tai Luét Gia nam
2023;

3.1. V& danh muc thubc thuc hién ké khai gia:

- Theo quy dinh tai Muc 36 9 Phu luc I Luit Gia nidm 2023 va Phu luc V
Nghi dinh so6 85/2024/ND-CP thi cac thude thuc hién ké khai gia la céc thube
thudc danh muc thudc thiét yéu duge str dung tai co s& kham bénh, chira bénh.

- Pidm a Khoan 2 Piéu 28 va Khoan 6 Piéu 29 Nghi dinh s6 85/2024/ND-
CP quy dinh: “Chdm nhdt dén ngay 31/10/2024, bj, co quan ngang bo quan ly
nganh, linh vuec, Uy ban nhén ddn cap tinh c6 trach nhiém ban hanh van ban quy
dinh ddc diém kinh té - k thugt doi véi hang héa, dich vu thuéc Danh muc binh
on gid, Danh muc thyec hién ké khai gid”.

Hién nay, B6Y té dang trién khai xay dung Théng tu ban hanh danh muc
thudc (tén goi chi tit, dic diém kinh t& - k¥ thuat) phal thue hién ké khai gia theo
quy dinh tai Luat Gia ndm 2023. Khi Théng tu c6 hiéu lyc thi hanh, cac don vi
thuc hién ké khai gia d6i v&i cac thube thude danh mue thude ban hanh kém theo
Théng tu nay.

3.2. V& co quan tiép nhan ké khai gié:

Theo quy dinh tai Phy luc V Nghi dinh so 85/2024/ND-CP va diém b Khoan \\
10 Bleu 27 Nghi dinh s& 85/2024/ND-CP: “Uy ban nhén dén cap tinh phan cong |
S6 Y 1é 16 chike tzep nhan ké khai gid thudc thuée danh muc thuéc thiét yéu dwoe W
- st dung tai co 56 khdm bénh, chita bénh theo quy dinh tai Ludt Gid va cdc van /s
ban hucng dc;n Ludt Gid”. W

3.3. V& doi twong ké khai gié: '

- Khoan 4 Diéu 28 Luat Gia nim 2023 quy dinh: “Déi twong ké khai gid la
16 chitc kinh doanh hang hoa, dich vu co dang ky kinh doanh theo quy dinh cua
phdp ludt vé doanh nghiép va co quyén quyét dinh gid; thugc danh sach do co
quan c6 tham quyén tiép nhan ké khai theo quy dinh tai khoan 5 Diéu nay”,

- Theo quy dinh tai Khoéan 2-Diéu 16 Nghi dinh sé 85/2024/NP-CP, Uy ban
nhén dan cAp tinh phan céng cho mdt co quan, don vi chuyén mén truc thude chu
tri, phbi hop véi céc co quan, don vi lién quan ra soat téng thé dé tham muu ban
hanh Danh sach ké khai gia thude thAm quyén tiép nhan (Danh sach ké khai gia).

Do d6, cac co s& kinh doanh thuoc trén dia ban tinh, thanh phé thudc Danh
sach ké khai gia do Uy ban nhan dan cap tinh d6 ban hanh phai thuc hién ké khai
gia theo quy dinh.

B4 Y té d& nghi cdc Pon vi trién khai thyc hién theo ding quy dinh. W

Noi nhiin: KT. BQ TRUONG
- Nhur trén; .
- Bb truémg (dé blc),; T "’”‘%U TRUGNG \ﬁy

- Cuyc: QLD, YDCT,;

- Vu: KHTC, PC;

- S& Y té cac tinh, thanh phd true thude TW;

- Hiép hoi DN duge Viét Nam;

- Tdng Céng ty Duge Viét Nam - Cong ty CP;
- Luu: VT, QLD (L.H).
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CONG HOA XA HOI CHU NGHIA VIET NAM
Péc ldp - Tu do - Hanh phiic

S6: 550 /QP-QLD Ha Ngi, ngay 02 thing 08 ndam 2024

7’ (I--:’;L\.’f.':,
QUYET PINH :
Vé viée ban hanh Danh muc 700 thuéc sdn xuat tt‘éq‘g mré

dwgc gia han gidy ding ky hru hanh tai Viét Nam,‘i— ﬁ)q’ﬁ 206 r.”

CUC TRUGNG CUC QUAN LY DU()C'

Ciin cit Ludt Duge 6 105/2016/0H13 ngay 06/4/2016; PHO TONG ¢

Can cir Nghi dinh 56 95/2022/NB CP ngay 15/11/2022 ciia Chinh {()hﬂ quy dmh
chire nang, nhiém vu, quyen han v co céu 16 chire ciia B3 Y 1é; an S

Cin eir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua B¢ triong Bo Y 1é quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Qudn Iy Duoc thude
B Y 1é;

Cén cir Thong tw s6 08/2022/TT-BYT ngdy 05/09/2022 ciia Bé truéng B Y té
quy dinh viéc dang ky lru hanh thuéc, nguyén liéu lam thuéc;

Cén cir két lugn cia Hoi dong tw van cap gidy dang kp heu hanh thuée, nguyén
lidu lam thuoc - B6 Y té dot 206 tai Cong van so 60/HDTV-VPHD ngay 20/6/2024 ciia
Viin phong Hpi déng tu van cdp GPKLH thuéc, nguyén liéu lam thuéc;

Theo dé nghi ciia Trudng phong Déing ky thuée, Cuc Quan Iy Duge.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 700 thude san xuét trong
nuée dwoc gia han gidy ding ky Tuu hanh tai Viét Nam - Dot 206, cu the

1. Danh muc 479 thuée san xuét trong nudc duge gia han gifly diang ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 193 thudc san xudt trong nude duge gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc I kém theo).

3. Danh muc 28 thude san xuat trong nude duge gia han gidy ding ky luu hanh
hiéu lwe dén 31/12/2025 (Phu luc TIT kém theo).

Pidu 2. Co s6 san xuit va co so dang ky thude cé trach nhi¢m:

1. San xuit thude theo ding cac hé s, tai liéu di ding ky véi BO Y té va phai
in 56 dang ky dwoc B§ Y te Viét Nam cip 18n nhan thuée.

2. Chi duoc san xuét, dua ra luu hanh céc thude kiém sodt dic biét khi c6 Gidy
chimg nhan di diéu kién kinh doanh duge pham vi kinh doanh thube phai kiém soét
dac biét phu hop vdi pham vi hoat dong ctia co s& dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh 50 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 didu va bién phép thi hanh Luit Dugc.

3. Thye hién viéc cap nhat tiéu chuén chét lugng cia thudc theo quy dinh Lal
Théng tw s6 11/2018/TT-BYT ngay 04/5/2018 ciia B6 truéng BO Y té quy dinh vé
chit lugng thude, nguyén lidu lam thude.

4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hé so cip nhat ndi dung nhin thude, to huéng dan st dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truéng Bo Y té thi phai thuc
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LA |

Gl "n"\gj PDoOC

/7




2

hién cAp nhat theo quy dinh tai diém b Khoén 1 Bleu 37 Théng tu 86 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duoc gia han g1ay dang ky luvu hanh.

5. Sau 12 thang ké tix ngdy ky ban hanh Quyét dinh nay, cdc thude duge gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay ddi vé& ndi dung hanh chinh phai
san xudt va lru hanh vé6i cac ndi dung di duge phé duyét thay dbi trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thdi gian
hiéu luc ctia gidy déng ky luu hanh thube, nguyén liéu lam thube. Trong trudng hop
khéng con dip mg dua diéu kién hoat dong, co s¢ ding ky phéi c6 trach nhiém thure
hién thay ddi co s dang k¥ theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khéng con du didu kién hoat déng.

7. Co s& san xuét thube phai bao dam cac diéu kién hoat dong ctia co s& sin
xuét trong thoi han hiéu lue cia giay dang ky luu hanh thube, nguyén liéu lam thude.

8. Cac thuoc duge gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung so dang ky da cap trudce khi gia han trong thot han t6i da 12 thang ké tr
ngay dugc cap sb diang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s& diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiéu qua, tac dung khong mong mubn clia
thube trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Théng tu 56

08/2022/TT-BYT dbi vé6i céc thude trong Phuy luc 1T ban hanh kém theo Quyét dinh

nay.

Diéu 3. Quyét dinh nay cd hiéu lyc ké tur ngay ky ban hanh.

Pidu 4. Giam dbc S& Y t€ cdc tinh, thanh phé tnre thude Trung vong va Gidm
dbe co s& san xuit va co s ding ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: | CUC TRUONG
- Nlhu Biéu 4; )
- BT. Dao Hong Lan (dé blc);

- TT. P6 Xuin Tuyén (de bic);

- Cuc Quan y - Bo Quée phong, Cuc Y t¢ - B Cong a
- Cuc Y t& GTVT - Bé Giao thong vén tai;

- Téng Cuc Hai quan - Bo Tai chinh;

- B4o hidm x3 hoi Viét Nam; e - £ .
_B$ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuin Cwong
B6, Vin phong HDTV cip GDKLH thude, NLLT;

- Vién KN thude TU, Vién KN thudc TP. HCM;

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

- Céc Bénh vién, Vién c6 giudng bénh tryc thude Bo Y té;

- Trung tAm mua sdm tip trung thudc quoc gia;

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

Website;

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




DANH MUC 479 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - PQT 206

(Kém theo Quyét dinh s6 550

/OP-QLD ngay 02

cua Cuc Quan Iy Duorc)

thang 08 nam 2024

STT Tén thube Hoat chét chinh - | Dang bdo | Quy cdch déng gbi | Tidu Tubi So diing ky Sb
Ham luwong ché chudn | tho gia han l4n
(thang) (Sh ding ky | gia
_ da cap) han
(1) (2) 3) @ (3 (6) (M (8) )
1. Co s& diing ky: Cong ty b phin DTS Viét Nam (Dia chi: S6 18, t6 51, phuong Quan Hoa, quin Cau Gidy, thanh pho Ha
Noi, Viét Nam) .
1.1. Co sé sdn xuft: Cong ty cb phin Duge Trung wong Mediplantex (Dia chi: Nha may dugc phim s6 2: Thén Trung
Hau, x4 Tién Phong, huyén Mé Linh, thanh phé Ha Néi, Viét Nam)
I |Goldagtin Vildagliptin 50mg  |Vién nén Hop 3 vix 10 vién NSX 36 | 893110652624 | 1

(VD-31455-19)

2. Co sé ding ky: Cong ty ¢6 phin Dwoc - Vit tu y té Thanh Héa (Dia chi: S4 232, Trén Phii, phudng Lam Son, Thanh
phé Thanh Hoa, tinh Thanh Ho4, Viét Nam)

2.1. Co s& san xuét: Cong ty cd phin Dwoc — Vat tu y té Thanh Héa (Dia chi: Sb 04 duong Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Hoa, tinh Thanh Hoa, Vi¢t Nam)

2 |Asigastrogit Attapulgit hoat hoa Thude bét  |Hop 30 goi x 3,2g NSX 36 | 893100652724 |
2,5g: Magnesi pha hén dich (VD-23151-15)
carbonat 250mg; uéng
Nhoém hydroxyd kha
250mg

3 |Piracetam Piracetam 400mg Viénnang |HOp 10 vi x 10 vién NSX 36 | 893110652824 | 1
cling (VD-23153-15)

4 |Acethepharm Acetylcystein 200mg |Thudc bot  |Hoép 30 géi x 2g NSX 24 | 893100652924 | 1
pha hén dich (VD-20936-14)
udng

5 |Cinepark Ofloxacin 400mg Vién nén Hop 2 vix 10vién; |[DDVN| 36 893115653024 1
bao phim Hop 10 vix 10 vién v (VD-22583-15)

6 |Dutased Sulfamethoxazol Thudc bdt  |Hop 1 chai x 20g pha | NSX 36 | 893110653124 | 1

2000mg; pha hén dich |50ml hon dich (VD-25352-16)
Trimethoprim 400mg |udng

7 |[Montckas Montelukast (dudi  [Thube bdt — |[Hop 10 goi x 1g; NSX 36 | 893110653224 | |
dang Montelukast pha hén dich [Hép 12 goi x 1g: (VD-23783-15)
naftri) 4mg ubng Hop 20 goi x 1g;

Hop 30 goix lg

3. Co s¢ ding ky: Cong ty ¢b phin dwoe Apimed (Dia chi: 263/9 Ly Thudng Kiét, Phudng 15, Quén 11, Thanh ph("') Hb Chi

Minh, Viét Nam)

3.1. Co s& sén xudt: Cong ty cb phin dwge Apimed (Pia chi:

Vinh Thanh, huyén Nhon Trach, tinh Bf)ng Nai, Viét Nam)

Pudng N1, cum cong nghiép Pht Thanh — Vinh Thanh, xa

8 |Apitor 20

Rosuvastatin (dudi
dang Rosuvastatin
calci) 20mg

Vién nén
bao phim

Hop 3 vix 10 vién,
Hap [ chai x 100
vién, Hop 1 chai x
200 vién

NSX

24

893110653324
(VD-30218-18)

4. Co s& dang ky: Céng ty cb phian dwge ATM (Bia chi: Tru s& chinh: VP 26, tAng 26 toa elip, 110 Tran Phii, phuong Mo
Lao, quian Ha Dong, thanh phé Ha Nbi. Dia chi kinh doanh: Lé B1.4-LK31-01- Khu dé thi Thanh Ha- Cieanco 5, x& Cu khé,
huyén Thanh Oai, thanh phd Ha Ngi, Viét Nam)

Ol
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STT Tén thude Hoat chit chinh - | Dangbao | Quy cich déng géi | Tiéu | Tudi | Sédingky | So
Ham luwong ché chudn | tho gia han lan
(thang)| (S6 ding ky | gia
di cip) han
(1) (2) 3) @ ® © (7 ® )
27.1. Co s¢ san xuit: Cong ty c¢b phin dwoe phim Me Di Sun (Pia chi: Sb 521, khu phd An Loi, phuong Hoa Loi, thi x4

Bén Cét, tinh Binh Duong, Viét Nam)

142

Vocfor

Lornoxicam 8mg

Vién nén

bao phim

Hop 3 vix 10 vién

NSX

36

893110666724
(VD-29002-18)

28. Co s& ding ky: Cong ty ¢ ph:’in dirpc phff.‘lm Minh Dan (Pia chi: L6 E2, dudng N4, KCN Hoa X4, phudng Lic Hoa,
thanh phé Nam Pinh, tinh Nam Dinh, Viét Nam)
28.1. Co sé sdn xuét: Cong ty cb phin duge phdm Minh Dan (Dia chi: L6 N8 — Duong N5 — Khu céng nghi¢p Hoa X4 —
Phudng My X4 — Thanh phd Nam Pinh — Tinh Nam Dinh — Viét Nam)

143 |Acid tranexamic |Acid tranexaimic Viénnang  |Hop 10 vi x 10 vién NSX 36 | 893110666824 1
500mg 500mg cling (VD-26894-17)
144 |Calci folinat Acid folinic (dudi Dung dich  |Hop 5 éng x 5ml NSX 24 1893110666924 1
50mg/5ml dang Calci folinat)  |tiém (VD-24226-16)
50mg/5ml
145 JCandesartan Candesartan cilexetil |Vién nén Hép 10 vix 10 vién NSX 36 | 893110667024 | 1
cilexetil 32 mg 32mg (VD-26185-17)
146 |Cefazolin lg Cefazolin (dudi Bot pha tiém |Hép 10 lo x 15ml NSX 36 | 893110667124 | |1
dang cefazolin natri) (VD-24227-16)
lg
147 |Cefotiam 1g Cefotiam (du6i dang |Thube bot — |Hop 01 lo, lo thiy NSX 36 | 893110667224 | |
hén hop cefotiam pha tiém tinh loai dung tich (VD-26187-17)
hydroclorid va natri 20ml
carbonat ti 1€ 83:17) ‘
lg
148 |Midanefo 300/25 |Hydroclorothiazid |Vién nén Hop | thi x 03 vix NSX 24 893110667324 |
25mg; Trbesartan  |bao phim |10 vién (VD-25723-16)
300mg
149 |Citicoline Citicolin (dudi dang |Dung dich  |[Hép 5 éng x 4ml NSX 36 1893110667424 | 1
500mg/4ml Citicolin natri) tiém (VD-32526-19)
500mg/4ml
150 |Combikit 3,1 g Acid clavulanic Thube bot  [Hop 01 lo x 20ml NSX 36 893110667524 1
(dudi dang pha tiém (VD-26898-17)
Clavulanat kali)
0,1g; Ticarcilin
(dudi dang
Ticarcilin natri) 3g
151 |Combikit 3,2g Acid clavulanic Thude bot  [Hop 01 lo NSX 36 | 893110667624 | |1
(dudi dang Kali pha tiém (VD-21866-14)
clavulanat) 0,2g;
Ticarcillin (dudi
dang Ticarcillin
natri) 3g
152 |Esomeprazol 20mg|Esomeprazol (dudi  |Viénnang  [Hép 03 vix 10 vién, | NSX 36 | 893110667724 1

dang esomeprazol
magnesi trihydrat
pellet tan trong rudt

8,5%) 20mg

climg

Haop 06 vi x 10 vién

(VD-29008-18)
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(diung dang kali
clavulanat +
cellulose vi tinh thé;
ti 1& 1:1) 62,5mg;
Amoxicilin (ding
dang Amoxicilin
trihydrat) 500mg

dich udng

(VD-26902-17)

STT Tén thude Hoat chit chinh - | Dang bao | Quy cich déng géi | Tiéu Tudi So dingky | Sé
Ham lwgng ché chuén | tho gia han lin
(thing)| (86 dang ky | gia
di cip) han
1) (2) 3 4 . 5) (6) (7 (8) 9)
153 |Methocarbamol  |Methocarbamol Vién nén Hép 03 vix 10 vién, | NSX 36 | 893110667824 | 1
500 mg 500mg Hop 10 vi x 10 vién (VD-27949-17)

154 |Midatiam 0,5g Doripenem (dang Thudc bot Hop 1 1o x 20ml NSX 36 893110667924 1
Doripenem pha tiém (VD-25720-16)
monohydrat) 0,5g

155 [Netilmicin Netilmicin (dudi Dung dich  |Hép 10 éng x 3ml NSX 36 | 893110668024 | |

300mg/3ml dang netilmicin tiém (VD-25727-16)
sulfat) 300mg/3ml

156 |Nudc cit tiém 5ml [Nudc dé pha thuée  |Dung mdi  |Hop 50 6ngx 5ml  [DDVN | 48 | 893110668124 | 1
tiém 5ml pha tiém : \Y (VD-22489-15)

157 |Ofloxacin 0,3%  |Ofloxacin 15mg/5ml |Dung dich  [Hop 1 lo x 5ml NSX 24 1893115668224 I

nhé tai (VD-29800-18)

158 |Tobramycin 0,3% |Tobramycin (dang  |Thuée nhé  [Hop 1 1o x Sml, Hop | NSX 24 | 893110668324 | 1
tobramyein sulfat)  |mit 20 lo x 5ml (VD-27954-17)

1 5mg/5ml 7
28.2. Co sy sén xuat: Cong ty ¢ phin dwge phidm Minh Dan (Pia chi: L8 E2, dudng N4, khu cdng nghiép Hoa X4,
phudng Loc Hoa, thanh phé Nam Binh, tinh Nam Dinh, Viét Nam)

159 |Cephalexin 750mg |Cephalexin (diing Viénnang  |Hop 6 vix 10 vién; NSX 36 | 893110668424 I
dang cephalexin cung Hop 10 vi x 10 vién (VD-31775-19)
monohydrat) 750mg

160 (Midactam 750 Sultamicilin (dang | Vién nén Hop 1taix 1 vix 10 | NSX 36 | 893110668524 | 1
sultamicilin tosilat  |bao phim vién (VD-26190-17)
dihydrat) 750mg

161 [Midamox 1000 Amoxicilin (dang Vién nén Hép 2 vix 7 vién NSX 36 | 893110668624 | 1
ding Amoxiciclin bao phim (VD-21867-14)
trihydrat) 1000mg

162 |Midancef 125 Cefuroxim (dang Vién nén Hop O1 thix 01 vix | NSX 36 | 8931106068724 1
cefuroxim axetil) bao phim 10 vién, Hop 10 vi x (VD-21322-14)
125mg 10 vién

163 |Midantin 500/62,5 |Acid clavulanic Bot pha hon |[Hop 12 goi x 3g NSX 24 | 893110668824 | 1

29. Co s& ding ky: Céng ty c6 phin dwge phim Nam Ha (Dia chi: 86 415 dudng Han Thuyén, phudng Vi Xuyén,Thanh
phé Nam Dinh, Tinh Nam Dinh, Vigt Nam)

29.1. Co s sin xut: Céng ty ¢é phin duwge phiim Nam Ha (Dia chi: S6 415 duéng Han Thuyén, phudng Vi Xuyén, Thanh
phd Nam Dinh, Tinh Nam Dinh, Viét Nam)

164

Beparotine

Dexpanthenol 100mg

Vién nén

Hop 2 vix 10 vién

NSX

36

893110668924
(VD-31786-19)

30. Co s diing ky: Cong ty C6 phin Duge phim OPC (Pia chi: 1017 Hong Bang, Phudng 12, Quan 6, TP. H6 Chi Minh,
Viét Nam)



Phu Tuc TT
DANH MUC 193 THUOC SAN XUAT TRONG NUGC PUGC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 03 NAM - BOT 206
(Kém theo Quyét dinh s6 550  /OP-OLD ngay 02  thang 08 nam 2024
cia Cuc Quan Iy Duoc)
STT|  Tén thubce Hoat chit chinh - | Dang bde | Quy cAch déng géi | Tiu | Tuéi | SO dingky | Sé
Ham lwong ché chuén | the gia han lin
(thang)| (SO dingky | gia
da cip) han
(1) (2) (3) @ (3) (6) (7 (8) ®)
1. Co s dang ky: Cong ty ¢6 phén 23 thing 9 (Dia chi: 11 Tén Héa, Phuong 14, Quén 6, Thanh Ph6 Hb Chi Minh, Viét
Nam)
1.1. Co s& san xuit: Cong ty cb phdn 23 thang 9 (Dia chi: 11 Tan Hoa, Phudong 14, Quan 6, Thanh Phé 16 Chi Minh, Viét
Nam)
1 |Dotioco Magnesi hydroxyd |Hén dich Hop 10 goi x 10g; NSX 36 1893100700524 | 1
400mg; Nhém oxyd |ubng Héop 20 goi x 10g; (VD-29604-18)
(dudi dang nhém Hop 30 goi x 10g
hydroxyd khd)
200mg

2. Cﬂ’ s¢ ding ky Céng ty C8 phin Dugc - Vit Tiry té Nghé An (Pia chi: $6 68, dudng Nguyén S§ Sach, phucmg Hung
Phtic, thanh phé Vinh, tinh Nghé An, Viét Nam)
2.1. Co sé san xudt: Cong ty Co phin Duwgc - Vit tr y té Nghé An (Dia chi: S6 68, dudng Nguyén Sy Sach, phudng Hung

Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

2 |Alpharusa

Alpha chymotrypsin
(twong tmg vai
Alpha chymotrypsin
4200 don vi USP)
4,2mg

Vién nén
phén tan

Hop 10 vi x 10 vién,
Hop 3 vi x 10 vién

NSX

24

893110700624
(VD-30975-18)

I

3. Co 6 ding ky: Céng ty ¢ phin Dwoge - Vit tw y té Thanh Héa (Dia chi: S6 232, Tran Phii, phuong Lam Son, Thanh
phé Thanh 6a, tinh Thanh Hoa, Viét Nam)
3.1. Co s sin xuit: Cong ty cb phin dwgc - vit tw y t¢ Thanh Ho4 (Dja chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hod, Viét Nam)

3 [Saprozin Kém (dudi dang Thudc cém  |Hop 25 goi x 3g; NSX | 36 [893100700724 | 1
Ké&m gluconat 70mg) Hop 30 gdi x 3g (VD-29961-18)
10mg

4 |Thepacol 120 Paracctamol 120mg Thudc bét Hop 10 goi x 1,5g; NSX 36 1893100700824 1

pha hén dich
ubng

Hop 20 géi x 1,5g;
Hép 30 gdi x 1,5g

(VD-26372-17)

4. Co siv ding ky: Céng ty c6 phan duge ATM (Dia chi: VP 26, ting 26 toa elip, 110 Trin Pht, Phudng M6 Lao, quin Ha
Déng, thanh phé Ha Néi, Viét Nam)

4.1. Co s& san xuit: Céng ty cb phin dwge vit tu y té Hii Dwong (Dia chi: S6 102 Chi Lang, phuong Nguyén Trdi, thanh
phé Hai Duong, tinh Hai Duong, Viét Nam)

5 |Cinepark - D

Lo 5ml chira:
Dexamethason
phosphat 5mg;
Ofloxacin 15mg

Dung dich
nhé mat, nhé
tai

Hép 1 1o x 5ml; Hop
I 1o x 8ml; Hop 1 lo
x 10ml

NSX -

36

893110700924
(VD-28776-18)

5. Cor sév diing ky: Cong ty Co phin Dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quin
Thanh Khé, thanh phé Da Ning, Viét Nam)
5.1. Co sé sén xudt: Cong ty C6 phin Duwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Tay, quéin
Thanh Khé, thanh phd Da Néng, Viét Nam)
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23. Co sé ding ky: Cong ty c6 phin dwge pham Minh Dan (Dia chi: Lo E2, dudng N4, KCN Hoa X4, Phuong Lic Hoa,
TP Nam Dinh, Tinh Nam Bih, Viét Nam)
23.1. Co' s& sén xudt: Cong ty ¢é phin dwrge phim Minh Dén (Pia chi: L6 E2, dudng N4, KCN Hoa X4, Phuong Loc Hoa,
TP Nam Dinh, Tinh Nam DPinh, Viét Nam)

55 |Cefaclor 500mg  |Cefaclor (dang Vién nén nhai|Hoép 10 vix 10 vien | NSX 36 1893110705924 | 1
Cetaclor (VD-29794-18)
monohydrat) 500mg

56 |Cefradin 500 mg |Cefradin 500mg Vién nén bao |Hap 10 vi x 10 vién | NSX 36 |893110706024 | |1

phim

(VD-29005-18)

23.2. Co si sén xuét: Cong ty cd phin dugc phim Minh Din (Dia chi: L6 N8 - Dudng N5 - Khu cong nghiép Hoa X4 -
Phuong My X4 - Thanh pho Nam Binh - Tinh Nam Binh- Viét Nam)

al

Metronidazol
750mg/150ml

Metronidazole
750mg/150ml

Dung dich
tiém truyén

Hop 1 1o x 150ml

NSX

24

893115706124
(VD-30437-18)

24. Co s ding ky: Cong ty co phin duwge phdm Nam Ha (Dia chi: 415 Han Thuyén, phudng Vi Xuyén,TP. Nam Dinh,

Tinh Nam Binh, Viét Nam)

" . \ l’,.)i\,
24.1. Co s& sin xuit: Cong ty c¢b phin dwge phim Nam Ha (Dia chi: 415 Han Thuyén, phuong Vi Xuyén, TP. Nam Dinh, \ ‘>

Tinh Nam Dinh, Viét Nam)

58 |Ubinutro

Lo 90ml chira:

Kém (dudi dang
ZnS04.H20) 30mg;
Lysine hydroclorid
900mg; Vitamin B1
20mg; Vitamin B2
20mg; Vitamin B6
20mg; Vitamin PP
18mg

Sird

Hop 1 1o 90ml; Hép
1 lo 120ml; Hop 1 1o
150ml

NSX

36

893100706224
(VD-16776-12)

25. Co' siv ding ky: Cong ty C6 phin Duge pham OPC (Dia chi: 1017 Hong Bang, Phudng 12, Quan 6, TP. H6 Chi Minh,

Viét Nam)

25.1. Co 56 san xuit: Chi nhanh Cong ty C phin Dugc phim OPC tai Binh Duong - Nha miy Duge phim OPC (Dia
chi: 88 09/DX04-TH, Té 7, Khu phé Tan Héa, Phuong Tan Vinh Hiép, Thi xd Tan Uyén, Tinh Binh Duong, Viét Nam)

59 |Cao sao vang Hop 4g chira: Cao xoa Tuai 1 hop x 4g; Hop | NSX 36 (893100706324 | 1
Camphor 849,20mg; 1 hép x 10g; Hop | (VD-26922-17)
Menthol 425,20mg; chai x 20g
Tinh diu Bac ha
525,20mg; Tinh diu
Pinh huong
130,80mg; Tinh diu
Qué 53,20mg; Tinh
diu Tram 210,80mg

60 |Vitamin AD Vitamin A 50001U; |Vién nang Hop 4 vix 10 vién; NSX 36 | 893100706424 1
Vitamin D3 4000U  |mém Chai 100 vién (VD-29054-18)

61 |Vitamin C 500mg |Vitamin C 500mg Vién nang Chai 100 vién NSX 36 1893100706524 | 1

clng (VD-22956-15)
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INDICATIONS, ADVINISTRATICN, COTRA-
INDICATIONS AND FOR MORE INFORMATION:
Piease read the endosed leaflet

STORAGE: Dry place, aveid direct light,

below 30°C

SPECIFICATION: Manfacturer's.,

KEEP QUT OF REACH OF CHILDREN
READ ENCLOSED LEAFLET CAREFULLY BEFORE USE
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Manufacturer:

MINHDAN PHARMACEUTICAL JOINT STOCK COMPANY

Lt N8 - NS Stroat - Hos Xa Industrial Pack - My Xa Ward
Marn Dink City - Mam Dinh Provincs - Viet Nem

500my
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TIEU CHUAN: Tigu chudn co' sé.
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SDK/REG.N™: 393110668624

Ngay 5X/mid:
8818 5% /lot :
HD/exp.

i i

| San xuit tal:

CONG TY CO PHAN DLPGC PHAM MINH DAN

L& N8 - Dudng N5 - KCN Hod X4 - Phréng My Xa
TP.Nam Bjnh - Tinh Nam Bjnh - Viél Nam

SHAN DUGC PHAM MINH DAN

g

CHU TICH HBQT
TONG GIAM BOC

DS. Npuyén ot Diing

|
|

“KedN
INVAAOVS

[/
et —————

gy’

Tuey)

NIH

-

i




MAU NHAN Vi
KICH THUGC 62 X 94 mm

CHU TICH HEPQT

TANG GIAM DOC

Ds. JV(%@W& Ghs @f}ﬂé’ﬁ



THONG TIN CHO BENH NHAN
ACID TRANEXAMIC 500MG

THONG TIN CHO CAN BQ ¥ TE
ACID TRANEXAMIC 500MG

*Liu y:

- Giir (& hwéng dén nay trong qua trinh sir dung thude. .
- Boc ki hidng dan st dung trude khi dang: \'{{f
- D& xa tAm tay é en.

- Théng bao ngay cho bic s§ hojic duge 5§ nhimg tac dung khong
mong mudn gap phai khi st dung thuée,

- Thude nay chi ding theo don ciia bac s¥.

- Khéng duge sit dung thude da qua han dung ghi trén bao bl.

&,j,__—ummﬁ

Thanh phin:
ACT TANEXAINIC v vom i i s s gois v voirsss b v wiassiziississssssssnn e D ODME,
T U001 st ronessmsnsnsamsunsmspasgsassensass IS0 A FobERR ham s s UL sl vira di 1 vién
{natri starch glycolat, tinh bot bién tinh, bot tale, magnesi stcarat)
M ta thanh phim:
Vién nang clmg s6 0, ndp nang mau ndu, than nang mau tring, tron, bong,
khéng mop méo. Bt thudc trong nang mau tring, khé tai, dong nhat.
Quy cdch déng gbi: Hop 10 vi x 10 vién nang cdng.
Thude dirge ding cho:
Acid tranexamic ding dé phong ngira va diéu tri chiy mau két hop vdi
tidu fibrin qua mic: dang trong thai gian ngén (2 - 8 ngay) trong va sau
khi nhé rang & ngudi bi bénh ua chay mau, phiu thuft cit bo tuyén ticn
ligt, céit bo phiin ¢o Ui cung, phdu thudt bang quang,
- Chay méu miéng o ngudi 16i loan dong mau bém sinh hay mic phii.
- Phong ngira chay mau dutmg tiéu hoa va chdy mau sau chén thuong
mét, chay méau mii tai phét,
- Lam giam mét méu trong phau thuat (ddc biét trong phau thudt tim, thay
khdp, ghép gan).
- Rong kinh nguyén phat.
- Phii mach di truyén.
- Chdy mau do dung qua liéu thude lam tigu huyét khéi.
Ciich ding thude va litu lrgng ding:
Tiry thuée déi negng va tinh trang bénh nhan, bic sy sé quyét dinh lidu ding
Neuoi ldn:
- Didu Ir] irong thoi gian ngac“fn tink trang chdy mdu do tiéu fibrin qud
mire: Méi lin udng 2 - 3 vién Acid tranexamic 500 mg (hodc 15 -
25 mg/kg), ngay 2 -4 lin.
- Phéu thudt réng cho nhitng nguwdi bj bénh wa chdy mdu:
Udng mdi lan 25 mplkg, ngay 3 - 4 1an, bt ddu 1 ngay trude khi phau
thuat,
- Rong kinh: (khori ddu khi bat diu ky kinh nguyét) ubng mai lan 2 vién
Acid tranexamic 500 mg, ngay 3 1n, (61 4 ngdy. Liéu tai da mdi ngdy 8
vién Acid tranexamic 500 mg,
- Phit mach di truyén; Ubng mdi 1an 2 - 3 vién Acid tranexamic 500 mg,
ngay 2 - 3 lan.
- Chdy mdu miii: Ubng mi 1in 2 vién Acid tranexamic 500 mg, ngay 3
lin, trong 7 ngdy.

Tré em: Théng thuimg mdi I4n uéng 25 mg/kg, ngay 2 - 3 1dn, tiy theo
chi djnh.

Ngudi suy than: dya trén cac chi sé phan anh chic niing thin, bic sy
s& ké don vai lidu cu thé.
Khong nén ding thudce trong cde trudng hop:
- Qué min vai acid tranexamic hofic bit ky thanh phin ndo ciia ché phim.
- C6 fitn sit bénh huyét khi the mach hoic dang c6 nguy co huyét khoi
(nhéi mau co tim, (ai bién mach méu ndo ...).
- Chay mau dudi mang nhén, rbi loan thi gidc kiéu loan mau shc mic phai
(do khong thec doi duge dde tinh ciia thude).
- Suy thén néng.
Hoi thém y kién cita bide s duge 55 néu khéng chéc chin vé trudng hop
trén.
Téc dung khdng mong mubn:
. Tac dung khéng mong muédn cla acid tranexamic thuong hiém gdp
(1/1000 < ADR <1/10000) va chi yéu gioi han & budn ndn, tiéu chay hoac
dau bung. Céc triéu chimg nay thuong gap khi dimg liéu cao, giam xubng
khi giam lidu. Phai giam lidu acid trancxamic & ngudi suy thda dé tranh tich
liiy thudc va tranh ting tac dung khéng mong mudn. Ha huyét ap doi khi
X4y 14, nhét 14 sau khi truyén tinh mach nhanh. Ba gap ban ngodi da, bao
dm ban ¢b dinh do thude va ban beng nuée.
- Tiéu hoa: Budn nén, ndn, tiéu chay.
- Tim mach: Ha huyé{ ap, huyét khéi tic mach (huyét khéi tinh mach sdu &
chan, nghen mach phdi, huyét khdi & mac treo rugt, dong mach cha, thc
dgng mach véng mac, huyét khéi & déng mach trong so).
- Than kinh trung wvong; Thiéu mau cyc b va nhdi mau ndo (khi ding digu
trj chiay méu dudi mang nhén), dau dau, tran dich nio, chong mit.
- Huyél hoe: Gidm tiéu ciu, rdi loan dong méau, thdi gian chay méu bat
thudng.
. Thi gie: Bat thutmg vé thi gidc kitu loan may siic, giam thi gide, bénh
yiing mac tinh mach trung tam.
- Tiét niéu: Hoai Lir vo than cip & ngudi bj bénh wa chay mau A, Suy thin
két hop vai hoai tir v than cép hiém gip.
Thong bde ngay véi bde sy hodc duge sy néu gap cdc tde dung phu khdc
ngodi cac (de dung ké trén hodc cac tic dung phu ké trén trd nén ning hon,
Twong tde véi cde thude khéc:

Dwge lye hge:

Acid tranexamic (ATC: B02ZAAO0Z) la mot dén chat tong hop cna acid
amin lysin c6 tac dung chéng tiéu fibrin, e ché sy phdn huy fibrin rong
cyc mau dong. Co ché tac dung chi yéu cia acid tranexamic 14 ngan céan
plasminogen va Plasmin ghn vao fibrin, do d6 ngan ngira sy hoa tan cia it
chm mau; trc ché tryc tiép coa plasmin chi xdy ra & mirc do thap. Thudc e
ché s gidng hoa tw nhién cia fibrin, lAm én dinh cuc mau dong.

Néng d6 cin thiét cta acid tranexamic {rong huyét twong 13 5 - 10
microgam/ml dé ¢6 tac dung ire ché tiéu fibrin. fn vitro: Acid tranexamic
thc dung twong tir acid aminocaproic nhung manh hon gép 10 lan, acid
(ranexamic & nong do 1 mg/ml khong lam tiéu cu két tap. O ndng do 16i 10
mg/l ml méu ciing chua giy anh hudng dén s6 lugng tiéu chu, thai gian
mau déng hodic chc yéu (b déng méu trong mAu toan phin hofic mau cb
citrat & ngudi binh thutmg. Nhung acid {ranexamic & ndng do 10 mg va 1
mg/1 m] méu kéo dai thoi gian thrombin

Durge dfng hoc:

Acid tranexamic duge hip thu tir duong tiéu hoa, dat ndng dé cao nhét
trong huyél twong sau khodng 3 gitr {tigm bép 13 | gid, tiém (nh mach 1a
3 phut). Sinh kha dung cia thude khoang 30 — 50%. Thude phan b rong
trong co thé, ghn rat it vao protein huyét rong (3%). Thé tich phén bo &
npudi lém 12 9 - 12 1t Thube qua dugc nhau thai va vao sita meg (1% so
v6i trong huyét thanh), vao duge dich ndo tiy (10% so voi trong huyét
tuong), Thube phan bd nhanh vio dich khép va mang hoat dich trong dich
khép, ndng d6 thudc twong tr nhu trong huyét thanh. Nira diri sinh hoc
cia acid tranexamic trong dich khép khoang 3 gig. Nong do acid
tranexamic trong mot sb che mo khac thip hon so véi ndng da trong mau,
Thubc ciing vaa thiy dich, thude ciing thy @ tinh dich vin con hoat tinh

{rc ché tidu fibrin nhung khong anh hudng dén di chuyén tinh triing. Nira

bai tiét durdi dang khong déi trong nude ticu. :
Chi dinh:

disi thai trir trong huyét trong khodng 2 git. Sau khi udng, 39% licu thude

A

- Acid tranexamic dung dé phong ngira va di?:u tri chay mau k‘él_';hf:)‘;j'lvéi“_. P S
titu fibrin qua mc: ding trong thai gian ngan 2-8 ngay) trong va sau
khi nhd ring & ngudi bj bénh ua chay méu, phau thudt cit bo nJ\,t:n tien

liét, ¢t bo phan cb tr cung, phiu thujt bang quang,

- Chay mau miéng & ngudi r6i loan dong méu bim sinh hay méc'ﬁh\éi,.f
- Phong nglra chay mau dudng tiéu hoa va chay mau sau chan thuing
mat, chay mau mili tai phat. W

- Lam giam mit mau trong phéu thugt (dac biét trong phiu thudt tim, thay -

lchap, ghép gan).
- Rong kinh nguyén phit.
- Phit mach di truyén. .
- Chay méu do ding qua lidu thude 1am tiéu huyét khoi.
Lidu diing va cdeh ding:
Negudi Ion:
- Piéu tri trong thoi gian ngdn tinlt Irgng chdy mdu do liéu Sibrin qud
smike: Mai 1An udng 2 - 3 vien Acid tranexamic 500 mg (hodc 15 -
25 mg/kg), ngay 2 - 4 1an,
- Phdu thugt réng cho nhitng nguoi bj bénh wa chay mdu:
Ubng mBi 13n 25 mg/ke, ngay 3 - 4 1dn, bit ddu 1 ngdy trude khi phiu
thudt,
- Rong kinh: (khéi ddu khi bit ddu ky kinh nguyét) uong mi ldn 2 vién
Acid tranexamic 500 mg, ngay 3 Jin, tdi 4 ngay. Liéu t6i da mdi ngay 8
vién Acid tranexamic 500 mg.
- Phiv mach di truyén: Ubng mGi lan 2 - 3 vién Acid trancxamic 500 mg,
ngay 2 -3 Jin.
- Chay mdu mili: Ubng mdi lin 2 vién Acid tranexamic 500 mg, ngay 3
ldn, trong 7 ngay.
Tré em: Théng thutmg mdi Jin udng 25 mg/kg, ngay 2 - 3 ln, thy theo
chi dinh.
Ngudi suy thin: Biéu chinh liéu ding va khoang cach ding dira rén

nt‘)ng dd creatinin hqyél thanh (SCC) hofic dd thanh théi creatinin (Clg).
- Diéu chinh theo nong do creatinin huyét thanh (SCCY:

£ SCC: 120 - 250 micromol/it; Ubng mai 1én 15 mg/ke, ngay 2 lén,

1 SCC: 250 - 500 micromol/lit: Ubng mdi ngay mot 1an 15 mg/kg

+ SCC > 500 micromol/ lit: Udng mdi ngdy mét lan 7,5 mg/ke hoac 15
mg/kg cach mdi 48 gits; (mdt s6 ché phim chéng chi dinh & ngudi suy
thdn ning).
- Piéu chinh theo dé thanh thai creatinin (Cle,):

+ Clee: 50 - 80 ml/phitt; Ding 50% liéu binh thudng, ngay 2 lan hoic udng
méi l4n 15 mg/kg, ngay 2 1an,

+ Clo: 10 - 50 mlphat: Ding 25% lidu binh thuong hodc udng 15
mg/kg/ngay.

+ Cly: <10 ml/phiit; Diing 10% lidu binh thuang hogc udng liéu 15 mg/kg
moi 48 gid.
Chéng chi dinh:
- Quéa mén voi acid tranexamic hofic bét ki thanh phin nao cia ché ph:‘lm_
- Cé tién st bénh huyét khdi the mach hodic dang c6 nguy ca huyet khéi
(nhdi mau co tim, tai bitn mach méau ndo ...).
- Chay mau dudi mang nhén, réi loan thi giéc kidu loan mau sic milc phai
(do khong theo dai duge dc tinh cta thude).
- Suy thén néng,
Thin trong:




Thong bdo ngay véi béc sji/ duge sjp néu di, dang hodic ¢6 ¥ dinkh st dung
cde thude sai:

Thudc tidu sgi huyét (vi du: streptokinase) vi ché phm chéng lai tic dung
lim tan cue méu dong cua cic thude tiéu sgi huyét,

Thude trinh thai dudmg uéng vi ding ciing cac thude ndy cd (hé lim lang
nguy co hinh thanh cuc méu dong.

* [Hoi thém y kién cia bdc sy dirge 57 néu khong ro/ khéng chiic chin vé
cdc thude trén.

Chn 1am gi khi mpt 1dn quén khong dimg thude:

Khéng ubng gap doi lidu d& bii 1ai liéu da quén. Ubng liéu tiép theo vao thoi
diém binh thudmng nhu bic sy di ké.

Bio quin: Noi kho, trénh anh sing tnrc 1iép, nhiét dg dudi 30°C.

Déu higu va triéu chimg khi dimg thubc qus lidu:

Nhimg tri¢u chimg qua lidu ¢6 thé 13 Budn nén, nén, cac triéu chimg
vasrhoic ha huyét ap thé dimg.

Chn phii lam gi khi diing thube qud lidw:

Ngay lap tirc dén gip béc s§ hoc bénh vién gin nhat dé duge xir {ri,

Nhifng didu cin thiin trong khi sir dung thube:

- Thén trong khi ding & nguti bj bénh tim mach, bénh thin, bénh mach méu
ndo hodc phéu thudt cit bo tuyéu tién liét qua niéu dgo.

- Newdi bj dai ra mau nang (lrdnh ding néu co nguy co tc nghén niéu
quan).

- Chay méu do ddng mau rai rac ndi mach.

- Thin trong & phy i kinh nguyét khong déu, phu nit mang thai, phu nif
cho con b,

- Kiém tra chirc nang gan va thj giac thutng xuyén khi didn tri dai ngay.

- Khéng dung dong thoi vai phic hap véu (6 IX hotic chét giy déng mau
vi tang nguy co tao cuc mau dang.

- Ngudi bénh ding acid tranexamic c6 thé e ché sy phén gidi cac cuc
méu dong tén tai ngoai mach, Céc cyc méu ddng trong hé thdng thén co
thé din dén thc nghen trong than, vi vay phii than trong & ngudi déi ra
mau.

- Dung acid tranqxamic sau chdy mau dudi mang nhén co thé lam tang ty

1& bién chimg thiéu mau cyc b & ndo, &
NEU CAN BIET THEM THONG TIN N A
XIN HOI Y KIEN CUA BAC 8/ DUQC S¥ ‘\\ )

Han ding: 36 thang ké tir ngdy san xuat.

Sin xuAt bai:

Vo

MD PHARCO
Cang ty cd phin duge phim Minh Dén
Dia chi: L6 N8 — Puimg N3 — KCN Hoa Xa— Xa My X4
TP, Nam Dinh — Tinh Nam Binh — Vigt Nam
bi¢n thoai: +84 03503.671086 Fax: + 84 03503.671113
Email; duocpham.minhdan{@gmail.com
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- Pitu chinh lidu & nguwi suy than. Thin trong khi ding & ngudi bj bénh tim
mach, bénh than, bénh mach mau ndo hodic phau thuat cit bo tuyén tidn ligt
qua nigu dao.

- Ngudi bi ddi ra man ngng (tranh ding néu cb nguy co tic nghen niéu
quén).

- Chdy mau do déng méau rdi rac ngi mach khong dwge didu trj bing thude

chéng tigu fibrin trir khi bénh chu yéu do rbi loan co ché tiéu fibrin. Trong
mot s6 truemg hop phi hep, acid ranexamic co thé duge ding sau do,
ahung phai theo dai cén than va ding thudc chéng déng mau,

- Thén trong & phy nit kinh nguyét khong déu, phy nit mang thai.

- Kiém tra chirc néing gan va thi gidc thudmg xuyén khi diéu tri dai ngay.

- Khéng ding ddng thai vai phire hgp yéu td IX hotic chét gay dong méu
vi tang nguy co huyét khéi,

- Ngudi bénh ding acid tranexamic co thé (e ché su phén giai cdc cue
méu dong tdn tai ngoai mach. Céc cyc mau dong trong hé théng thin co
thé dan dén thc nghen trong than, v viy phii than trong & ngudi dai ra
miu.

- Ding acid tranexamic sau chdy mau dudi mang nhén co thé lam tang ty
1& bién chimg thiéu méau cye b ¢ nio.

Thivi ky mang thai: .

Thude qua duge nhau thai. Khéng co bing chimg vé tac dung gdy quai
thai trén dong, vat thi nghiém. Tai ligu vé ding acid tranexamic cho ngudi
mang thai ¢ rét it, do dé chi ding thudc trong thai ki mang thai khi Igi
ich 16m vugl nguy co thude ca thé gay ra.

Thi ky cho con bi:
Acid tranexamic Liét vao sita me nhung ndng d6 chi biing 1% trong méu
me. Than trong khi ding thude & phu nir cho con bil. B
Tiae dung 1&n kha niing 14i xe va vin hinh may méc: ;
Cie nghién ciru dé xac dinh anh hudng cua acid tranexamic 1én kha ning
l4i xe va van hanh may moc chua dugce thuc hién. Tuy nhién, khi l4i xc va
vén hanh may mac nén luu ¥ ring dau ddu, chong mit hofic rbi loan thi'
gidc co thé xdy ra trong thoi gian didu tri.
Twong tac thube:

£

- Acid tranexamic chéing Jai tac dung tan huyét khdi cia cée thude tiéu sui /2

huyét (vi dy nhu streptokinasc)

- Thube trénh thai dubmg vdng ¢o kha nang lam tang nguy co hinh th_z‘:_nﬁ" /4

huyét khdi.

The dung khong mong mudn:

- Tac dung khoéng mong mudn ciia acid tranexamic thuimg hiém gap
{1/1000 < ADR <1/10000) va cha yéu gigi han & budn non, tiéu chay holc
dau bung. Cic trigu chimg ndy thudng gip khi ding lidu cao, gidm xubng
khi gidm liéu. Phai giam licu acid tranexamie & ngudii suy than dé tranh tich
lity thudc va trénh tang tac dung khong mong mudn. Ha huyét dpgloi khi
xdy ra, nhét 12 sau khi truyén tinh mach nhanb. P2 gap ban ngoiirda, bao
gOm ban ¢ dinh do thudc va ban bong nudc. . %
- Tiéu hoa: Budn nén, ndn, tiéu chay. P
- Tim mach; Ha huyét ap, huyét khoi tic mach (huyét khi Ginh magh saud
chén, nghen mach phéi, huyét khéi & mac treo rudt, dong machchi, -
doéng mach vong mac, huyét khéi & dong mach trong sg). Ry
- Thén kinh trung wong: Thiéu mau cuc bd va nhdi mau nio (khi ding:lie
trj chay mau dudi mang nhén), dau diu, tran dich ndo, chéng mat. ‘-’?35,;?“

- Huyét hoc: Gidm tiéu cau, réi loan déng méu, théi gian chag mau bat
thutmng.

- Thi giac: Bét thuong vé thi gide kiu loan mau shc, giam thi gide, bénh
ving mac tinh mach trung tam.

- Tiét niéu: Hoai tir vo thin cdp ¢ ngudi bi bénh ua chdy mau A. Suy thdn
két hop véi hoai tr va thin cap hiém gip.

Huwdng din edch xir tri ADR ‘

Giam liéu khi c6 céc rdi logn tiéu hoa,

Negimg ding thude khi cd cac réi loan vé (hi gide.

Qu4a lidu vi cAch xiF tri:

Chira ¢6 théng bao vé truémg hop qué lieu acid tranexamic.

Nhimg triéu chimg qué lidu c6 thé li: Budn ndn, non, cac triéu chimg
vashodc ha huyét 4p tur thé dimg,

Khéng ¢ bién phap dze bigt dé didu tri nhigm dge acid trancxamic. Néu
nhiém dge do ubng qua litu, gay non, rira da day va dong than hoat,
Trong ca 2 trudmg hop nhidm de do udng va do tiém truyén, nén duy tri
bd sung dich dé thac ddy bai tiél thude qua than va ding céc bién phap
didu tr tricu chimg va diéu tri hd trg.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

R Poc lip — Tw do — Hanh phic
S6:444% /BYT-QLD Ha Noi, ngay 01 théng § niim. 2024

V/v thye hién quy dinh vé ké khai gi4
thude theo Ludt Gia nam 2023

Kinh gui:
- Uy ban nhan tinh, thanh pho trire- ihuQc Trung uong;

- Céc doanh nghiép san Xuét, kmh do Ay e
(Sau day goi tat la Don/yg,) CONGTY '\

Thyuc hién Ludt Gia ndam 2023 va Nghi dmﬁ
10/7/2024 cta Chinh phi quy dinh chi tiét mot s6 didy
(sau déy goi tit 1a Nghi dinh s 85/7024/NB CP), lidn qﬁéﬁ’iﬁﬁﬁ}%%%ik}\gq,(,(;
quy dinh vé ké khai gia thubc, B6 Y té 6 ¥ kién nhu sau: o

1. Quy dinh v& ké khai gia tai Luat Gia nam 2023: S, . /J nam C ?{u Doank,

- Khoan 14 Piéu 4 Luat Gia nam 2023 quy dinh “Ké khai gid la viéc 16 chire
kinh doanh hang héa, dich vu thudc truong hop phai ké khai gia quy dinh
tai khodn 2 Piéu 28 cia Ludt ndy giri théng bdo mitc gid sau khi dinh gia, diéu
chinh gid cho co quan nhé nuée cé tham quyén dé phuc vu tong hop, phan tich,
du bdo gid thi truong”.

- Khoén 1 Piéu 28 Ludt Gia nam 2023 quy dinh “Gid ké khai la miic gia
hang héa, dich vu do (6 chitc kinh doanh hang hoa, dich vu tu quyet dinh va duoc
théng bdo dén co quan ¢ tham quyén tiép nhdn ké khai" va tai Mau vin ban ké
khai gia tai Phu luc VI ban hanh kém theo Nghi dinh s6 85/2024/ND- CP c6 ndi
dung Ghi cht “Gid ké khai la mic gza ban ghi trén hoa don da iri chiét khdu,
gzam gid (néu ¢d) va bao gom thué gié tri gia ting (néu ¢d) ciia hang hoa, dich
Vi

Do do, quy dinh vé ké khai gia thubc tai Luat Gid nam 2023 (la théng bao
mtic gia ban budn, gia ban 1& thuc té) khac v6i cac quy dinh tai Ludt Dugc (1a ké
khai gid ban budn du kién).

2. V& viée 4p dung quy dinh vé& ké khai gié tai Lut Gia nim 2023:

- Khoan 1 Piéu 3 Luét Gia nam 2023 quy dinh “Trudng hop ¢ quy dinh
khdc nhau vé gid giita Ludt Gid va ludt khde dwoe ban hanh truée ngay Ludr Gid
cd hiéu hee thi hanh thi thue hién theo quy dinh ctia Ludt Gia”,

- Piém a, ¢ Khoan 10 Dléu 27 Nghi dinh 56 85/2024/ND- CP quy dinh: "Bai
bo, sika doi, bo sung mét sé Muc, Piéu, khoan cua Nghi dinh s6 54/2017/ND-CP
ngay 08 thang 5 nam 2017 quy dinh chi tiét mét sé dteu va bién phdp thi hanh
Ludt dwoe, dwoc sita doi, bo sung tai Nghi dinh sé 155/2018/ND-CP ngay 12
thang 11 ném 2018 va Nghi dinh s6 88/2023/ND-CP ngay 11 thang 12 nim 2023
nhu sau:

a) Béi bé Muc 1 Chirong VIIT (Ké khai, ké khai lai gid thudc); ...

¢) Béi bé Phu lyc VII (Cée bang, biéu mau)”.

Do dé, ké tir ngay 01/7/2024, viée ké khai gia thudc thuc hién theo quy dinh
tai Ludt Gia nam 2023 va Nghi dinh sb 85/2024/ND-CP.
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3. Viéc trién khai quy dinh vé ké khai gia theo quy dinh tai Luat Gia nam
2023:

3.1. V& danh muc thudc thuc hién ké khai gia:

- Theo quy dinh tai Muc s6 9 Phu luc I Ludt Gia nam 2023 va Phu-luc V
Nghi dinh s6 85/2024/ND-CP thi cac thudc thuc hién ké khai gia la cac thude
thudc danh muc thudc thiét yéu duoc sir dung tai co s& kham bénh, chira bénh.

- Didm a Khoan 2 Didu 28 va Khoan 6 Didu 29 Nghi dinh s6 85/2024/ND-

CP quy dinh: “Chdm nhét dén ngay 31/10/2024, bg, co quan ngang bo quan ly
nganh, linh vuc, Uy ban nhdn dén ccfp iinh co trdch nhiém ban hanh vin ban quy
dinh déic diém kinh té - ky thudt d6i véi hang héa, dich vy thuge Danh muc binh
én gid, Danh muc thye hién ké khai gid”. _

Hién nay, BO Y té dang trién khai xay dung Thong tu ban hanh danh muc
thudc (tén goi chi tit, dic diém kinh té - k¥ thuat) phai thuc hién ké khai gia theo
quy dinh tai Ludt Gia ndm 2023. Khi Thong tu c6 hiéu lyc thi hanh, cac don vi
thuc hién ké khai gia déi véi cac thude thude danh muc thude ban hanh kém theo
Théng tu nay. _

3.2. V& co quan tiép nhan ké khai gia: , q i T

Iheo quy dinh tai }thu luc V Nghi dinh s6 85/2024/ND-CP va diém b Khoar \\\\:
10 Didu 27 Nghi dinh sb 85/2024/ND-CP: “Uy ban nhdén ddn cap tinh phdn cfé}:ig Ty \2
S6 Y té t6 chikc tidp nhdn ké khai gid thude thuée danh muc thuée thiét yéu dﬁgpfr’*f v I b

5 . ; z A = 5 . . ; L ow . VG PHAM /%
siz dung tai co 5O khdém bénh, chita bénh theo quy dinh tai Ludt Gia va cac MRy /3
ban hwdng dan Ludt Gia”. . A9

3.3. V& d6i tuong ké khai gia:

- Khoan 4 Pidu 28 Luat Gia nim 2023 quy dinh: “Doi fuong ké khai gid la
16 chive kinh doanh hang héa, dich vu cd ding ky kinh doanh theo quy dinh cua
phdp ludt vé doanh nghiép va co quyén quyét dinh gid; thuéc danh sdch do co
quan co thdm quyén tiép nhan ké khai'theo quy dinh tai khoan 5 Diéu nay”.

- Theo quy dinh tai Khoan 2 Pidu 16 Nghj dinh s 85/2024/ND-CP, Uy ban
nhan déan cép tinh phén céng cho mét co quan, don vi chuyén moén truc thudc chu
tri, phdi hop véi cac co quan, don vi lién quan ra soat téng thé dé tham muu ban
hanh Danh sach ké khai gi4 thuéc thim quyén ti€p nhan (Danh sach keé khai gid).

Do d6, céc co s& kinh doanh thudc trén dia ban tinh, thanh pho thude Danh
sach ké khai gia do Uy ban nhén din cAp tinh d6 ban hanh phai thuc hién ké khai
gia theo quy dinh.

B6Y té dé nghi cac Pon vi trién khai thuc hién theo dung quy dinh. M =

S

Not nhgn: KT. BQ TRUONG

- Nhu trén; T RU 7 '
- Bé trudng (dé blc); fﬁﬂ:‘””v%g T ONG \W{
- Cuc: QLD, YDCT; # AT 7

-Vu: KHTC, PC;

- S& Y té céc tinh, thanh pho truc thuée TW;

- Hiép héi DN duge Viét Nam;

- Téng Cong ty Dugc Viét Nam - Céng ty CP;
- Luu: VT, QLD (L.H).
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