CONG TY TNHH TM DP Sagora CONG HOA XA HQY CHU NGHIA VIET NAM
S6: 275-25/CV-SGR Doe lap - Tw do - Hanh phic
(V/v: Thay doi s8 diing ki gidy phép leu hanh sdn -—o000---
phim)

H6 Chi Minh, ngay 27 thing 05 ndm 2025
Kinh Givi: S&' Y Té Tinh Kién Giang

Cong Ty TNHH Thuong Mai Dugc Phim Sagora chan thanh cdm on sy tin nhiém va quan
tAm cha Quy S6¢ Y Té , Quy Bénh Vién cho Cong ty trong thoi gian qua.

Cong ty TNHH Thuong Mai Dugc Pham Sagora la don vi tring thau theo Quyét dinh sb
1630/QD-SYT ngay 27 thang 6 nam 2024 ciia S& Y té tinh Kién Giang vé viéc phé duyét két qua
lwa chon nha thau cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Cin ¢t Quyét dinh 550/Qb-QLD ngay 02/08/2024 cia Cuc Quéan ly Duge v& viéc ban
hanh Danh muc 700 thudc san xuit trong nuéc duge gia han ddng ky luu hanh tai Vigt Nam- Dot
206

Cin ¢t Quyét dinh s6 90/Qb-QLD ngay 31/01/2024 cia Cuc Quan 1y Dugc vé viéc ban
“hanh Danh muyc 608 thudc san xuét trong nuéc dugce gia han gidy dang ky Iuu hanh tai Viét Nam
- Dot 192

Nay Cong Ty TNHH Thuong Mai Dugc Pham Sagora xin thdng béo dén S& Y Té Tinh
Kién Giang vé& viéc thay dbi s6 dang ky thubc nhu sau:

S6 diing ky theo két

M3 phan 16 Tén Thwong Mai qua triing thiu

Sb diing ky thay doi

PP2300629891 Ramifix 2,5 VD-26253-17 893110678124

PP2300629801 Pipebamid 3,375 VD-26907-17 893110067024
PP2300629800 Pipebamid 2,25 VD-26193-17 893110066924

Ghi chu: tén thuo“’c, nha sén xudt, tiéu chudn chat lwpng, tuoi tho, phdn nhém thuée d thau
khong thay doi
R4t mong nhén dugc sy chap thuan cia Quy S&'Y Té, Quy Bénh Vién, dé qua trinh thyc
hién goéi thau dugc dién ra thuan loi.

Xin tran trong cam on!

Noi nhén: - Nhu trén
-Luu VT
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¥y il BOYTE CONG HOA XA HOQY CHU NGHIA VIET NAM

Ccyc QUAN LY BUQC Dic p - Ty do - Hgnh pintc

. 550 /QB-QLD Ha Ngi, ngay 02 thing o8 ndm 2024

QUVET BYNK
V& viée ban hanh Danh muc 700 thudc sin xuit trong nwée
dwge gia han gidy ding ky lvu hanh tai Viét Nam - Dot 206

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Dugc s6 105/2016/0H13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phu quy dinh
chirc ndang, nhiém v, quyen han va co cdu 16 chirc ciia B3 Y té;

Céin cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 ciia BY truéng Bo Y 1é quy
dinh chitc ndng, nhiém vy, quyén han vi co cau 16 chirc ciia Cuc Qudn ly Diroc thude
B Y té;

Cin cir Théng tu s6 08/2022/TT-BYT ngdy 05/09/2022 ciia By trudng B Y té
quy dinh viéc ding ky luu hanh thudc, nguyén ligu lam thube;

Cdn cir ket lugn cua Hpi dong tw van cap gidy déing ky heu hanh thudc, nguyén
liéu lam thudc - BY Y té dot 206 tai Cong vin s6 60/HPTV-VPHD ngay 20/6/2024 ciia
Viin phong Hgi dong tu van cap GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Trudng phong Ping ky thuoe, Cuc Quan ly Duorc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh myc 700 thudc san xuét trong
nudc duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 206, cu the

1. Danh myc 479 thudc san xuvét trong nwéc dwoc gia han gidy ding ky luu
hanh hiéu lyc 05 ndm (Phy luc I'kém theo).

2. Danh myc 193 thubc san xuét trong nuée duge gia han gidy ding ky luu
hanh hiéu luc 03 ndm (Phuy luc 1I kém theo).

3. Danh muc 28 thudc san xuét trong nudc duge gia han gidy ding ky luu hanh
hiéun Iyc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s& san xuét va co sé diang ky thube c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai lidu da ding ky voi Bo Y té va phai
in s6 dang ky dugc B Y té Viét Nam cép 1én nhan thude.

2. Chi duge san xuit, dua ra luvu hanh cdc thude kiém soét dic biét khi ¢6 Gidy
chiing nhén dn didu kién kinh doanh duoc pham vi kinh doanh thube phai kiém soat
dac biét phu hop véi pham vi hoat ddng clia co s& dap ing quy dinh tai khoan 5 biéu
143 Nghj dinh s6 54/2017/ND-CP ngiy 08/5/2017 ciia Chinh phti quy dinh chi tiét mot
sb diéu va bién phap thi hanh Luit Durgc.

3. Thyc hién viéc cip nhéat tiéu chuin chit lwong cua thudc theo quy dinh tai
Théng tur s6 11/2018/TT-BYT ngay 04/5/2018 ciia BO truéng Bo Y t& quy dinh vé
chét lugng thudc, nguyén liéu 1am thudc.

4. Thudc duge gia han gidy ding ky hru hanh tai Quyét dinh ndy nhung chua
ndp hd so cip nhat ndi dung nhan thubc, to huéng din sir dung thudc theo quy dinh
ciia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo trudng B Y té thi phai thurc
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hién cip nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tw s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dwoc gia han glay dang ky luwu hanh.

5. Sau 12 thang ké tir n gay ky ban hanh Quyét dinh ndy, cac thudc dugc gia han
gidy ding ky luu hanh theo Quyét dinh ndy c6 thay dbi v& noi ~dung hanh chinh phai
sén xuat va lwu hanh véi cic ndi dung d3 duge phé duyét thay ddi trong ho so gia han.

6. Co so déng ky thude phai bao dam duy tri diéu kién hoat dbng trong thoi gian
hiéu lyc cia giay dang ky lou hanh thudc, nguyén lidu 1Am thudc. Trong trudng hop
khoéng con dép dmg du didu kién hoat dong, co s6 déng ky phai c6 trach nhi¢m thye
hién thay di co 8O ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tr ngay co 8¢ dang ky khong con da diéu kién hoat dong.

7. Co s& san xuat thubc phai bao dam céc diéu kién hoat dong cia co s& san
xuit trong thdi han hidu lyc cia gidy dang ky luru hanh thude, nguyén li¢u lam thube.

8. Cac thuoc dugc gla han gidy dang ky luu hanh tai Quyet dinh nay dugc 1.1ep
tuc str dung so dang ky da cap trude khi gia han trong thoi han tdi da 12 thang ké tur
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s0 ()8/2022/TT BYT.

9. Phdi hop véi cac co so didu tri dé thye hién theo ding cic quy dinh hi¢n
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bio cao theo quy dinh tai Piéu 5 Thong tur )
08/2022/TT-BYT dbi vé6i cac thube trong Phy luc IT ban hanh kém theo Quyét dinh
nay.

Pitu 3. Quyét dinh nay cé hiéu luc ké tix ngay ky ban hanh.

Pitu 4. Gidam dbc S& Y té chc tinh, thanh phé trye thude Trung uong va Giam

dbc co s& san xuét va co s& ding ky co6 thudc tai Piéu 1 chiju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:

- Nhy Piéu 4;

- BT. Dao Hong Lan (dé b/c);
- TT. D3 Xuan Tuyén (d8 b/c);
- Cyc Quiny - Bo Quéc phong, Cuc Y té - Bo Cong an;
- Cuc Y t8 GTVT - B6 Giao thong van tai;
- Tong Cuc Hai quan - B§ Tai chinh;

- B4o hiém x4 hoi Viét Nam; Nl X |

- B3 Y té: Vu PC, Cyc QLYDCT, Cyc QLKCE, Thanh tra Vii Tuan Cuong
B9, Vian phong HPTV cdp GPKLH thudc, NLLT;

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

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

- Cac Bénh vién, V1¢n c6 girdng b¢nh tryrc thuoc BoY Le

- Trung tdm mua sim tap trung thude quoc gia;

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

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




: Phy lye ¥
DANH MYC 479 THUOC SAN XUAT TRONG NUOC PUQC GYA HIAN GIAY DANG KY LUU HANIT
TAI VIET NAM HIEU LUC 05 NAM - BOT 206

(Kém theo Quyét dinh so6 550  /OB-QLD ngay 02

cua Cuc Quadn ly Dwrgc)

thang 08 nam 2024

STT Tén thudc Hoat chiit chinh - | Dang bao | Quy cdch déng géi | Tiéu Tubi SO ding ky | S6
' Ham lwgng ché chuén | tho gia han 1in

(thing) (Sé dimg ky | gia
da ciip) han

1) ?) 3 @ &) © M ®) %)

1. Co s& diing ky: Cong ty cb phan DTS Viét Nam (Dia chi: $6 18, t8 51, phudng Quan Hoa, quén Chu Gily, thanh pho Ha
Noi, Viét Nam)

1.1. Co s& sin xuit: Cong ty cb phan Duge Trung wong Mediplantex (Pja chi: Nha méy dugc pham $6 2: Thon Trung
Hau, xa Tién Phong, huyén Mé Linh, thanh pho Ha Noi, Viét Nam)

1

Goldagtin

Vildagliptin 50mg

Vién nén

Hop 3 vi x 10 vién

NSX

36

893110652624

(VD-31455-19)

2. Co s ding ky: Céong ty cd phiin Dugc - Vat tw y té Thanh Héa (Dja chi: $6 232, Trin Phu, phudng Lam Son, Thanh
ph6 Thanh Héa, tinh Thanh Hoa, Viét Nam)

2.1. Co sé san xuit: Cong ty cd phéin Dugec — Vit tu y t& Thanh Héa (Pja chi: S5 04 dudng Quang Trung, phudng Nguc
Trao, thinh phé Thanh Héa, tinh Thanh Héa, Viét Nam)

2 |Asigastrogit Attapulgit hoat hoa Thudc bot  |Hop 30 gbi x 3,2¢ NSX 36 893100652724 | 1
2,5g; Magnesi pha hdn dich (VD-23151-15) s
carbonat 250mg; ubng /18
Nhém hydroxyd kho 5 T
250mg NN
3 |Piracetam Piracetam 400mg Viénnang {H6p 10 vi x 10 vién NSX 36 893110652824 1 DU:
cling (VD-23153-15) (0
4 |Acethepharm Acetylcystein 200mg |Thude bot  |Hop 30 gbi x 2g NSX 24 | 893100652924 | 1 E
pha hdn dich (VD-20936-14) o
ubng
5 [Cinepark Ofloxacin 400mg Vién nén Hop 2 vix 10vién, |[DDVN| 36 |893115653024 | 1
bao phim Hop 10 vi x 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 {SOml hén dich (VD-25352-16)
Trimethoprim 400mg [ubng
7 |Montekas Montelukast (dusi | Thudc bot  |[Hop 10 g6i x 1g; NSX 36 | 893110653224 | 1
dang Montelukast pha hdn dich |Hop 12 géi x 1g; (VD-23783-15)
natri) 4mg ubng Hop 20 gbi x 1g;
Hop 30 gbix 1g

3. Co s& ding ky: Cong ty cb phﬁn dwgc Apimed (DPia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, Thanh phé H6 Chi
Minh, Vit Nam)
3.1. Co s& san xufit: Cong ty cb phdn dwge Apimed (Dia chi: Dudng N1, cum cong nghiép Phii Thanh — Vinh Thanh, x&
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

8

Apitor 20

Rosuvastatin (duéi
dang Rosuvastatin
calci) 20mg

Vién nén
bao phim

Hop 3 vi x 10 vién,
Hop 1 chai x 100
vién, [16p 1 chai x
200 vién

NSX

24

893110653324
(VD-30218-18)

4. Co s& diing ky: Cong ty co phiin dwge ATM (Dia chi: Try s& chinh: VP 26, tang 26 tda elip, 110 Tran Phi, phudng M6
Lao, quan Ha Déng, thanh phé Ha Nbi. Dia chi kinh doanh: L6 B1.4-LK31-01- Khu dd thi Thanh Ha- Cieanco 5, xa Cy khé,
huyén Thanh Oai, thanh phé Ha Nai, Viét Nam)
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Tén thude

STT Hoat chit chinh - Dang bdo | Quy cach déng géi | Tidn | Tudi S6 ding Iy 86
Ham lugng ché chufin | the gin han Iin
(théng)| (S6 ding ky | gia
i clp) han
M &) (&) (4) G) ® | O (8) &)
253 {Edxor Venlafaxin (duéi Vién nén Hop 1 vix 10 vién, |USP 38| 36 893110677824 1
dang Venlafaxin Hop 2 vi x 10 vién, (VD-30476-18)
HC1) 37,5mg Hop 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
254 {Melygra 1h Vardenafil Du6i Vién nén Hop 1 vi x 1 vién, NSX 36 893110677924 | 1
dang Vardenafil bao phim Hop 2 vi x 1 vién, (VD-31832-19)

hydroclorid trihydrat
20mg

Hop 1 vix 2 vién,
Hop 2 vix 2 vién

33. Co s& ding ky: Cong ty Co phan Dirge phim Sao Kim (Pja chi: KCN Quang Minh, thj trin Quang Minh, huyén Mé
Linh, TP. Ha Ni, Viét Nam)

33.1. Co sé san xuit: Cong ty ¢d phin dwge phdm Sao Kim (Pia chi: Khu cong nghiép Quang Minh, thi trin Quang Minh,
huyén ME Linh, thanh phé Ha Noi, Viét Nam)

255

Magnesi B6

Magnesi lactat
dihydrat
(Magnesium lactate
dihydrate) 470mg;
Pyridoxin
hydroclorid
(Pyridoxine
hydroclorid) 5mg

Vién nén
bao phim

Hop 10 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 3 vi x 10 vién

NSX

24

893100678024
(VD-28011-17)

F 4
=Y

=
5

34. Co s& diing ky: Cong ty o phan dwge phim Savi (Savipharm J.S.C) (DPia chi: L6 Z01-02-03A, Khu Cdng Nghiép
trong Khu Ché Xuét Tén Thuén, Phudng Tén Thuin Péng, Quan 7, thanh phé Hd Chi Minh, Viét Nam)

34.1. Co sé san xufit: Cong ty ¢d phin dwgc phém Savi (Savipharm J.8.C) (Pia chi: L Z01-02-03a, Khu Cong nghiép
trong Khu Ché xuat Tan Thuan, Phuéng Tan Thuén Péng, Quin 7, Thanh phd H) Chi Minh, Viét Nam)

<

256 |Ramifix 2,5 Ramipril 2,5mg Vién nén Hop 3 vi x 10 vién BP 36 |893110678124 | 1
2018 (VD-26253-17)

257 |Ramifix 5 Ramipril Smg Vién nén Hop 3 vix 10 vién BP 36 | 893110678224 | 1
2013 (VD-26254-17)

258 |Saglip 100 Sitagliptin (du6i 'Vién nén Hop 03 vix 10vién |EP 10.3] 36 |893110678324 | 1
dang Sitagliptin bao phim (VD-29833-18)
phosphat
monohydrat) 100mg

259 |Saglip 50 Sitagliptin (dudi Vién nén Hop 03 vix 10 vién |EP 10.3] 36 | 893110678424 | 1
dang Sitagliptin bao phim (VD-29834-18)
phosphat
monohydrat) 50mg

260 {SaVi Alendronate |Acid alendronic Vién nén sui {Hop 1 vi x 4 vién; NSX 36 893110678524 i

Forte (duéi dang bot Hop 3 vi x 4 vién (VD-26255-17)
alendronat natri)
T0mg
261 {SaVi Celecoxib  |Celecoxib 200mg Viénnang  |Hop 2 vi x 10 vién NSX 36 | 893110678624 | 1
cimg (VD-26257-17)
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W i‘ﬁbg“(‘i‘UC QUAN LY DUGQC Doc lap - Ty do - Hanh phiic
~__S6: 90 /QP-QLD Ha Noi, ngdy 31 thang 01 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 608 thudc san xuét trong nuée
dwoc gia han gidy diang ky hru hanh tai Viét Nam - Dot 192

CUC TRUOGNG CUC QUAN LY DUQC

Céin cit Lugit Dwgc s6 105/2016/QH13 ngdy 06/4/2016;
Can cw Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc ndng, nhiém vy, quyen han va co cdu t6 chirc ciia B3 Y té;

Céin cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cia B¢ trudng Bo Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cdu 16 chirc ciia Cuc Quan ly Dugc thugc
Bj Y té;

Cin cir Thong tir s6 08/2022/TT-BYT ngdy 05/09/2022 ciia Bé trudng B Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén ligu lam thubc;

Cdn cir két hugn cua Hoi dong i vin cdp gidy ddng ky heu hanh thudc, nguyén
liéu lam thuéc - B3 Y té dot 192 phién I va phién 2 tgi Cong van sé 102/HPTV-VPHP
ngay 11/12/2023 va Céng van so 103/HDTV-VPHD ngay 12/12/2023 ciia Van phong
Hgi dong tie van cap GPKLH thudc, nguyén liéu lam thubc;

Theo dé nghi ciia Truéng phong Ping ky thuée, Cuc Qudn Iy Dugc.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thudc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Vigt Nam - Dot 192, cu the

1. Danh muc 529 thudc san xuét trong nuéc dwoc gia han gidy ding ky lou
hanh hiéu hxc 05 nam (Phu luc I kém theo).

2. Danh muc 70 thudc sén xudt trong nuée dwoc gia han gidy ding ky luu hanh
hiéu huc 03 nadm (Phy luc II keém theo).

3. Danh muc 09 thudc san xuit trong nuée duge gia han gidy ding ky lwu hanh
hiéu luc dén 31/12/2025 (Phy luc I kém theo).

Pidu 2. Co s& san xuét va co so ding ky thude co6 trach nhiém:

1. San xuét thubc theo dung céc h(‘) so, tai liéu d3 ding ky voi Bo Y t€ va phai
in s6 ding ky duoc B6 Y te Viét Nam cAp I1én nhén thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi c6 Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dac bigt phu hop véi pham vi hoat dong cia co s& dap img quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh pht quy dinh chi tiét mot
sb diéu va bién phap thi hanh Luat Dugc.

3. Thyc hién vi€c c@p nhit tiéu chudn chit lugng cia thube theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 ciia Bd trudng Bd Y & quy dinh vé
chét lwgng thude, nguyén liéu lam thude.

4. Thuc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhat ndi dung nhin thude, t& huéng din sir dung thudc theo quy dinh
cua Thong tir 01/2018/TT-BYT ngay 18/01/2018 cua B truéng BO Y t& thi phai thyc
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hién cap nhat theo quy dinh tai diém b Khoén 1 Bxeu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tix ngay ky ban hanh Quyét dinh nay, cac thude dwgc gia han
gnay dang ky luu hanh theo Quyet dinh nay c6 thay d6i v& noi dung hanh chinh (bao
gdm c4 miu nhin va t& huéng dan s dung thudc) phai san xuét va luu hanh véi cac
ndi dung da dugc phé duyét thay ddi trong ho so gia han.

6. Co s& ding ky thube phai bio dam duy tri diéu kién hoat dong trong thai gian
hiéu lyc ca gidy ding ky lwu hanh thudc, nguyén liéu 1dm thudc. Trong trudng hop
khong con déap vmg du didu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay di co s& ding ky theo quy dinh tai Thong tir s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ déng ky khong con du diéu kién hoat dong.

7. Co s& san xuét thubc phai bao dam cac diéu kién hoat dong cta co s& san
xudt trong thoi han higu Iyc cua gidy dang ky luu hanh thudc, nguyén li¢u lam thude.

8. Céc thuoc duoc gia han gidy dang ky luu hanh tai Quy€t dinh nay dugc tlep
tuc str dyng so déng ky da cap trude khi gia han trong thoi han téi da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phdi hop véi cac co s didu tri dé thuc hién theo ding cac quy dinh hién
hanh v& thudc ké don, theo doi an toan, hiéu qué, tdc dung khong mong mubn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Pidu 5 Théng tu sb
08/2022/TT-BYT dbi véi cac thudc trong Phu lyc II ban hanh kém theo Quyét dinh
nay.

Dxeu 3. Quyét dinh nay c6 hi¢u lyc ké tr ngay ky ban hanh.

Didu 4. Giam ddc S& Y té cac tinh, thanh phé tryc thuge Trung vong va Giam
dbe o SO san xult va co sé dang ky c6 thudc tai Piéu 1 chju trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhgn:

- Nhu DPiéu 4:; i

- BT. Bao Hong Lan (d€ b/c);
- TT. D6 Xuan Tuyén (d€ b/c); /
- Cuc Quany - Bo Qubc phong, Cuc Y t& - Bo Cong an; | ¢
-CycY t6 GTVT - By Giao thong vén tai;
- Tong Cuc Hai quan - B) Tai chinb; ,
- Bao hiém xa hdi Viét Nam,; S 1 X <
-B5 Y t&: Vu PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cwong
B, Van phong HDTV cap GDKLH thude, NLLT;

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

- Tong Cbng ty Dugc Viét Nam - Cong ty CP; )

- Cac Bénh vién, Vjén cb giuong bénh tryc thudc Bo Y t€;

- Trung tdm mua sam tép trung thude quoc gia;

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

Website;

- Luu: VT, BDKT (C.H) (02b).
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Phy lue I
- DANH MYC 529 THUOC SAN XUAT TRONG NUGC BUGC GIA HAN GIAY BANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 192

(Kém theo Quyét dinh sé 90

/QD-QLD ngay 31 thing 01 nim 2024

cua Cyc Quan Iy Duoc)
STT| Tén thude Hoat chit chinh - Dang bao | Quy cich déng géi| Tidw | Tudi S6 dingky |S6lin
Ham lwgng ché chuéin the gia han gia han
(thang) | (S6 ding ky
di cép)
) () 3) ) (5) (6) ) 8 )

1. Co sé diing ky: Alcapharm B.V (Dia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s& san xuét: Cong ty ¢b phin Durge vit tu y té& Hai Dwong (Dia chi: S5 102, phé Chi Léng, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duwong, Viét Nam)

1 |Vitamin C Acid ascorbic Dung dich |Hop 50 éng x 5Smi; | DPVN 24 893110047224 1
500mg/5ml tiém Hop 12 bng x Sml; v (VD-25862-16)
Hop 6 bng x Sml
2. Co s& diing ky: Cong ty c6 phin Euvipharm (Bia chi: Ap Binh Tién 2, xa Dirc Hoa Ha, huyén Dirc Hoa, tinh Long An,
Viét Nam)
2.1. Co sé san xudt: Cong ty cb phan Euvipharm (Dia chi: Ap Binh Tién 2, xi Pirc Hoa Ha, huyén Dirc Hoa, tinh Long
An, Viét Nam) \
2 |Acefalgan 500 |Acetaminophen Viénnén |Hop 10 vi x 10 vién | DBVN 36 893100047324 1 \&
500mg \% (VD-26134-17) HA “;
3 jArginin M3i Sml chira: L- Dung dich [Hp 2 vi x 10 ng NSX 36 [893110047424 1P ;
Euvipharm Arginin hydroclorid [udng X Sml (VD-25674-16) /} §
1000mg )
4 Cefclor Cefaclor (du6i Viénnang |HOp 2 vix 10 vién | USP 43 36 1893110047524 e
500 mg dang cefaclor cung (VD-20692-14)
monohydrat) S00mg
5 {Cefjidim 1g Ceftazidim (du6i  |Bot pha Hop 1 1o USP 43 36 1893110047624 I
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g
6 |Cefjidim 2g Ceftazidim (du6i  |Bot pha Hop 1 1o USP 43 36 | 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g
7 |Cifnir 300 mg  |Cefdinir 300mg Viénnang |HOp lvix 10vién |JPXVII| 36 [893110047824 1
cling (VD-20693-14)
8 {Cormiron Amiodaron Viénnén |HOop3vix 10vién [JPXVII| 36 [893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)
9 {Emerop 0,5g Meropenem (duéi  [Bot pha Hop 1 1o USP 40 36 1893110048024 1
dang meropenem  {tiém (VD-19339-13)
trihydrat) 0,5g
10 |Emerop 1g Meropenem (duéi  |Bot pha Hop 1 1o USP 38 36 893110048124 1
dang meropenem  |tiém (VD-19340-13)
trihydrat) 1g
11 |Enatril 5 mg Imidapril Viénnén |Hop 10vix 10vién | JP XVII] 24 893110048224 1
hydroclorid Smg (VD-19865-13)
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STT| Tén thude Hoat chat chinh - Dang bdo |Quy cich déng g6i| Tieu Tudi S6 dingky | S8 1An
Ham hrong ché chudn | the giahan  |gia han
(thdng) | (Sé aing ky
da ep)
(@) 2) ) ) () (6) @) ® ®
198 [Pipebamid 2,25 |Piperacilin (duéi  |Thude bot  |HOp 110 logi dung | NSX 36 893110066924 | 1
. dang piperacilin phatiém  |tich 20ml (VD-26193-17)
natri) 2g;
Tazobactam (duéi
dang tazobactam
natri) 0,25g
199 [Pipebamid Piperacilin'(du6i  |Thudc bot Hop 1 1o loai dung | NSX 36 |893110067024 | 1
3,375 dang piperacilin pha tiém  |tich 20ml (VD-26907-17)
natri) 3g;
Tazobactam (duéi
dang tazobactam
natri) 0,375g
200 |Pyrazinamide |{Pyrazinamid 500mg |Viénnén  |Hgp 10 vi x 10 vién | DDVN 36 1893110067124 1
500mg \% (VD-23605-15)

201 |Sefonramid 0,5g|Ceftazidim (duéi Thudc bot |Hop 1 1o loai dung NSX 36 893110067224 1
dang ceftazidim phatiém  jtich 20mi (VD-26194-17)
pentahydrat) 0,5g

202 |Sefonramid 2g |Ceftazidime (duéi  |Bot pha Hopllo NSX 36 | 893110067324 1
dang ceftazidime tiém (VD-22490-15) 3
pentahydrat) 2g 3"

33. Ce sé ding ky: Céng ty cd phin duge phim Nam Ha (bia chi:

ph6 Nam Djnh, tinh Nam inh, Vit Nam)

33.1. Co s6 san xuat: Cong ty c6 phén dwge phim Nam Ha (Dia chi:

thanh phé Nam Binh, tinh Nam Dinh, Vit Nam)

$6 415 dudmg Han Thuyén, phuong Vi Xuyén,

S6 415 dudng Han Thuyén, phudng Vi Xuyén, thanh/

203 |Naphalevo Levonorgestrel Viénnén  [HOp 1 vix 28 vién [BP hién 60 | 893100067424 1
0,03mg bao phim hanh (VD-26196-17)

204 [Napharangan |Paracetamol 500mg |Viénnén |Hop 4 vi x 4 Vién NSX 24 893100067524 1
sti (VD-23608-15)

34. Co s& diing ky: Cdng ty c6 phin Duoc phim Phong Phii (Bia chi: L6 12, dudn

Tao A, quén Binh Tén, thanh phd H& Chi Minh, Viét Nam)

34.1. Co s& san xuit: Céng ty cb phin Duge phim Phong Pht - Chi nhdnh nha may Usarichpharm (Dja chi: L6 s 12,
dudng sb 8, khu cong nghiép Tan Tao, phudng Tén Tao A, qun Binh Tan, thanh phd H Chi Minh, Viét Nam)

g56 8, KCN Tén Tao, phudng Tan

205 |Testosterone

Testosterone
undecanoate 40mg

Vién nang

mém

Hop 3 vi x 10 vién

NSX

36

893114067624
(VD-22393-15)

35. Co s¢ ding ky: Cong ty Co phén Dugc phim Phiic Long (Pia chi:

3, Thanh phd HS Chi Minh, Viét Nam)

35.1. Co sé san xudt: Céng ty C6 phin Dirge phaim Me Di Sun

Bén Cat, tinh Binh Duong, Vigt Nam)

174/107/14 Nguyén Thién

Thuat, Phudng 3, Quan

(Pia chi: 521, khu ph6 An Loi, phuong Hoa Loi, thj xa

206 {Ibisaol

Itraconazol (duéi
dang vi hat chira
22% Itraconazol)

100mg

Vién nang
cliing

Hop 1 vi x 10 vién

NSX

36

893110067724
(VD-31148-18)

36. Co s¢ diing ky: Cong ty c6 phan Dwgc phim Phiron
P. T4n Tao A, Quén Binh T4n, TP.HCM, Viét Nam)

36.1. Co s sin xuat: Cong ty cb phin Dwge phim Phuon

Tao, P. T4n Tao A, Quéan Binh Tan, TP.HCM, Viét Nam)

g Dong (Dia chi: L5 s6 7, Dudng s6 2, Khu cong nghiép Tan Tao,

g Dong (Dia chi: L6 sb 7, Pudmg s6 2, Khu cong nghigp Tan




CONG TY CP THUONG MAI CONG HOA XA HQI CHU NGHIA VIET NAM
VA DUQC PHAM NGOQC THIEN Doc lap - Tw do - Hanh phuc
80: 22/2025/NT-CV Vinh Phic, ngay 19 thdng 05 ném 2025

V/v: Cung cdp thuéce Ramipril GP
theo tén co sé sén xudt mdi

Kinh giri: SO Y TE TINH KIEN GIANG

Cong ty cb phan thvong mai va dugc phim Ngoc Thién xin chén thanh cdm on su
quan tam, giap d& cua Quy S& ddi vai Cong ty chiing toi trong subt thoi gian qua.

Theo Quyét dinh sb 1630/Qb-SYT ngay 27/06/2024 cia S& Y té tinh Kién Giang vé
viéc phé duyét két qua lua chon nha thau cung cép thube tap trung tinh Kién Giang, giai doan
2023-2025 (dot 3). Cong ty ching t6i ¢6 tring thau thudc Ramipril GP (Ramipril 2,5mg) véi
thdng tin co s& san xuit dugc phé duyét trong Quyét dinh 1a: Farmalabor-Produtos
Farmacéuticos, S.A.

Ngay 24/07/2024 trén trang Web ciia Cuc Quan Iy Dugc da dang tai thong tin thay ddi
tén cong ty san xuat va dia chi san xudt, cac tiu chudn GMP ciia nha mdy va tiéu chuan san
phdm van nhu cii (c‘z’mh kém trang théng tin thay déi ciia Cuc Quan ly Dugc)

Hién tai hang ton kho theo tén co s& san xuét cii da hét; hang méi cong ty chung t6i
nhap vé theo tén co s& san xudt méi vi vay cong ty chung t6i lam céng vidn nay xin Quy Sé¢
diéu chinh thong tin vé co sé san xuit thude Ramipril GP (Ramipril 2,5mg) tring thiu
cu thé nhu sau:

Tén thuoc,

S6 £ % £ Tén co s& sin xuat, diachi | Tén co sé sian xuit, dia chi
hoat chat, nong So dang ky . : o ’
TT o cii maéi
d6 - ham lwgng
- Medinfar Manufacturi
- Farmalabor-Produtos g Ae far Vanulacturing,
Farmacéuti S.A. 7
Ramipril GP 7 acIeudlc(:s., 1d - Parque Industrial
.. - Zona Industrial de )
1 (Ramipril 560110080323 . Armando Martins Tavares,
Condeixa-a-Nova, .
2,5mg) ) _ Rua Outeiro da Armada,
Condeixa-a-Nova, 3150-
n.° 5 - Sebal - 3150-194
194, Portugal

Condeixa-a-Nova

Cong ty ching t6i cam két cung g hang cho céc co sy té cong 1ap trén dia ban tinh
Kién Giang ding nhu trong danh muyc triing thau cia S& Y té& Kién Giang da thong bao véGi
gi, tiéu chuin chét lugng thube va cac thong tin khac khong thay ddi.

Cong ty chiing toi xin trdn trong cam on!

Noi nhén: PAI DIEN HQPPHAZCUA NHA THAU

- Nhur kinh guri;
- Luu: VT.




Dc L CONG HOA XA HOI CHU NGHIA VIET NAM
)/ 4 Poc lap - Tu do - Hanh phuc

For Health - For Life
S6: 215/CV-DCL

V/v: Thay déi tén thudc Vinh Long, ngay 22 thang 05 nam 2025
Doripenem 0,5g

Kinh giri: SO'Y TE TINH KIEN GIANG

Loi ddu tién, Cong ty C6 phan Duge pham Ciru Long xin giri 161 cdm on chén thanh va sau
séc dén Quy SoY té vi d& tin nhiém va tao diéu kién cho ching t6i cung ing thude trong subt thoi

gian qua.

Can cir Quyét dinh sb 1630/QD-SYT ngay 27/06/2024 cia Gidm déc S& Y té tinh Kién
Giang vé viéc phé duyét két qua lya chon nha thdu cung cép thudc tap trung tinh Kién Giang, giai
doan 2023 — 2025 (dot 3) G6i s6 2: G6i thau thube Generic thong thudng.

Can ctt cong van s6 13860e/QLD-PK ciia Cuc Quan Ly Dugc vé viée thay ddi, bd sung dbi
vé6i thube da duge cdp GPKLH ngay 17/06/202 (Pinh kém c¢dng vén), san phdm Doripenem 0,5g,
s6 dang ky: VD-25720-16 san xuat boi Cong ty C6 phan Duge pham Minh Dan, dugc phép thay
d6i tén thude thanh pham ké tir ngay 17/06/2024 nhu sau:

Thong tin da dwgce phé duyét Thong tin cip nhat thay dbi

Tén thubc da dugc phé duyét: Doripenem 0,5g Tén thudc thay dbi: Midatiam 0,5g

Ngoai viéc thay d6i nhur trén, ching t6i xin cam két v6i Quy S Y té khong c6 bét ky thay
d6i nao khac. Vi thé, chit luong san phdm hoén toan khong thay dbi.
Vi viy, ching t6i tran trong thong bao dén Quy S& Y té, kinh mong S& Y té tiép nhan va

ddng ¥ thay doi thong tin san phdm dé cong ty ching t6i tiép tuc cung img hang cho cac don vi 'y

té.

Xin cam on va tran trong kinh chao! - Q(/ )

DAI DIEN HOP PHAP CUA NHA THAU —

PHO TONG.G POC SAN XUAT & SC
Noi nhin: N
Nhu kinh giri;
- Luu.
CONG TY CO PHAN DUGC PHAM CUU LONG

) Nha may 150, dudng 14/9, phuong 5, TP. Vinh Long, tinh Vinh Long (& 027 0382 2533
| © VP HCM 276 Nguyén Binh Chiéu, phudng 6, Quin 3, TP. HCM & 028 7309 4688
¢ VPHN Tdng 5, Times Tower, Quan Thanh Xuén, Ha Ngi O 024 7309 4688
EI O www.dcl.com.vn Hotline & 1900 636 805




»Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

o7 , . .
'/./ AN LY DUQC Poc 1ap - Tw do - Hanh phuc
S4: 13860e/QLD-DK Ha Noi, ngay 17thdng 06 ndm 20 24
V/v thay dbi, bd sung dbi véi thude
da duoc cap GPKLH

Kinh giri: CONG TY CO PHAN DUGC PHAM MINH DAN
Pia chi: L6 E2, dwong N4, KCN Hoa Xa, phuong Loc Hoa, TP, Nam Dinh, Nam
Dinh

Tré 151 hd so sb tiép nhan s6 23e/2024/TN/TTO1 ngdy 08/01/2024 va cdc tai lieu
lién quan ctia cong ty vé viéc thay doi, bo sung dbi vai thude da dugce cap gidy dang
ky luu hanh;

Can ctt Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cia Bo Y té quy dinh
viéc dang ky luu hanh thude, nguyén liéu lam thudc;

Cén cu Bién ban thdm dinh ho so thay dbi/bd sung cua cong ty, Cuc Quan ly
Dugc ¢6 y kién nhu sau: ‘

DPong ¥ v6i ndi dung dé nghi thay déi, bd sung duge phé duyét kém theo cong
vin ndy doi v6i thude Doripenem 0,5g, s6 dang ky VD-25720-16.

Ngoai ndi dung dugc phé duyét, cac ndi dung khac gilt nguyén nhu ho so déng
ky thuoc Iuu tai Cyc Quan ly Dugc.

Céc nodi dung thay doi, bé sung néu trén dugc thuc hién ké tlr ngdy ky cong van
nay. Riéng ndi dung thay doi, sau 12 thang ké tir ngay ky céng vén nay, cdng ty
phai thuc hién theo ndi dung thay doi dé duge phé duyét.

Cuc Quan ly Dugc thdng bao dé cong ty biét va thyuc hién dung cac quy dinh vé
dang ky Iuu hanh thuoc./.

Noi nhn: KT. CUC TRUONG
- Nhu trén;

- Cuc truong (dé b/c); ) PHO CUC TRUONG
- Luu: VT, BDKT (Sg). P N
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CO PHAN

DUGC PHAM

CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
PUGC PHAM MINH DAN Pée 1ap - T do - Hanh phitc

BANG TONG HQP NOIL DUNG THAY POI SO
vOTI NOIL DUNG DA NQP

NOI DUNG: Thay dbi tén thudc thanh phim da déng ky:

Tén thube d4 dwge phé duyét Tén thube xin thay dbi

Doripenem 0,5g Midatiam 0,5g

Nam Dinh, ngayd thang Al ndm 2023
CONG TY CO PHAN DUQC PHAM MINH DAN




cO PHAN

 DUGC PHAM
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CO PHAN
DUJC PHAM

n s dung cho énh nhin

Thude bjt pha tiém Midatiam 0,5g
Dpe ki hasdmg dhn st dgng trinde khd ding
D xa vl day o om
Fhing blo npay cho dde 5 hofie duwpe s tde dung kKhdng mong meatddn glip
phdt kAL it dgng thude
Thoile wiy bt ding theo dow edw bde sp

Thinh phin:

3313 chia doripenans smovolydrat tong duong voi doripaem 0,58,
M3 4 sin phlin

156 tude i trdng gk hode ving nhat ddug shit, kb 1ol dung tong lo
iy tink Khdng nidu, nit ki bing cao su vi oé np ahdm bita v¢.
Quy cdch ddng goiz
Hp carton chira 01 lo 20m1, kdm 01 s ardrug din s dung thade,
Thube ddng cho blnh ghs

Doripedent duge ohl dinh didu t nhif khuda & ngudi Wn gly 1 bl cde
vi khubn whay ¢dm, @3¢ bitt wong nhimg trubmg hop vi khuls 98 Kiiing vl
che Khing sinh khbe hoe ngubi bénl khong thick hop véi ede khing sinh
khide,

« Viga phbi mdc phit & béah vien tbao gdm whimg whifm Khudn lién quan

ki miy thd}.

- Nhilm khuds tong & bung,

« Nhitm ¥hudo dudng 68 nidu (bao ghim vitin bé tin va wg hup da

nhiden khudn)

Doripeaem khéng eb hitu qui voi tw o vang Khling methicilin.

Ding thube nky nhue (hé ndo vi o hrgng:

Daripeniem <hi diny theo dubmg tuybe Wh myeh, tho 89 tuydn Gude
chiim trong kKhodng thoi gian | gid,

Cieh ding vb lidu dimg coa thude do cén b y 18 thuc hign, Néu chn thém
thong, tin vE cheh diog vA liku dimg xin xem & huduy dn sit dung cho cin bd
yid
Ching chi djuh:

Neuoi qud mln voi dovipenens hodie cde khing sinh sirhapenem khic,

“fio 50 dj img, phiin dmg phitn v& voi Khing sinh heta-tactam.

The dyng Khbng mong mudnz

135 ¢ bie cho Khodng 5% ngis bénh s dung doripenem ghp phill ede the
dung phy nhy dau dhu, bubn ndo, tidu chdy, phit ban, viém il mach i chd.

Toe dung phu hidm gip hon (Kiodng 19%) bae phins thidy miu, suy gidw
ehire niing thin, Ang enzyin gun, nhidm ndin dubng tidu héa.

Nin trénh ding thube gi ki dang ding thube niy:

Nyghids ol in sipro chi thily doripenem khidng tuong e voi ole cytocrom
P-450, néa khi nlng khong o6 tong the thude dige ddng hoe pitt doripenem
vii e thube duoe chuyn héu b cie enzym ndy.

Khong nén dimg chung doripenem vi probenecid do dosipencin b glim
shif trir & thiie, dhn dén g ndng 46 wong huydt wong, tag dign tich dudi
Subng cong vi kéo dii thi gian nim 461 thii wir,

Diing chung carbapenem v acid valproie o6 thé fhm gidm ndog 36 dids ui
ofta scid valproic vh mit tde dung Kikim sodt con ddng kint, Chn phii theo 4t
whay 46 wcid valprois hutmg xuyén vi b thid thay 08 tudn phidn chilt kiing
hubn hode lits phip chdng co gidt.

Che thudo Khing sinls khie: Nghidn ciru in virre ¢ho hily it ©6 khi niing
donpenem 34 Khing bode bj 981 khdog the dung bii cdo khing sinh khie
inhy  amibacin, co-nmoxazol, daptomyels, levefloxacin, finezolid,
yancomycing
Bhe quin: Noi kbb, iobah dnls shng true tidp, nhide 48 duai 30°C,

Nbumg dbu higu, trigu chimg kit dimg qui By vi cieh xi e

¥hi ob dbu idu s dung qud lidu doripenem cho ngimy ngay vie st dung
thabe v ke Dank didu i b8 g dén kb thude duge i trir qua thin. €6 thé
fopl b thubs bing chay thin nhin o,

Pl tng o6 hai 43 ghp khi qué hiku doripenem fi thah trang phét bun, vi 4

1ot sa s thisk ghan ngung ding dude.

Nhtg Sibu cha thidn trong kbt ding thube ndy:

& Cde dnk trpng e thin trpng kit ding thude:

Trude W pi dyng donipenem chn dibu e k9 tidn s Jf ag, phim (mg qud
e ol ngeos bénh vin Kidng sink betadicton. Néu plin (mg qui mhn shy
ra cho domg agay thube vh uén hank che litu phip edp ci chn ihitt,

Huéng din siv dung cho cfin bd y €

Thrge Tye hges

Nhém tluge 19: Khng sinh beta actam thede nhdm carbapenem.

MEATC JO1D HO4
Doripenem T mit khing sinh beta-loctam phd digt khudu thog theo co ché e
e s tdng hop thanh 18 bla, Thube ¢6 the dung didt khudn nhnh do twong tic
i mot s protein gin kit penicitin (PBRs) tén ming ngod vi Khudn,

Gua nghign cira i viro cling ohu didu 1 1 sing cho thdy doripenem cb
fout e 1t ab1 voi b hiét cdo vi Khudn, Cy thé bro gém:

Vi khudn hidu khi Gram dwong: Swreprecoceus presnoniae, Streplococeus
interniedius, Streptocoves constellains, Staphylococeus aureus (nhyy chm voi
methicilin),

Vi khude hide khi Grom R Acimetobacter b nit, Enterob
cloacae, Fscherichia coli (gﬁm ch ching khing levotloxacin), Klebsiella
prcumoniag, Protews mirabilis, Pseudomonas aerugingsa,

Vi khuin ki khi Bacteroides fragilis, Bacteroides thetaiotagniicron,

Bacteroides  caccae,  Bacteroldes  uniformis,  Bacteroides  vulgatuz,
FPeptastreptococens gicros, 5
Duge ddng hoe: !

Kii truydn tinh moch lidy 500mg doripenem trong vong 1 gir abng A
trong Tuyét trong dat duge 23 micrograms/ml; sau 6 gidm xupiey
micrograme/ni say 1,5 gio vi | micrograms/mi sau 6 il J

Khong qud 10% doripenc Jién két véi protein huykt trang vi e phip s o
tht vio mb v3 dich co thé, .

Doripenein bj thily phin & vong beta-lactam béi enzym dehy plﬁﬂ@ﬁ {
thinh din chit doripenem ~M3.

Wira d01 thii trir cs doripenem khofing 1 gitr & nguoi 16m, cé th
& benh nhiin e6 bénh 1§ vé thin. Doripenem chit yéu dugs thal tris qut
hiin va bi 1iét & dng thin, Khoang 70% lueng doripenem duge thi hip
dang khidng bi bidn abi, con khodng 15% hi chuyén hda. Doripenem duge il
trir qua philn it hon 1%. .

Doripenem ¢b thé duge Togi b biing chiy thin,

Chi gjnh:

Doripenem duge chl dioh diéu trf nhifm khudn & ngubi lon gly ra boi che vi
khudn nhay cim, ddc bidt tong nbimg trutng hop vi kiwdn 43 kbdng voicle
khang sinh khdc hofic ngudsi binh Khong thich hop véi cdo khiing sinf khic, b

- Viém phdi mic phai & bénh vién (bao gbm nhirug nhidm khudfDBE0 KGaiCIE

dén may thé), !

- Mhidin khudp trong & bung.

~ Nhifm khudn dutmg tiét nitw (bao ghm viem bl thin vi lrd&h};”f/q’}i ‘he

nhim khodn). e

Doripenem khang cd higu qua véd ty ol ving khing, methicilin,

Cich ding, libu dimgs
* Cdeh dings

Doripenem chl dimg thea dudng truyén tinh wsh, the 40 truyén thube chim
trong kbodng thai ginn 1 gio.

Cich pha oy thé Lo thude nhe sau:

- Thém 10mi misde vO khuln 0 pha tiém hofie dung dich 8¢ tigm MaCl 0,9%
vio whi lo, tic kv thu duge hin dich cé ndng d¢ doripenem 50mg/mi. Chi §:
hén dich ndy ¢6 thé én dinh trong khodng 1 git mi khéng cln dg dong lynh.
Khéng duge tiém doh mach tryge ticp ma ciin pha Joling nita tnude khi siv dung.

- Rat hdn dich trong mdi lo trén chuydn vho 100ml dung dich tiém truyén
NaCl 0,9% holic dung dich dextrose 5%, Mic k¥ cho dén khi bot thude tan hon
tohn, dung dich thu duge chits S00mg doripenem (4,5mg/ml).

D3 dn dink sau khi pha: dung dich tém traydn chia 4,5mg/ml doripenem
trong NaCl 0,9% &n dinh trong 8 gitr & nhidt 40 phong holle 24 givy & 2-8°C.
Dung dich tHém tuyén chira 4,5mp/anl doripenem trong deatrose 5% di dink
wong 4 gitr & nhidt 46 phong bofe 24 gilr & 2-8°C.

Thube bot pha tidm doripenem khong chira chdt bio quin, d€ dam bao ché
phim v khudn thi toan bd qué tinh chuin bj dung dich phii duge kidm sodt k.
Dung dieh sau pha lodng phii trong subt, khéng cé miu hosic ¢d miu vang nhat
{khiing nh hudng dén ch& lugng thudc),

* Lidy hegmg:

Thude bot pha tiém chira daripenem monohydrat lidu Jugng duge tinh theo
doripenen,

- Niidm khudn trong & bung: lidu kbuyén céo cho ngui Ion S00mg mbi § gidx
trong vang 5-14 nghy. Trong thod gion didu tj ¢ thé thay thé | khing sinh
dusbig wéug thich hop néu diu higu Jim shag chio thy ¢6 sy tidn trién sau ft nhit
3 nghy dong duong tiém truyén,

« Nhifm khudn duimg 68 nigw: lidu Kbuyén choe cho ngudi 16n 500mg mdi &
gits trong 10 nghy, Trong this ginn difu 1 c6 hé ké hop 1 khing sinh duimg
ubng thich hop néu dlu hizu Jim sing cho thy cé sy tién trién sau ft nbit 3
nghy ding dubmg titm taybn, Thir gian didu trf c6 & kéo dai 14 ngdy d6i voi
bénh nhin da nhiglm khudn,

- Liby ding dinh cho ngudi suy gim chite niing thin; Tuy thes mire 46 suy
gidn ehirs ning thin cda ngudi bénb thong qua 40 thanh this creatinin:

+ He sk thanh thai creatinin tir 30 dén 50 wl/phit; 250mg mdi & giv.
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phi R v vay o quan thm chudn dodn béah ndy v didu 1 cho ngudi
ok bl titw chiy ki ding khdng sinh. Clin hit stc thin trong khi k& don
donpeacs cho ngwin o6 bénh dwing tiéa hia, e bigt 1 vitm daf ting,

Diisng donipenens dii ngdy <6 1 Jam clc ching khang nhay cam phit tridn
gk e, Cloy theo 84 ngudi beak eda thin, Néu bi boi ahifm nghitm trong
trang Wi 8 dung ol phdi nglmg 3 dung thude.

e thidt Wp duoc nghitn o vé 00 an Yodn va hidy qud cda doripencm
sl tré om dudi 18 i,

* Khuyln cdo ding che phic nir o8 thal #d cho con bii:

« Thot ky mang thei:

3 of ohe nghitn e tén ddng vit nhy chudt vi thé che thily dorfipenem
Khdng phy the 0dng bt loi g 851 voi thai nhi. Tuy nhign chum ¢6 nghitn cin
dhy 84 vi dobm soft chit ob¥ Ihi siv dung thude 867 vai phy nik thar ky mang
i Vi vy ohi nbn sir dung thude cho phy ni mang thai trong trudng hop
hibt chex uidt vl Jod ich 18 viing.

v That ky cho oon bl

Hitn chus bilt doripenem ob vilo $is mé¢ khi dang ¢ho con bit khang, ¢iin
shda wong kb 52 dung cho phy nft dang oho ton bi. Nén ngimg cho iré bl
wbu phii dimg thube
v Anh bewing cha thube n kh ndng Jil xe vé vin hank mdy méc:

Ches ghi nhin duge bée cho vé phin img bt loi ndo vé Anh hudmg eva
thadc Hen Ahi ndng 16 xe vi vin hhah mdy mabe, (i thu xe, npudi m viée
wés cxo v ode tnrimg hop kKide. Tuy nhidn, thube o6 thé ply dau diu, budn
mdm, tidy chiy, phibt han, viém tink mach wi chd, Niu ¢é nhimg ddu hidu tén
Khdng sdn 1 xe vi viis hinh mdy abe cho dén khi hé e tidu chimg trén.
Wi ke cha tham vin ¥ kifn bic s, duge s§:

Wiy ohn thim théng tin, hot bic 5§ hole dwoe s§.

Thbug bio cho bic 5§ cde the dung khdng meng mods khi sir dung thude.
Hes dbng: 36 thing ké 1 nghy shn xult,

%
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+ He sh thank thili ceeatinin tir 10 ddn 30 mlphie; 250mg nedi 12 gitr.
Chiing chi djnb:

Myt qud il voi doripenem holie she khing sinh carbapener khic.

“Tien sir di Gog, phin ing phin v¢ véi kbing sinh beta-Jactam,

Thiu trongs

& Ude sind irang cin thin tron ki dimg thude:

Trude khi sir dyng donpensi cﬁn dida tra ky tidn sir dj tmg, phin img qua miln
oin npyrdi bénh voi khang sinh beta-lactam, Néu phan g qué mlin xdy ra ¢
dirng ngay thude va tifn hinh edc lidu phip cdp cine cln thiée,

Thiln trong voi ofc phin tmg di Vg chéo voi oée beta-lactam khic.

D ¢6 bio cdo vidm dyi tring mang gid xdy ra khi sit dyng cde khing sink
phé rdng, vi viy cin quan tm chodn dodn bénh ndy va ditu tri cho nguti bénh
bi tidy chiy khi ding khing sinh. Cln hét st thin trong khi k& dom doripenem
chio nguéi ¢é bénh dubmg tiéu hoa, diic bi¢t 13 vién dpi trang,

Ding doripenem dai ngdy ¢ thé Jm cic ching khdng nhgy cdm phat tridn
qui mire. Chn theo d3i ngudi binh cn thin. Néu bj bii nhiém nghigm trong
trang khi siv dyng cdn phat ngimg sir dung thude.

Chira thidt {ip duge nghién oiru v 4 an ton vi hidu qud eda doripenem cho
198 e dudi 18 i,
¢ Khuyén cdo diing cho phy nit €6 thai vi cho con bik: \

~ Thot ky mang thai: CORY

DX ¢6 cae nghidn ol trén ddng vit nhy chudt va thd chath Qy&éon‘pcncm
khong gly tic dong bit loi gi 461 voi thai nhi, Tuy nhién chua\gd nghién clr
ddy di v kibm sodt chiit chi khi sir dung thude d6i v6i phy alr Yhdi ki mang
thal, Vi vlly chi nén si¥ dung thude cho phy nit mang thai tx\!ﬁg ng hop thilt
cher thidt v Ioi feh 5 ring, VYA

~ Thori &p cho con bit:

Hién chus biét doripenem ¢& vio sta me kbi dang chofly
thn wong khi st dung cho phy nir dang chio con bit. Nén n&m
phéi ding thudc. ity
+ Auh huwdng g vhube 1én khd niug I4i xe va vin hink fdy méc:

Chira ghi xhiin duge bio cho vé phan tmg bt 1o nao vé dnh hidng cia thude
1én kha nang 141 xe v3 vin hanh miy mée, 1 thu xe, ngudi lam vife trén cao va
cdc trubmg hop khic. Tuy nhién, thude ¢6 th goy dau diu, bubn nén, tidu chiy,
phit ban, viém tinh mach 13 ch. Néu ¢6 nhing dén hi¢u irén khong nén 14i se
vi viin binh méy méc cho dén khi hét cde tridu chimg trén,
Tuong thc thude; 5 R

Nghién ciru in vitre cho thiy doripenem khong twang tic voi caccy@ddm P-
450, nén kha ning khong ¢6 twong tdc thude duge dong hoe gilta doripene voi
céc thude duge chuyén hoa boi cdc enzym nay. = .

Khong nén dung chung doripenem vdi probenccid do doripenem bl gidm thai
trir & thin, din dén tang ndng 40 trong huyét tuong, tang dign tich dwdi duimg
cong vk kéo dai thin gian ntra dod thai o,

Ding chung carbap vi acid valproic cé thé lam gidm ndng do didu i
ciia acid valproic vA mit tac dung kidm sodt con dong kinh. Chn phai theo d3i
nénf 4 acid valproic thutmg xuyén vi o6 thé thay d6i luin phign chit khing
Khudn hoic litu phip chéng co gidt.

Che xhuéc'khﬁng sinh khic: Nghién ot in vitro cho thiy ft c¢6 khd ning
doripenem 36 khang hofic bi 481 khing tdc dung béi che khéng sinh khic {nhu
amikacin, co-trimoxazol, daptomyein, levofloxacin, linezolid, vancomyeing,

Tée dung khéng mong mudn:

Di ¢ bo cdo khodng 5% ngudi bénh sy dung doripenem gip phii cég the
dung phy ulr dau déy, budn nbn, tidy chay, phat ban, viém tinh mach tai chd,

Téc dung phy hidm gdp hon (khodng 1%) bao gdm: thifu méu, suy giim
chite ning thin, ting erzym gan, nhifm ndm distmg tiéu hoa,

Qui lidu va cich xir tris

Khi ¢6 ddu higu sir dyung qua lidu doripenem cin ngimg ngay vige si dung thude
va tién baak didu i hé 1o dén Khi thude duge thai trir qua thin, C6 the loai bé
thude bang chay thin nhin o,

Pl foog ob b 43 gip Jhi qud fidn doripencm 13 tinh tegng phét ban, vi tw
hés suu mdt this gian ngung ding thude.
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