CONG TY CP DUQCLIEU  CONG HOA XA HQOI CHU NGHIA VIET NAM
g TRUNG UONG 2 Péc lap — Tw do — Hanh phiic

PHYTOPHARMA sé: 93 /DL2-TBV TP. H6 Chi Minh, ngay 06 thang 01 nam 2025
Viv: Cdp nhdt thong tin thay
déi SPK san phdm Hidrasec
30mg Children Sachets 30's

Kinh giri: SO Y TE TINH BINH PHUGC

Trude tién, Cong ty C4 Phin Dugc Liéu Trung Uong 2 xin cam on sir hd tro va hop tac cla
Quy S& Y té dbi véi cong ty chiing t6i. Trong nhiéu nim lién, cc san phdm ctia cng ty ching toi dd
duoc Quy So Y té tin tuéng va sir dung dé diéu tri cho bénh nhén.

Cong ty ching téi dang cung Umg dén Quy S& Y té san phim Hidrasec 30mg Children
Sachets 30's cua nha san xuit Sophartex- Phap véi sd dang ky VN-21165-18.

San phim di duoc Bd Y té - Cuc Quan ly Dugc phé duyét gia han s6 dang ki luu hanh theo
Quyét dinh 56 03/0P-QLD ngay 03/01/2024 (dinh kém) nén ching t6i da tién hanh nhdp khau san
pham trén theo s dang ky da dugc gia han véi thong tin chi tiét nhu sau:

a £ A A - , A y ~

STT Tén thwong mal Tén Po:_at chat, nong | So ding ky dang So dang ky gia hz{n da
dd-ham lrong cung ung dugc phé duyét
Hidrasec 30mg Racecadotril 300110000624
1| Children Sachets 30's — VN-21165-18 (VN-21165-18)

Sb dang ky gia han da dwoc Cuc Quan Ly Duoc-Bo Y Té cong bd trong danh muc thude
Biét duge gdc theo QP s6 313/QDP-QLD ngiy 21/05/2024 tai dgt 4, STT 10.

Cin cir céc truong hop duge thay thé thubc tring thiu dugce quy dinh tai Khoan 3, Diéu 15
Thong tu sb 07/2024/TT-BYT cling nhu tao diéu kién thuin loi cho viéc thanh toan va dam bao
quyén loi cho ngudi bénh tham gia Bao hidm Y t& dugc thanh todn khi sir dung san phdm Hidrasec
30mg Children Sachets 30's, ching t6i xin dugc thong bao dén Quy S Y té vé su thay di trén va
xin phép cung tmg san phim Hidrasec 30mg Children Sachets 30's theo s6 dang ki gia han da duoc
phé duyét.

Dur kién théi gian cung émg: giira thing 2/2025.

Chuing t6i cam két ngoai viéc thay ddi thong tin sé ding ky, cic thong tin khic cla san phdm
nhu tén va dia chi co s& san xudt, tén thudc, tiéu chuén chét lugng, tudi tho, nhém thube ciing nhu gia
cung tmg ctia san phim khéng thay dbi so véi théng tin san phim tring thiu/dang cung (mg.

Cong ty chin thanh cam on sy hop tac cia Quy So Y té.

Tréan trong kinh chao./.
EN CONG TY
Noi nhgn: & AN o
- Nhutrén; DUgC LIEY
- LuwuVP. TRL\:G UONG 2

Tai liéu dinh kem
1. 03/Qb-QLD ngay 03/01/2024 yo )
2. 313/QD-QLD ngay 21/05/2024 GMEIM‘CDUA%T}MU%EW
oang Van Phuc
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/6 aTR,  Kibi Coc Quin
’Qﬁg Qo B BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

W CUC QUAN LY DUGQC Péc lap - T do - Hanh phiic
sé: 3 /QP-QLD Ha Ngi, ngéy 03 thdng 01ndm2024
QUYET PINH

’Vé viéc ban hanh danh myc 231 thudc nwéc ngoai
dwoc cip, gia han gidy ding ky luu hanh tai Viét Nam - Dot 117.2

CUC TRUGNG CUC QUAN LY DUGC

Cén cit Lugt Duge s6 105/2016/QH13 ngdy 06/4/2016;

Cdn cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phi quy dinh
chirc ndng, nhiém vy, quyen han va co cdu té chize ciia Bg Y té;

Cén cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua Bj trucng BG ¥ té quy
dinh chic ndng, nhiém vy, quyén han vé co cdu t6 chire cia Cuc Quan Iy Duoc thugc
BG Y té;

Cén cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cua B} truong B6 Y té quy
dinh viégc dang ky luu hanh thube, nguyén liéu lam thuoc,

Cén cir kbt ludn cia Héi dong tir vén cdp gidy déng ky heu hanh thubc, nguyén
lidu lam thude - Bo Y té;

Theo dé nghi ciia Truéng phong Déng ky thudc - Cuc Quan Iy Dwoc.

QUYET PINH:

Bleu 1. Ban hanh kém theo Quyét dinh niy danh myc 231 thubc nudc ngoai
dwoc cip, gia han gidy ding ky luu hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muyc 01 thudc nude ngoai duge chp gidy ddng ky luu hanh hiéu lyc 05
nim - Dot 117.2 (tai Phu luc I kém theo).

2. Danh muc 206 thudc nude ngoai duge gia han gidy ding ky hru hanh hiéu
Iyc 05 ndm - Dot 117.2 (Phu luc I kem theo).

3. Danh muc 24 thudc nudc ngoai duge gia han gidy dang ky luu hanh hiéu lyc
03 nam - Dot 117.2 (Phy luc III kém thea).

Didu 2. Co sd san xudt va co s& ding ky thubc cé trach nhiém:

1. Cung cAp thude vao Viét Nam theo ding cac hd so, tai liéu da ding ky vdi
By Y té va phéi in hodc din sé ding ky dugc By Y té cdp 1én nhén thudc.

2 Chap hanh day du phép ludt cia nuéc CHXHCN Viét Nam va céc quy dinh
cia BO Y té vé nhap khéu thudc va luu hanh thudc tai Viét Nam, néu ¢é bét cit thay
ddi gi trong qua trinh luu hanh thuoc & nudce sd tai va & Viét Nam thi phai bdo cdo
ngay cho Cyc Quanly Dugc -B3 Y t€ Viét Nam.

3. Thue hién viéc cép nhit tiéu chuin chit lugng cla thudc theo quy dmh tai
Théng tir s6 11/2018/TT-BYT ngdy 04/5/2018 cuia Bo trudng B6 Y té quy dinh vé chit
luong thubc, nguyén lidu 1am thudc.

4. Cap nhat nhan thudc va to huéng dan str dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cia B trudng BO Y té quy dinh ghi nhan thuoc,
nguyén ligu lam thubc va td hudng dAn sir dung thudc theo hinh thitc thay ddi, bd sung
gidy ding ky luu hanh thuoc quy dinh tai Thong tur 08/2022/TT-BYT ngay 05/9/2022
cua B trudng BO Y té @i véi thude chura cip nhit ndi dung nhin thude, t& huéng dan
sit dung thuéc theo quy dinh tai Théng tu 01/2018/TT-BYT ngay 18/01/2018 cua B§
truémg BO Y t£.
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5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube dugce gia han
glay dang ky hru hanh theo Quyet dinh nay c6 thay 46i vé ndi dung hanh chinh (bao
gom ca mAu nhan va t& huéng din st dung thuoc) phai nhip khéu va luu hanh véi cac
ndi dung 43 dugc phé duyét thay dbi trong hd so gia han.

6 Ph01 hop véi cac co sé didu tri @ thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va téng hop, béo céo theo quy dinh tai Didu 5 Thong tu sb
08/2022/TT-BYT ngay 05/9/2022 cta Bf trurong BO Y té quy dinh viéc ding ky luu
hanh thudc, nguyén liéu 13m thudc @di véi céc thude thudc Danh muc tai Phu luc 11
ban hanh k&m theo Quyét dinh nay.

7. Co st dang ky thudc phai dam bao duy tri didu kién hoat dong trong th&i gian
hiéu lgc cta glay ding ky Iwu hanh thuéc, nguyén liéu lam thude. Trong trudmg hop
khéng con dép ng du didu kién hoat ddng, co s& ding ky phai c6 trach nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Théng tu sO 08/2022/TT-BYT ngay
05/9/2022 cia B truomg Bo Y té trong thdi han 30 ngay ké tir ngdy co s& ding ky
khong con du diéu kién hoat dong.

8. Co s¢ dang ky thudc pha.1 béo cdo BO Y té v& cap nhit tinh trang dép Ung
- Thuc hanh tot san xuét cua co sO san xut thuoc nguyén lidu 1am thudc. Trudng hop
Co SO san xudt bi thu hdi gidy phép san xuit hodic khéng dap tmg Thuc hanh tét sin
xut thudc, nguyén liéu 1am thudc & nudc s& tai, co s& phai thye hién viée béo cao
trong thoi han 15 ngay ké tir ngay c6 thong bdo clia co quan quan ly cd thim quyén
nudc sé tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghl dinh s6 54/2017/ND-CP
ngay 08/5/2017 cia Chinh phil quy dinh chi tiét mot sé diéu va bién phap thi hanh
Luét Duo‘c

Diéu 3. Cac thudc duge gia han gidy ding ky hru hanh tai Quyet dinh ndy dugc
tiép tuc str dung 56 ding ky da cap truée khi gia han trong thoi han téi da 12 thing ké
tir ngdy dugc cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu sb 08/2022/TT-BYT.

})leu 4. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Bleu 5. Gidm dbc So Y té céc tinh, thanh phd tryc thudc trung uong, gidm doc
nha sin xuét va co s& ding ky c6 thudc tai Pidu 1 chiju trich nhiém thi hinh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Biéu 5;

-B§ tru'cmg (a8 blc);

- TTr. B3 Xuan Tuyén (de b/c);
- Cuc Quén Y - B§ Quéc phong, Cuc Y té - B§ Cong 4nd
CucY t&8 GTVT - B§ Giao théng vén tai;
- Téng Cuc Hai quan - B§ Tai chinh;
-Bao hiém X3 hdi Viét Nam;

-B§ Y té: Vu PC, Cuc QLKCB Thanh tra B§, Van
phong HPTV cap GPKLH thuéc, NLLT;

-Sa Y té cic tmh, thanh phé tryc thugc Trung uong;

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

- Téng Cong ty Duge VN- CTCP

- Cac Cong ty XNK duge phim;

- Cic Bénh vién & Vién c6 gnrcng bénh trire thuge BYT;

- Trung tim mua sém tip trung thudc quéc gia;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).

i Tuin Cudng



Phu luc I

DANH MUC 206 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 117.2

(Ban hénh kém theo quyét dinh s6: ... 3......../QP-QLD, ngay03../01./2024 ciia Cuc Qudn Iy Dugc)

STT | Tén thubc | Hoat chitchinh | Dang | Quycich | Tiéu | Tudi 86 ding ky S6
~Ham hrgng | baoché | dénggéi | chuin| tho gia han 1an
(thang) | (Sodangky | gia
da chp) han
1) @) (3 4) 6)] 6 0] ()] 9)
1. Co s& diing ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& sin xuit: Laboratorios Recalcine S.A (Dia chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mautring | Viénnén | Hop 1vix | NSX 36 | 780110000224 | 01
¢6 hoat tinh: bao phim | 28 vién, (VN-17085-13)
Desogestrel gbm 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; tring c6
Vién mau vang ¢é hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mau xanh
luc chi
chira ti
duge, 5
vién mau
vang co
hoat tinh
1.2. Co st san xuit: PT. Abbott Indonesia (Dia chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hondich |Hép 1lox | NSX 36 899100000324 01
100mg/5ml udng 60ml (VN-21163-18)
3. Co s& sén xuét: Sophartex (Dia chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop2vix | NSX 36 300110000424 | 01
100mg 100mg nang 10 vién; (VN-21653-19)
cung Hop3vix
10 vién
4 Hidrasec Racecadotril Thudc Hoép 16 NSX 24 300110000524 | Ol
10mg 10mg/g6i bot ubng | gbi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thuée Hop 30 NSX 24 300110000624 | 01
30mg 30mg/goi bét ubng | goi (VN-21165-18)
Children

2. Co s& ding ky: Agio Phamaceuticals Limited (Dja chi: A-38, Nandjyot Industrial Estate, Kurla
Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)

Maharashtra State, India)

2.1. Co sé san xuit: Agio Phamaceuticals Ltd. (Pja chi: T- 81, 82. M.1.D.C., Bhosari, Pune 411026



STT | Tén thuée | Hoat chat chinh Dang | Quycich | Tiéu | Tuai So ding ky So
— Ham hrgmg bao ché | déng géi | chuin | the gla han lin
(thang) | (So dang ky | gia
da cip) han
1) 2) 3 4 &) © @) @ 9
200 | Bonviva MGi 6ng tiém Dung Hép 1 NSX 24 400110020124 | 01
déng sin 3ml dich tiém | bom tiém (VN-19535-15)
dung dich chira
Ibandronic acid
(duéi dang

Ibandronic acid
monosodium salt
monohydrate)
3mg

97. Co s& ding ky: Zydus Lifesciences Limited (Pja chi: Zydus Corporate Park, Scheme No. 63,
Survey No. 536 Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GJ 382481,

India)

97.1. Co s& sian xuét: Zydus Lifesciences Limited (Pia chi: Kundaim Industrial Estate, Plot No.

203-213 Kundaim, Goa-403 113, India)

201 | Happi 20 Rabeprazole Viénnén | Hop 10vi | NSX 36 890110020224 | 01
Sodium 20mg baotan | x 10 vién (VN-20397-17) '
trong
rudt
202 | Julitam Levetiracetam Viénnén | Hop 10vi | USP 24 890110020324 | 01
1000 1000mg bao phim | x 10 vién (VN-18176-14)

97.2. Co s& san xuit: Zydus Lifesciences Limited (Dia chi: Survey No. 417, 419 & 420, Sarkhej -
Bavla National Highway No. 8 A, Village - Moraiya, Taluka - Sanand, Dist. - Ahmedabad - 382 210,

Gujarat State, India)

203 | Flutiflow Fluticasone Hdn dich | Hp chira BP 24 890110020424 | 01
120 propionate (tu'cmg Xit mii 1 binh xit (VN-20395-17)
duong 50mcg/liéu (12 g)
xit) 0,5mg/g tuong
duong 120
liéu xit.
204 |[IrbezydH | Irbesartan 150mg; | Viénnén | Hop 3 vix | NSX 36 890110020524 | 01
150/12.5 Hydrochlorothiazi 10 vién (VN-15748-12)
de 12,5mg
205 | Vertiko 16 | Betahistine Vién nén | Hop 10 vi BP 24 890110020624 | 01
dihydrochloride x 10 viéen | 2023 (VN-20234-17)
16mg
206 | Vertiko 24 | Betahistine Vién nén | Hop 10 vi BP 24 890110020724 | 01
dihydrochloride x 10 vién 2023 (VN-20235-17)
24mg
Ghi chu:

1. Cdch ghr neu chudn chét heong thudce tai cot [6)

- Nha san xudt (NSX), Tiéu chudn nha san xudt (T CNSX), Tiéu chuén co so (TCCS), In-house c6 y
nghia twong duong nhau, la tiéu chuan chdt lugng thudc do co sé san xudt xdy dung va déu cé thé

duwgc ghi trén nhan thudc.
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- Cdch viét tét cée tiéu chudn chét luong dugec dién: Duge dién Viét Nam (DDVN) Duege dién Anh
(BP), Dugc dién My (USF), Duge dién Nhét Bén (JP), Dupc dién Trung O QOuéc (CP), Dugc dién Chéu
du (EP), Dugc dién Quéc té (IP)...

2. 86 ding ky tai cot (8):
- 86 ding ky gia han la $6 déng ky dugc cap theo quy dinh tai Phu luc VI Ihong tw 08/2022/TT-BYT

ngay 05/09/2022 cua Bo truomg B Y té quy dinh vigc dang ky heu hanh thuoc nguyén ligu lam thude.
- 86 déng ky aa cdp (duge ghi trong ngodc dom) 1a s6 déng ky da duge cdp triede khi thudc duge gia

han theo quyét dinh ndy.
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B, == BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

Cuqum BAY

EgzrgsﬁlgL‘UC QUAN LY DUQC Déc lap - Tw do - Hanh phiic
sé: 313 /QP-QLD Ha Néi, ngay 21 thdng 05 ndm 2024
QUYET PINH

V& viéc cong bd Danh muc thudc biét dwoc gbc - Dot 4 nim 2024

CUC TRUGNG CUC QUAN LY DUGQC

Cén cir Ludt Dugc s& 105/2016/0HI3 ngay 06/04/2016;

Cén cu Nghi dinh s6 95/2022/ND CP ngay 15/11/2022 cua Chinh phit quy
dinh chirc néing, nhiém vu, quyén han va co céu té chirc ciia B§ Y té;

Can cit Théng tir s6 08/2022/TT-BYT ngay 05/9/2022 cia Bé trucng Bé ¥
1é quy dinh viéc dang ky lu'u hénh thube, nguyén ligu lom thudc;

Can cit Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cia B¢ truong B6 Y
1¢ quy dinh chirc ndng, nhiém vy, quyén han va co cdu té chite ciia Cuc Quan Iy
Dugc thude BG Y té;

Theo dé nghi ciia Trudng phong Phong Péng ky thudc - Cuc Quan Iy Duoc.
QUYET PINH:

Diéu 1. Cong bd Danh muc 16 thudc biét duoc géc Dot 4 - nim 2024 tai
Phu lyc k&m theo Quyét dinh nay.

Pidu 2. Quyét dinh nay c6 hidu lirc ké tir ngy ky ban hanh.

Pidu 3. Giam dbc S¢ Y té cac tinh, thanh phé truc thude Trung wong, cic
co s& kinh doanh duge va Gidm déc co s& c6 thudc.néu tai Piéu 1 chiju trach
nhiém thi hanh Quyét dinh nay./.

Noi nhgn; KT. CUC TRUONG

- Nhu Diéu 3;
- B4 truémg Dao Hong Lan (dé b!c) 0 cucC TRUUNG

- Thir trudmg D3 Xuan Tuyén (dc bfc);

- Cyc trudng Vii Tuln Cucmg (@& blc);

- Cuc Quén Y - B§ Quéc phong; Cuc Y té - B4 Céng an; C
Y té GTVT - Bj Giao théng van tai;

- Téng cyc Hai quan - BS Tai chinh;

- Bao hlem Xa hoi Vlet Nam; C

-B§ Y té: Vu Phip ché, Cuc QLKCB, Thanh tra B§; Nguyen Thanh Lim

- Céc Vién: KN thuoc TW, KN thuoc TP. HCM;

- Trung tim mua sim tip trung thude quéc gia;

- Tong Céng ty Duge Viét Nam- CTCP;

- Céc co s& kinh doanh dugc;

- Céc Bénh vién & Vién c6 giudng bénh tryc thude B§ Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, BK (02b).




DANH MUC 16 THUOC BIET DUGC GOC POT 4 - NAM 2024

Phu luc

(Kém theo Quyét dinh 56313 /OD-QLD ngay 21 /05 /2024 cia Cuc Quan Iy Dugc)

STT| Tén thuoe Hoat chat/ Him Dang bao ché; So ding ky Co sé san xut Dja chi co s sén xuit/ Nuée sin
lwgng Quy céch déng gbi xufit
1 |Arduan Pipecuronium Bot dong khé pha | 599114012824 |Gedeon Richter Plc. GySmr6i at 19-21., Budapest, 1103,
bromide 4 mg tiém; (VN-19653-16) Hungary
Hop 25 lp thubc +
: 25 lo dung m6i 2ml
2 {Brexin Piroxicam 20mg Vién nén; 800110067623 |Chiesi Farmaceutici Via San Leonardo 96-43122 Parma,
(duéi dang Piroxicam [Hop 2 vix 10 vién | (VN-18799-15) |S.p.a Italy
beta-cyclodextrin nén
191,2mg)
3 [Cavinton Vinpocetine Dung djch tiém; 599110417523 |Gedeon Richter Plec. Gybmrdi ut 19-21., Budapest, 1103,
10mg/2ml Hop 10 6ng x 2ml | (VN-9211-09) Hungary
4 |Ceclor Cefaclor (duéi dang | Vién nén bao phim | 800110020824 |ACS Dobfar S.P.A Via Laurentina km 24, 730-00071
Cefaclor monohydrate) |giai phéng chém; | (VN-16796-13) Pomezia (Roma), Italy
375mg Hép 1 vi x 10 vién
5 |Diprivan Propofol 10mg/ml Nhii tuong ti€m 800114400123 |Corden Pharma S.P.A Viale Dell’Industria 3, Caponago
ho#c truyén tinh (VN-15720-12) MB, 1-20867, Italy
mach; Hop 5 6ng x
20ml
6 |Diprivan Propofol 10mg/ml  |Nhii tuong 800114400223 |- Co s& san xuat: - Pja chi co s& san xuét:
(1% wiv) tiém/truyén tinh (VN-17251-13) [Corden Pharma S.P.A | Viale Dell’Industria 3, Caponago
mach; - Co s¢ dong gbi: MB, 1-20867, Italy
H6p 1 Bom ti€ém x AstraZeneca UK Ltd - Dja chi co s¢ dong g6i:
50ml Silk Road Business Park, Macclesfield, | |
Cheshire SK 10 2NA, UK :
7 |Eumovate Clobetasone butyrate  [Kem boi ngoai da; | 500100028323 |Glaxo Operations UK |Harmire road, Barnard castle,
cream (dudi dang micronised) [Hp 1 tuyp S5g (VN-18307-14) |Limited Durham, DL12 8DT, UK
0,05% (kl/k1)
8 |Hidrasec Racecadotril 100mg | Vién nang cimg; 300110000424 |Sophartex 21 rue du Pressoir, 28500 Vernouillet,
100mg ' Hép 2 vi x 10 vién; France

Hop 3 vix 10 vién -

(VN-21653-19)
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STT| Tén thuoc Hoat chat/ Him Dang bao ché; So dang ky Co s& sin xuat Dia chi co' s& san xuit/ Nuwée sin
lrong Quy cach déng géi - xufit
9 |Hidrasec 10mg |Racecadotril Thudc bjt udng; 300110000524 |Sophartex 21 rue du Pressoir, 28500 Vernouillet,
Infants 10mg/g6i Hop 16 gbi (VN-21164-18) , France
10 [Hidrasec 30mg |Racecadotril Thudc bdt udng; 300110000624 |Sophartex 21 rue du Pressoir, 28500 Vernouillet,
Children 30mg/gbi Hop 30 gbi (VN-21165-18) France
11 |Hyalgan Natri hyaluronate Dung dich ti€ém VN-11857-11 |Fidia Farmaceutici S.p.A |Via Ponte Della Fabbrica, 3/A 35031
20mg/2ml trong khop; Abano Terme (PD) - Italy
Hop 1 bom tiém,
bom déy sin 2ml
12 |Iressa Gefitinib 250mg Vién nén bao phim;| VN-21669-19 |- Co s¢ san xuét: - Dia chi co s& san xuit:
Hop 1 t0i nhém x 3 Nipro Pharma 428 Okanouchi, Kagamiishi-machi,
vi x 10 vién Corporation, Kagamiishi {Iwase-gun, Fukushima, 969-0401,
Plant Japan
- Co s& déng goi: - Dia chi co s& déng gdi:
AstraZeneca UK Limited | Silk Road Business Park, Macclesfield,
-Cosd kidmtrachdt  |Cheshire, SK10 2NA, UK
lugng va xudt xuong 16: |- Dia chi co s& kiém tra chét lugng va
AstraZeneca AB xut xudng 15:
Gartunavagen, 152 57 Sodertalje,
Sweden
13 |Plendil Felodipine 5mg Vién nén phéng 730110068723 |AstraZeneca AB SE-151 85, Sodertalje, Sweden
thich kéo dai; (VN-20910-18)
Hop 1 chai 30 vién
14 |Sevorane Sevoflurane, Mi chai [ Dugc chat 1ong 800114034723 |Abbvie S.r.l S.R. 148 Pontina Km 52, SNC -
250ml chira: nguyén chit ding | (VN-20637-17) Campoverde di Aprilia 04011 (LT),
Sevofluran 250ml de hit; Italy
Hop 1 chai 250ml
15 |Tarceva Erlotinib 100mg Vién nén bao phim;| VN2-582-17 |- Co s¢ san Xuét: - Pja chi co s& san xuat:
(dudi dang Erlotinib |Hop 3 vi x 10 vién Delpharm Milano S.r.l | Via Carnevale 1, 20054 Segrate (MI),
hydrochloride - Co s& xufit xudng: Italy
109,29mg) F.Hoffmann - La Roche | - Pia chi co s& xuét xudng:
Ltd. Viaduktstrasse 33 4051 Basel,
Switzerland
.”q"‘r\—:—"’ )
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STT| Tén thuoc Hoat chat/ Him Dang bao ché; So diing ky Co s& san xuat Dia chi co s& san xuat/ Nudc sin
lrgng Quy cich déng goi xuat
16 |Tavanic Levofloxacin (duéi | Vién nén bao phim;| VN-19455-15 |Opella Healthcare 56, Route de Choisy, Compiegne,
dang Levofloxacin Hop 1 vix 5 vién International SAS 60200, France
hemihydrate 512,46
mg) 500mg
Ghi chi:

- 86 dding ky 12 ky tw 1a 56 déing ky dwoc cdp méi hodc gia han theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ca Bj
trucmg Bg Y té quy dinh viéc ding ky heu hanh thuéc, nguyén ligu lam thube.

- S6 déng ky da cdp (dugc ghi trong ngodc dom) la s6 déng ky da dugc cdp trude khi thube dugc gia han.




