UBND TiINH KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SO YTE Poc idp - Tw do - Hanh Phiic

sé: 4168 /sYT-NVD Khénh Hoa, ngdy 28 thing 7 nam 2016
V/v cdng bo dot 18 Danh sach cac cong
ty nuée ngoai ¢é thude vi pham chét
lwong; théng béo vé viée rit SPK lwu
hanh thuéc ra khoi danh muyc céc thude
duoc cap SPK luru hanh tai Viét Nam;
dinh chi luu hanh thude

Kinh giri:
- Cacdonvi Y té trong tinh;
- Bénh vién 22/12; Bénh vién Tam tri; BV Mt-Sai
Gon-Nha Trang; Cac phong kham da khoa;
- Phong Y té huyén, thi, thanh phd;
- Cac co sé kinh doanh thude.

S& Y té nhan cac van ban cua Cuc Quéan ly Duaoc, gém c6: van ban sb
12971/QLD-CL ngay 07/7/2016 vé viéc cong bd dot 18 Danh sach céc cong ty
nudc ngodi ¢ thubc vi pham chit luong; Quyét dinh s6 285/QP-QLD ngay
11/7/2016 vé viéc rat s6 dang ky luu hanh thude ra khéi danh muc cac thude dugce
cap sb ding ky luu hanh tai Viét Nam; vin ban sé 11892/QLD-CL ngay 27/6/2016
va vin ban sé 13031/QLD-CL ngay 08/7/2016 vé viéc dinh chi luu hanh thude
khéng dat tiéu chuén chét luong, S& Y té yéu cau céc co quan, don vi, cic co s&
kinh doanh va su dung thudc thuc hién cac ndi dung sau:

1. Tai céc vin ban néu trén tai dia chi: syt.khanhhoa.gov.vn (Muc Van ban S¢

Y té) dé trién khai thuc hién.

2. Cac co s¢ kinh doanh, cac don vi st dung thube kiém tra, ra soat, ding
ngay viéc kinh doanh, sir dyng, tién hanh thu hdi va bdo céo vé S& Y té (phong
Nghiép vu Duoc) néu dang kinh doanh, sir dung mit hang thudc tai cic vin ban
néu trén.

3. Thanh tra S&, Phong Nghiép vu Dwoc, Trung tdm kiém nghiém va Phong Y
té huyén, thi x4, thanh phé c6 trach nhiém kiém tra, giam sat cac don vi thuc hién

théng bao nay; xi Iy cac don vi vi pham theo quy dinh hién hanh, bao cédo S& Y té.



Yéu cau céc co quan, don vi, cac co s& kinh doanh va str dung thudc nghiém
tac thuc hién./.

Noi nhgn: (1, GIAMDPOC |
i ; PO GIAM DOC
-Phong Y té huyén, thi, thanh pho; >

-Trung tdm kiém nghiém;

-Chi cuc QLTT;

-NVY, Thanh tra S&;

-Hoi HNYTTN;

-Béo Khanh Hoa (nha bdo Thao Ly);
-Luu: VT, NVD.

Lam Quang Chidng



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S6: 429+ 4/QLD-CL Ha Ngi, ngay 0F thdng F-ndm 2016

V/v cbng bb dot 18 Danh séch
cac cong ty nude ngoai c6 thude
vi pham chét lugng

| SOY TE TINH KHANH HO

20

1583

inh gri:

| D E N ngad5. F.AG - 8¢ Y té cac tinh, thanh phé truc thude Trung vong.

- Céc cbng ty xuit nhap khéu thube.

r—ﬁi—"-'—'——-—'—'fllhu-c hién quy dmh tai Cong vin sb 13719/QLD CL ngay 23/08/2013 cua

Cuc Quén ly Dugc vé viée kiém tra chét lwong thude nhép khau va Céng vin sb
3256/QLD-CL ngay 05/03/2014 ctia Cuc Quén ly Duogc vé viée huéng dén bd
sung viéc kiém tra chét lwong thube nhap khiu theo tinh thin Céng vin sb
13719/QLD-CL, Cuc Quan ly Dugc théng béo:

1. Céng b6 Pot 18 - Danh sach cic cdng ty nudc ngoai c6 thube vi pham
chét luong phai thuc hién 14y méu kiém tra chit lugng déi véi 100% 16 thudc
nhép khéu (tién kiém); trong d6:

a) C4p nhét ngay cong bd vi pham chét lugng va thdi han phai kiém tra
chét lugng 100% céc 16 thube nhap khiu dbi véi 01 Cong ty do tiép tuc c6 thude
vi pham chét luong dugce phat hién qua hoat dong hau kiém:

- Medico Remedies Pvt., Ltd. - INDIA (Hau kiém).

b) Rut tén cta 06 cong ty ra khoi Danh sach céc cong ty nudce ngoai ¢6
thude vi pham chét lwgng do @3 thue hién 14y mAu kiém tra chét lugng 100% 16
nhép khéu va khéng c6 16 thudc ndo vi pham chét lwong, dap tmg quy dinh tai
khoan 3, Céng vin sb 3256/QLD-CL ngay 05/03/2014 cua Cuc Quan ly Dugc:

- Eurolife Healthcare Pvt., Ltd. - INDIA;

- Flamingo Pharmceuticals Ltd. - INDIA,;

- Miracle labs (P) Ltd. - INDIA;

- Sun Pharmaceutical Industries Ltd. - INDIA;
- Crown pharm Co., Ltd. - KOREA,;

- Union Korea Pharm Co., Ltd. - KOREA.

c) B4 sung 05 Céng ty c6 thude vi pham chét lugng phét hién duoc qua
hoat dong héu kiém:
- All Serve Healthcare Pvt., Ltd. - INDIA (Hau kiém);
- Gelnova Laboratories (India) Pvt. Ltd., India - INDIA (Héu kiém);
- Mepro Pharmaceuticals Pvt. Ltd., India - INDIA (H4u kiém);
- Pragya Life sciences Pvt. Ltd. - INDIA (H4u kiém);
- Young-IL Pharm. Co., Ltd. - KOREA (Hau kiém).
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2. Danh séch cép nhat Dot 18 céc cdng ty nude ngoai c6 thudc vi pham chit
lugng duge déng tai trén trang thong tin dién tir cia Cuc Quan 1y Dugce - Dia
chi: http://www.dav.gov.vn - Muc: Quan ly chat luong thube.

3. Cuc Quén 1y Dugc & nghi S& Y té céc tinh, thanh phé truc thudc Trung
uong chi dao cac don vi thanh tra, quan ly duoc va kiém nghlem thude thude S&
tién hanh kiém tra, giam sét viéc chép hanh céc quy dinh vé klem tra chét luong
thuée nhép khéu lru hanh trén dia ban quan ly va xir ly céc t6 chiic/ca nhan vi
pham theo quy dinh hién hanh.

Cuc Quén ly Dugc thong bao dé céc S& Y té biét va thuc hién./.

KT. CUC TRUGNG

Noi nhin:

- Nhur trén;

- CT. Truong Quéc Cudng (dé ble);

- Vién Kiém nghu‘;:m thuéc TW, Vién Kiém
nghiém 1 thudc Tp. HCM (dé phdi hop);

- Cuc Y té - B§ Cong an, Cuc Quan Y - Bé Quéc phong,
Cuc Y té GTVT - B GTVT (dé phéi hap);

- Phong Thanh tra D&MP, Website - Cuc QLD;

- Luu: VT, CL(TA).
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BOYTE CQONG HOA XA HOI CHU NGHIA VIET NAM |

CUC QUAN LY DUQC
S6:,085 /QP-QLD

Doc lap - Tw do - Hanh phic
Ha Ngi, ngay A/ thing F nam 2016

, QUYET PINH
\ viée rit s6 dang ky Iwu hanh thuoce ra khéi danh muc céc thude

’
A

REN ni 028

So

Y YE TONH KHASH ”,,ﬂ dwge cap s6 ding ky lwu hanh tai Viét Nam

1836 CUC TRUGNG CUC QUAN LY DUGC
+-Céan|ctr Luét Dugc ngay 14 thang 6 ndm 2005;
dn/ cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chirc nidng, nhiém vu, quyen han va co ciu té chirc ctia Bo Y té;

Cin cir Quyét dinh sb 3861/Qb-BYT ngay 30/9/2013 cua Bo truong Bo
Y té quy dinh chirc nang, nhiém vu, quyén han va co chu td chire ctia Cuc Quan
ly dugc thude Bo Y té;

Cin cr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B Y té quy
dinh viéc dang ky thuéc;

~ Can ctr hd so tr nguyén dé nghi rit s6 ding ky cua céc cong ty dang ky

thudc;

Xét dé nghi cua Phong Ding ky thubc - Cuc Quan ly Duoc,

QUYET PINH:

Diéu 1. Rut s6 ding ky cta cac thudc c6 tén trong Danh muc cac thudc rit
s6 dang ky luu hanh tai Viét Nam ban hanh kém theo Quyét dinh nay.

Ly do: Co s& dang ky tu nguyén dé nghi rit sé dang ky luu hanh thude.

Piéu 2. Cac cong ty dang ky, nha san. xudt c4c thubc néu tai Piéu 1 phau
¢6 trach nhiém theo ddi, chiu trach nhiém vé chat lrong, an toan, hiéu qua cia
thube trong qua trinh luu hanh cho dén khi hét han dung cta thuoc d6i véi céc
thudc d& nghi rit sé ding ky néu trén da duoc nhép khau, san xuit trude ngdy

" Quyét dinh nay cé hiéu luc.

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

Piéu 4. Giam dbc S Y té cac tinh, thanh pho trye thude Trung wong, céc

don vi kinh doanh thuéc va Giam dbc co s& ¢6 thube néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhin:
- Nhu Diéu 4;
- B truong Nguyén Thj Kim Tién (dé b/c); b w_Y
- Thir truéng L& Quang Cudng (dé b/c); SEET
- Cuc Quén Y - B6 Quéc phong, Cuc Y té - B§ Céng an;
- Cuc Y té Giao thong vén tai - B4 Giao thong vén ti; £
- Téng cyc Hai quan - B6 Ti chinh, Bao hiém Xa hoi Vit Nalf;  © )
- Vu Phép ché, Cuc Quan 1y Y, Duoc cb truyén Cuc Quan Iy Kham, =~ .
chtta bénh, Thanh tra B Y té, Vién KN thudc TW, Vién KN thide.
TP. HCM; '
- Téng Céng ty Dugc Viét Nam, Cac Céng ty XNK Dugc ?hﬁm
- Céc Bénh vién & Vién c6 givdng bénh truc thufe BY Y te;
- Website Cuc QLD, Tap chi Duge & My phim-Cyc QLD;

- Luu: VP, Céc Phong thufe Cuc QLD, BKT(12).

Trwong Qubc Cudng




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLYDUQC Déc lap - Ty do - Hanh phiic

, e vcore e TNPLRIDG o
CAC THUOC RUT SO PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 {5 /OD-QLD ngay,4fthdngFndm 2016)

1. Cong ty ding ky: Blue Cross Laboratories Ltd-(d/c: A-12, Ambad Industrial Area,
Nasik-422010, Maharashtra, India ).

1.1.Nha san xuit: Delta Generic Formulation Pvt., Ltd. (d/c: Ist Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India ).

STT Tén thude Hoat chit, Him lwgng | Dang bao ché |  S6 diing ky

C6m pha hdn

dich ufng VN-17651-14

1. | Nidicef suspension | Cefdinir 125mg/5ml

2. Cong ty ding ky: Cong ty TNHH Dugc phim Tay Son (d/c: 62 duong 102, Cao L3,
P. 4, Q. 8, TP. H6 Chi Minh, Viét Nam ).

2.1.Nha san xuit: Delta Generic Formulation Pvt., Ltd. (d/c: Ist Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India ).

STT Tén thude ‘Hoat chit, Him Irgng | Dang bao ché S6 ding ky
2. | Celecoxib 100mg | Celecoxib 100mg Vién nang cimg | VN-15840-12
3. | Celecoxib 200mg | Celecoxib 200mg Vién nang cing | VN-15841-12

Atorvastatin (dudi dang Vién nén bao
4. | Vasitor 20 Atorvastatin calcium) hi VN-17020-13
20mg- PRER

3. Cong ty ding ky: Vista Labs (d/c: 4535 Sahara Ave, Las Vegas, NV, USA ).
3.1.Nha sian xuat: Penta Labs Pvt. Ltd. (d/c: Ekkery Gardens, Kallekkad, Shoranur
Main Road, Palakkad 678 015, Kerala, India ).

STT Tén thudc Hoat chit, Him lrong | Dang bao ché S6 dang ky

5. | Metophage 850 gg‘;ti’g“nm hydrochlorid Vler;ﬁ;ﬁ b20 | N.12059-11
Glucosamin 500mg
(Glucosamin sulphate); e i1 bao

6. | Gucartin Chondroitin 100mg hi VN-12720-11
(Chondroitin sulfate s '
natri)

7. | Lomindus Omeprazole:4img Botphatiém | VN-12721-11

' (Omeprazole Natri)



STT ||| Tén thude Hoat chit, Him lwgng | Dangbao ché |  S§ ding ky
Amoxicilin 500mg T . |
(Amoxiciline Vibnndi ban
8. | Penfortin 625 trihydrate); acid n s VN-12722-11
clavulanic 125mg P
_ (Clavulanate potassium)
9. |Pentadrox250 | Cefadroxil 250mg Botphabon |y 1972311
dich udng
10. | Pentafex 100 Cefixime 100mg Betphahon | 1o00a 11
dich uong
11. | Tiloxen 5 Flunarizine 5mg Viénnang cing | VN-12725-11
. Glucosamin 500mg Vi wdiniien
12. | Glicare 500 (Glucosamin sulfate i i VN-13420-11
natri ) P
Levofloxacin 500mg it vidis Tk
13. | Levostar 500 (Levofloxacin hi 1 VN-14391-11
hemihydrate) R
i Rabeprazole 20mg Vién nén bao
14. | Rabotil 20 (Rabegrabole nath ael & 1l VN-14392-11

4. Cong ty ding ky: SM Biomed Sdn. Bhd. (d/c: Lot 90, Sungai Petani Industrial
Estate, 08000, Sungai Petani, Kedah, Malaysia ).

4.1.Nha san xuit: Penta Labs Pvt. Ltd. (d/c: Ekke
Main Road, Palakkad 678 015, Kerala, India ).

ry Gardens, Kallekkad, Shoranur

STT

Tén thube

Hoat chit, Him lrgng

Dang bao ché

S6 ding ky

13.

Kebasyn-500+500

Cefoperazon 500mg
(dudi dang Cefoperazon
natri); Sulbactam
500mg (dudi dang
sulbactam natri)

B0t pha tiém

VN-19743-16

5. Cong ty déing ky: Céng ty cé phén dwoc phim va dich vu thuong mai An Phiic (d/c;
A7, L6 10, Khu d6 thi méi Dinh Céng, Q. Hoang Mai, Ha Néi, Viét Nam ).

5.1.Nha san xuit: Medex Laboratories
Aliyali Parghar - 401 404, India ).

(d/c: 4, Dewan & Sons, Udyog Nagar, Village

STT ||||| Ténithude Hoat chit, Ham lwgng | Dang bio ché | S§ ding ky

Glucosamin sulfate 500mg
(Glucosamin sulfate Vién nan

16. | Ronaldo Capsule | posstasium chloride), - & g VN-12920-11
Chondroitin sulphate &
100mg

; Glucosamin sulfate 500mg Vién nang
17. | Messi Capsule (Glucolaskin sulfate elitng VN-12919-11
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STT Tén thube Hoat chét, Ham lugng { Dang bao ché S6 dang ky.
posstasium chloride)
. Cefpodoxime 100mg Vién nén phén e
18. | Medixam DT 100 {Celindoximoprezed]) o VN-14535-12
. Cefpodoxime 50mg Vién nén phén
19. _Medlxam DT 50 (Cefpodoxime proxetil) s e VN-14536-12
20. | Anserol KIOmepiatols S BOt dong khd | y.14545.12
(Esomeprazole Sodium) pha tiém
Miconazole nitrate 100mg,
21. | Kandimex Oi0APIs S, Viennendgt |y 1353711
Neomycin 20mg am dao
(Neomycin sulfate)

6. Céng ty diang ky: Amtec Healthcare Pvt., Ltd. (d/c: 204, Dattasai Complex, RTC
Cross Road, Hyderabad 500020, India ).
6.1.Nha sian xuat: Delta Generic Formulation Pvt., Ltd. (d/c: Ist Floor, 14, Mahesh-
Naresh Society, Ghodasar, Ahmedabad-50, Gujarat State, India ).

STT Tén thubc Hoat chat, Him hrgng | Dang bao ché S6 ding ky
22. | Deltapril 2.5 Ramipril 2,5mg Vién nang cmg | VN-12838-11
23. | Deltapril 5 Ramipril Smg Vién nang cimg | VN-12839-11

7. Cong ty ding ky: Ambalal Sarabhai Enterprises Ltd. (d/c: Dr. Vikram Sarabhai
Marg., Wadi, Vadodara 390023, Gujarat, India ).

7.1.Nha sin xuit:
Habsi

Prayash Heath Care PVT. Ltd (d/c: Prime Apartments, 4-77/1
da, St.No.8. Hyderabad, India ).

STT Tén thudc Hoat chét, Him lugng | Dang bio ché S6 ding ky
Ceftriaxone 1g
. (Ceftriaxone Sodium), " cn d ,
24. | Silysan Sulbactam 500mg Bot pha tiém VN-12835-11
(Sulbactam sodium) ,
: Rosuvastatin 20mg Vién nén bao
L 25. | Lartim (Rosuvastatin caloum) pibim VN-13477-11

8. Cong ty ding ky: Berna Biotech Korea Corporation (d/c:

Harmony-ro 303 beon—gzl Yeonsu-gu, Incheon, Korea ).

8.1.Nha sin xuit:

(Songdo-dong) 23,

Crucell Switzerland AG (d/c: Rehhagstrasse 79, 3018 Berne

Switzeland ).
STT Tén thudc Hoat chit, Ham lwrgng | Dang bao ché Sé ding ky
VIVOTIF Vi khudn séng giam d6c | Vién nang bao :
26 luc tir chung Salmonella | tan trong rut QLS
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L | ’f}’Pthy2la>2x109 | T

| | CFU : |

9. Cong ty ding ky: Cong ty Cé pkan sinh hoc dwgc phim Ba Bmh (d/c: KCN Qué v3,
Xé& Phuong liéu, Huyen Qué vé, tinh Bdc Ninh, Viét Nam )-
9.1.Nha sin xuit: Céong ty Cé6 phin sinh hoc dwoc phdm Ba Dinh (d/c: KCN Qué va,
Xa Phu‘o’ng liéu, Huyén Qué vé, tinh Béc Ninh, VzetNam )-

STT Tén thudc Hoat chit, Him lwgng | Dang bao ché S6 ding ky

27. | Stopzhere Levonorgestrel 1,5 mg Vién nén QLDB-490-15

10.  Cong ty diang ky: Cong ty co ) phin dwoc phim OPV (d/c: 86 27 duong 34, KCN
Bién Hoa 2, TP, Bzen Hoa, Pong Naz Viét Nam ).
10.1. Nha sin xuét: Cong ty co phan dwegec phim OPV (d/c: S6 27 duong 34, KCN
Bién Hoa 2, TP.Bién Hoa, Péng Nai, Viét Nam b

STT Tén thube Hoat chéit, Him lugng | Dang bao ché S6 ding ky
Clopidogrel (duéi dang " _
28. |(Chsartex 75 clopidogrel bisulfat) ¥itn nen ba0 | yp92194.15
75mg P ‘

Truong Qubc Cuong
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Die I3p - Tu' do - Hanh phuc
- 86: m4gz. /QLD-CL _ Ha Noz, ngay Dg.;. thang 6 nam 2016

V/v: dinh chi lwu hanh thube
khong dat tiéu chuan chét huong

SOV CTE TINH KHAN nKi_' gl'Ii
. _ss 1080
DEN Nqiv 06 7

COUYRR i ST
| - Can clr Cong vin sb 357/'VKNTTW-KH clua Vlen Kiém nghlem thude
Trung wong g kém phiéu kiém nghiém sé 46L 266 ngay 31/05/2016 vé thube
vién nén bao phim Rom-150 tablets (Roxithromycin 150mg), s6 16: ZET1709,
NSX: 22/07/2014, HD: 21/07/2017 SDK: VN-17178-13 do Cong ty Zee
Laboratories (Indla)*san xuat, Cong ty TNHH MTV Dugc pham Trung trorng 2
(ten Iﬁél la Céng ty C’% phin Dm;fc pham Trung uo*ng Codupha) nhap khau Mau
B nehiém thudo :

- S& Y té cac tinh, thinh pho tnrc thuqo Trung uong;
TN Cong ty Co phan Dugc pham Trung uong Codupha.

té Hapu Medlcenter, s6 1 Nguyen Huy Tuorng, Thanh Xuén, Ha NQI) Thuoc
khéng dat tiéu chuin chét lwong vé chi tieu Do hea tan.
Cuc Quan 1y Dugc théng béo: iy
1. Pinh chi luu hanh toan qudc thube vién nén bao phlm Rom-150 tablets
(Roxithromyein 150mg), sé 16: ZET1709, NSX: 22 7!2014 HD: 21/07/2017,
SBK: VN-17178-13 do Céng ty Zee Laboratories (India) san xudt, Cong ty
INHH MTV Dugc phim Trung mmg 2 (ten ‘méi 14 €ong. fysa.Cc: phan Dugc
pham Trung wong Codupha) nhép khau. &
2. Céng ty C6 phén Duge phém Tmng uong Cﬂdupha phdi hop véi nha
cung chp va phan phéi thuoc, phai: -
+ Tr(mb rhm gtan 05 ngay, gm théng bﬁc 'r:tm 'tm.céc co s& ban buén, ban
phim Rom: | _d‘)é'thmmycm lSOmg),

nha»? khau Vé ','.if:' wanh thu ho

néu trén.

+ Gmb%aé.ﬁtbuhﬁwé




chung ve viée thuc hu;n thu ho1 tzu cac co s¢ bdn budn, ban lé, sir dung dd mua
thude theo quy. dinh tai Thongntu s6 09/2010/TT-BYT ngay 28/04;’2016 ciia Bo

Y te huo*ng dan viéc quan ly chat luo'ng thube,

886 Y té céc tinh thanh phd tryc thude Trung ufcmg, Y té cac ngar
bao cho céc co so kinh doanh, st dyung thudc thu hdi 16 thude khong

1h thong
dat chét

Iuong néu trén, klern tra va gu’im sat cdc don vi thuc hién thong bao na ; XU ly

nhung don vi vi pham theo quy dmh h1en hanh; béo céo vé Cuc Quan
va qac co quan chire nédng c¢6 hén quan.

f-t SG‘ Y té Tp. HaNol S& Y ’ﬂe Tp. H Chi Minh kiém tra va g;am S
ty Cto' phan Duqc pham Trung ucmg Codupha thuc hién viéc thu hdi

ly Duogc

at Cong
va xu ly

thude bi thu hdi theo quy dinh. i ;
Cl,u, Quéan ly Dugc thong bao de céc don vi biét va thuc hién ./. .

Noi s | KT. CUC TRI

= C Tmang Quoc Cuong (de ble), i

- VKN thuée TU, VKN thude Tp. HCM; |
- (,\.qc, Quan Y ~Bd quoc phéng ; =
- CI,lQYtﬁ Bj Cong an; Bsilc il

- C_‘_'YtéGWT Bonlvit. . .| | .
- Cac ph KT, Thmh.jf. a Buqc-MP"" :
‘ Tépc D phdm, Website - - Cuo QLD

ong ty. 'INHH Thucmg mai va Duge phim Th1¢n Nhén
Q ﬁy 105, tang . Trung tam phin phdi dugc phim va
trang 't‘mét Trung tam phan phélD gc phéim va Trang
thxét byt Hapu Medlcenter, so 1 Nguyén Huy T Lré‘ng,
Thanh Xua.n Ha Nt“pl) (de. thyre hién);
- L vr CL(TA).

,
o

'ONG

Eat




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
S6: 43034./QLD-CL Ha Néi, ngay 08 thdng . Fnam 2016

V/v: Binh chi luu hanh mét hang
thudc khong dat tiéu chuén chat lrong

SOY TE TiNH KHANH HOA |

A 8o F5%%. inh guri:
DEN resuds. .46

CRUYEN. c.ovveereecei, J

- S&Y té céc tinh, thanh phé trye thugc Trung wong;
- Céc cong ty kinh doanh xuét nhép khau thude.

- Cin ¢ vao cac qui ché digc hién hanh cta Viét Nam.

- Cén cur Quyét dinh sb 236/QD-QLD ngay 18/5/2015 ctia Cuc trudng Cuc
Quaén ly Duge vé viéc khong xem xét, tiép nhén hd so nhép khau, hé so ding ky
thudc va rat sé ding ky luu hanh céc thubc do cong ty AMN Life Sciences Pvt.
Ltd. India san xuAt ra khoi danh muc céc thudc duge cép sb déng ky tai Viét Nam.

- Cin ct cong van sb 284/VKNT-KHTH ngay 02/06/2016 cta Vién Kiém
nghiém thube Tp. HCM giri kém phiéu kiém nghiém s6 0311/VKN-KT2016 ngay
02/06/2016 vé thudc Vién nén bao phim Ampodox-200 (Cefpodoxime Proxetil
Tablets USP 200mg), S6 16: AMNBO51H14, HD: 05/08/2017, SPK: VN-8557-
09 do Céng ty AMN Life Science Pvt., Ltd. (India) san xudt, Cong ty Cb phén
VN Pharma nhap khiu. MAu thudc do Vién Kiém nghiém thubc Tp. HCM l4y tai
Coéng ty TNHH Duoc Vit tu y té Dik Nong, 151B Tén Pic Thing, P. Nghia
Thanh, TX. Gia Nghia, Tinh P4k Néng. Thudc khéng dat tiéu chudn chét luong
vé chi tiéu D9 hoa tan.

Cuc Quan ly Duoc thong bao:

1. Pinh chi luu hanh trén todn qudc mit hang thude Vién nén bao phim
Ampodox-200 (Cefpodoxime Proxetil Tablets USP 200mg), SDK: VN-8557-09
do Cong ty AMN Life Science Pvt., Ltd. (India) san xuét, Cong ty Cé phdn VN
Pharma nhép khéu.

2. Cong ty Cb phin VN Pharma, cic céng ty xudt nhép khau thube phdi hop
v6i nha cung cép, phai:

+ Gtri thong béo thu hdi téi nhimg noi phan phdi, sir dung mit hang thude Vién
nén bao phim Ampodox-200 (Cefpodoxime Proxetil Tablets USP 200mg), SDK:
VN-8557-09 do Cong ty AMN Life Science Pvt., Ltd. (India) séan xuét va tién
hanh thu hdi toan bd mit hang thude néu trén.

+ Gri bdo cdo thu hdi v& Cuc Quan ly Duge trude ngay 05/08/2016, hd so thu
hdi bao gdbm sb lugng nhép khiu, ngdy nhép khau, sé lugng thu hdi, céc bang
chimg v& viée thuc hién thu hdi tai cic co s& ban budn, ban 1é, sir dung d3 mua




thuoc theo quy dinh tai Thong tw s6 09/2010/TT-BYT ngay 28/04/2010 ctiaB6 Y
té hudng dén viéc quan 1y chét lwong thube.

3. 86 Y té céc tinh, thanh phé truc thude Trung wong, Y té cac nganh thong
bdo cic co sd kinh doanh, sit dung thudc thu hdi mat hang thubc néu trén; kiém
tra va gidm sat cdc don vi thuc hJen théng bdo ndy; xir Iy nhitng don vi vi pham
theo quy dinh hién hanh; bao cdo vé Cuc Quéan ly duoc va cac co quan chire ning
c6 lién quan.

4.8 Y té tinh Dak Nong, S&'Y té thanh phd Hé Chi Minh kiém tra, xit Iy cée
don vi vi pham theo quy dinh hién hanh.

Cuc Quén ly Dugc théng bao dé céc don vi biét va thuc hién ./.
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