
CONG HoA xA HOI CHU NGHiA VIET NAM. . .
I>Qc l~p - T,! do - H~nh phuc

Ha N(Ji, ngay)g thang 01 nam 2017

BO GIAO THONG vAN TAr
CljCYTE

S6: 5"5 ICYT-NVYD&TTBYT
VIv ngimg xem xet, ti~p nhan he, sa
nhap khau, he, sa dang Icy thuoc, dinh
chi hru hanh, thu h6i va rut s6 dang
ky hru hanh thuoc ra khoi danh muc
cac thuoc duoc d.p s6 dang ky tai
Viet Nam

Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t~ chuyen nganh GTVT.

Ngay 28112/2016, C\lCQuan ly DUQ"c- BQ Y t~ co Quyet dinh s6 6161QD
QLD vS viec ngirng xem xet, tiep nhan h6 sa nhap khau, h6 So' dang kY thuoc,
dinh chi luu hanh, thu h6i va rut s6 dang kY luu hanh thuoc ra khoi danh ID\lC
cac thuoc duoc cftp s6 dang kY tai Viet Nam do cong ty Mis Prayash Healthcare
Pvt Ltd san xuftt.

DSdam bao chfttluong thuoc phuc vu cho cong tac kham, chua benh, C\lC
Y t~ GTVT yeu c~u cac dan vi:

1.Thong bao thong tin tren trong toan dan vi·
2. Danh sach c~p nh~t danh ID\lCcac thu6c bi rut s6 dang ky, dinh chi lUll

hanh va thu h6i dUQ"cdang tai tren trang thong tin di~n til cua C\lCY t~GTVT
Dia chi: http://ha.mt.gov.vn - M\lc: Chi d~ova huang dan nghi~p V\l y t~.

C\lCY t~ GTVT thong bao dScac dan vi bi~t va thvc hi~n./. -vIv'

NO'inh~n:
- Nhu tren (Qua website C\lC Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.
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BOYTE
CVC QuAN LV DUQC

S6: o,{6 IQD-QLD

CQNG HoA xA HQI CHU NGHiA VIf,T NAM
Dqc lip - TV do - H~nh phuc

Ha N(Ji, ngay"""g thang jd__ nam 2016

QUYETDJNH
V~vi~c ngirng xem xet, ti~p nh~n hBSO' nhip kh§u, hB SO' dang ky thu8c,
dinh chi hru hanh, thu h8i va rut s8 dang ky hru hanh thu8c ra khoi danh

, ~ / muc cac thu8c dUQ'cc~p s8 dang kY t~i Vi~t NaIlL... .' "
• V6f CUC_Y_TE GIAO T_~_HONG V!,-_N TAl

_ Cfl1'.,lf: VA'\I nEN
CVC TRUONG CVC QUANLYDUQC

1 2 -01- 2017

sO': 6./f .Can cu Lu~t Diroc ngay 14 thang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/NI)-CP ngay 3118/2012 cua Chinh phu quy
dinh clnrc nang, nhiem vu, quyen han va co c~u t6 clnrc cua BQY t8;

Can cu Quyet dinh ~6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY t8
quy dinh chirc nang, nhiem vu, quyen han va co cAut6 chtrc cua C\lCQuan Iy Duoc
thUQCBQY t8;

Can cu Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua BQY t8 quy dinh
viec dang Icy thuac;

Can cu Thong tu s6 09/2010m-BYT ngay 28/04/2010 cua BQY t8 huang
db viec quan Iy ch~t luqng thu6c;

Can cu Thong tu 47/20 1O/TT-BYT ngay 29/12/2010 cua BQY t8 huang db
ho~t dQng xu~t khdu, nh~p khdu thu6c va bao bi ti8p xUc trvc ti8p vOi thu6c.

Xet d8 nghi cua TruOng phong Thanh tra duqc, my phfun, TruOng phong
Qmin ly ch~t luqng thu6c va Ph\l trach phong Dang Icy thu6c - Cvc Quan ly Duqc,

QUYETDINH:

Di~u 1.Rut toan bQ s6 dang Icy thu6c do Cong ty Mis Prayash Healthcare Pvt
Ltd san xu~t trong Danh m\lc ban hanh kern thea Quy8t dinh nay ra khoi Danh m\lc
cac thu6c duqc c~p s6 dang Icy luu hanh t~i Viet Nam.

*Ly do:

- San xuAt, cung c~p thu6c khong dung dia chi trong hd so dang Icy thu6c da
duqc BQY t8 xet duy~t.

- Sanxudt thu6c khong ~t yeu c~u ch~t luQ11gthea quy dinh v8 quan Iy ch~t IUQ11g
thu6c CllaBQY t8.



f)i~u 2. Dinh chi hru hanh tren tom qu6c va thu h6i tom bQcac thuoc trong
Danh muc ban hanh kern theo Quyet dinh nay. Cac co sa nhap khfiu, uy thac nh~p'
khfiu cac thudc neu tren thuc hien thong bao thu h6i, thu h6i va bao cao k€t qua thu
h6i thuoc theo qui dinh tai Thong nr s6 09/201 om-BYT ngay 28/4/2010 cua"BQY
tS huang ddn quan ly chdt hrong thuoc.

f)i~u 3. Ngirng tiSp nhan moi h6 sa dang ky thuoc, h6 sa nh~p khAuthuoc,
ngirng xern xet hB sa nh~p khAuthuoc, ngimg cdp s6 dang ky hru hanh thuoc d6i
voi cac thuoc do Cong ty Mis Prayash Healthcare Pvt Ltd dang kY vatho~csan xudt
trong thoi han 24 thang,

f)i~u 4. C\lC Quan ly Diroc dS nghi BQ tnrong BQY tS rut Gidy phep hoat
dQngcua doanh nghi~p nu6c ngoai vS thu6c va nguyen li~u lam thu6c ~i Vi~tNam
d6i v6i Cong tyMis Prayash HealthcarePvt Ltd.

f)i~u 5. QuySt dinh nay c6"hi~uhrc kS til ngay kY ban hanh.
f)i~u 6. Giam d6c Sa Y tS cae tinh, thanh ph6 tl¥c thuQcTrung uang, Giam

d6c cae dan vi kinh doanh thu6c, Giam d6c ca sa dang kY vatho~c san xudt cac
thu6c neu t~i DiSu 1, 2, 3 chiu trach nhi~rnthi hanh QuySt dinh nay.

Ndi nhQ.n:
- NhuDi8u6;
- BT. Nguy~n Thj Kim Tien (de b/c);
- Cac dlc Thir truOng (de b/c);
- C\lc QuAnY - B~ Qu6c pMng, C\lCY t~ - B~ COngan;
- C\lCY te Giao thOngv~ t8.i - B~ Giao thOngv~ tAi;
- TAngC\lCHill quan - B~ Tai chinh, Bao hi8m Xii Mi Vi~tNam;
- V\l Phap che, C\}cQuan 19Y, DuQ'ccOtruy8n, C\lc Quan 19KMm,
ch1:tab~nh, Thanh tra B~ Y te, Vi~n KN thu6c TW, Vi~n KN thu6c
TP.HCM;
- TAngCOngty DuQ'cVi~t Nam, Hi~pMi SXKD DuQ'c,Cac COngty
XNK DuQ'cph6;
- Cac B~nh vi~n& Vi~n c6 giuimg b~nh tr\lc thu~c B~ Y t~;
- TI;lPchi DuQ'c&My ph6-C\lc QLD;
- LUll:Cac pMng thu~c C\lCQLD, VP (02b).

KT.eve TRUONG
PH6 eve TRUONG



BOYTE
cue QUAN LY mroc

CONG HoA xA nor Cm] NGHlA ~T NAM
. DQcl~p - Tl1do - H~nh phuc

I. r I. w " .,

DANH MVC cAc THUOC Bl RUT SO DANG KY, DINH CHI
LUU HANH VA THU HOI

(Banhanh kern thea Quyet dinh s6 6A b /QD-QLD ngay .J_~? thang A:l nam:!(;ff)

1. Cong ty dang ky: Cong ty Ambalal Sarabhai Enterprises Limited (dlc:
Dr. Virkram Sarabhai Road, Wadi, Vadodara-390023 Gujarat, India).
1.1. Nha san xuat: Cong ty MIs Prayash Healthcare Pvt Ltd (dlc: Habsiguda,
Street.No.8. Hyderabad-500 007, India)

STT Ten thuAc Hoat chit nfng bao ch~ sA dang Icy

1 Propido Cefpodoxime proxetil Vien pharrtan VN-4961-10*

1.2. Nha san xuat: Cdng ty MIs Prayash Healthcare Pvt Ltd (dlc: Prime
Apartments, 4-7711Habsiguda, St.No.8. Hyderabad, India)

STT Ten thuAc HOftchit Dfng bao ch~ sAdang kY
1 Prayrnetfo Metformin HCI; Vien nen VN-12148-11*

Glibenclamide
2 Silysan Ceftriaxone Sodium Bot pha tiem, VN-12835-11*

Sulbactam sodium
3 Lartirn Rosuvastatin calcium Vien nen bao VN-13477-11*

4 Foloup
phim

Amlodipine besilate Vien nen VN-14729-12

5 Praymed Ferric hydroxide
Tablet polymaltose complex acid

Vien nhai VN-15524-12

folic '

2. Cong ty dang kyo Con ty ~). J..
P.13, Q.10, TP.H6 Chi M7nh).co phan cs Sau Yang (tJc:243/4ToHiin Thanh,

2.1. Nha san xuat: Cdng ty MIs Pra
Yellampet, Medchal MandaI R R ydash~ea~thcare Pvt Ltd (dlc: 185-186

, anga e dyDistrict, A.P, India). '

STT Ten thuAc Hoat chit nfng bao ch~ sA ding kY
1 Orneprazole- Omeprazole 20mg

20 Vien nang VN-16989-13
clIng



2 Praycide 100 Cefpodoxim (du6i dang
.

Vien nen bao VN-17318-13

1
Cefpodoxim proxetil) phimlOOm.e;

3 Praycide 200 Cefpodoxime (du6i dang Viennen bao VN-17319-13Cefpodoxime proxetil) phim200mg

3. Cong ty dang ky' Can ty TNHH . ;c

308,u Trong Tan P Phu~g 11 • Q DThalfrchPhamTan Thjnh (de:S638, ngo
,: " lV.J.al,. n Xuan, Ha N6i).

3.1. Nha san xuat: Cong ty MIs Prayash Healthcar .
Street.No.8. Hyderabad-500 007, India). e Pvt Ltd (dlc: Habsiguda,

SIT Ten thu6c Hoar ch~t Dang bao ch~ S6 dang ky
1 Ketorac Ketorolac tromethamine Vien nen bao VN-5167-1O*

phim

2 Praril Ramipril Vien nen VN-5168-10*

4. Cong ty dang ky: Cong ty TNHH DlfrC pham VNP (de: 654 F3, KDT Dai
Kim, Hoang Mai,Ha N9iJ. .

4.1. Nha san xuat: Cong ty Mis Prayash Healthcare Pvt Ltd (dlc: Habsiguda,
Street.No.8. Hyderabad-500 007, India).

STT Ten thu6c Hoat ch~t Dang bao ch~ S6 dang kY
1 Cexil Cefdinir 300mg Vien nen bao VN-19077-15

phim

2 Freemove Glucosamin (dum dang vien nen bao VN-19430-15
Glucosamin sulfat kali phim
clorid tuang dirong 750mg
Glucosamin sulfat)
588mg; Methyl sulphonyl
methan 250mg

3 Nocough 60ml siro chua: Siro VN-19596-16
Dextromethorphan HBr
.60mg; Chlorpheniramin
maleat 16mg; Guaifenesin
600mg

5. Cong ty dang ky: Cong ty TNHH D,llQ'c ph~m ~e ~ai (de: 6 5/4 Khu
ADC, Duong A, P. Phu Thgnh, Q. Tan Phu, TP.Ho ChzMznh).
51 Nhasan xuat: Cong ty MIs Prayash Healthcare Pvt Ltd (dlc: 185-186,
Y~liampet, Medchal Mandai, Ranga Reddy District, A.P, India).



, .
STT Ten thuac Hoat chit Dang bao sa dang ky. ch~
1 Ginful Glucosamin Sulfate Vien nen bao VN-17685-14

(duoi dang glucosamin phim
sulfate kali chloride)
750mg; Chondroitin
sulfate (duoi dang natri
chondroitin sulfate)
400mg

6. Cong ty dang ky: Cong ty TNHH Thuong mal DuQ'cphim Vi~t A (de: S6
nha 32, ngii 259, duong Vinh Hung, phuang V'inhHung, qudn Hoang Mai, Ha
N(Ji).
6.1. Nha san xuat: Cdng ty Mis Prayash Healthcare Pvt Ltd (dlc: Prime
Apartments, 4-7711 Habsiguda, St.No.8. Hyderabad, India).

STT Ten tbuAc Hoat chAt Dang bao ch@ J.So dang kY
1 Vitamom .Ferrous fumarate, Folic Vien nang VN-15382-12

acid, Vitamin B12, Kern cimg
sulphate monohydrate

7. Cong ty dang ky: Cdng ty TNHH TM DuQ'cphim Quac t~Minh Vi~t (de:
22166 c«xa io Gia, PI15, Q.11, TP.H6 Chi Minh).
7.1. Nha san xuat: Cong ty Mis Prayash Healthcare Pvt Ltd. (dlc: 185-186,
Yellampet, Medchal Mandai, Ranga Reddy District, A.P, India).

STT Ten tbuAc Hoat chAt Dang bao cb@ sA dang kY

1 Zulipid 10 Rosuvastatin (duoi dang Vien nen bao VN-17403-13
Rosuvastatin Calci) phim

8. Cong ty dang ky: Cong ty TNHH TM Duoc phim Sana (de: S6 13,Duong
DD12, khu HI1, P. TanHung Thudn, Q.12, TPH6 Chi Minh).
8.1. Nha san xuat: Cong ty Mis Prayash Healthcare Pvt Ltd (dlc: 185-186,
Yellampet, Medchal Mandai, Ranga Reddy District, A.P, India).

STT Ten tbuAc Hoat chAt Dang bao ch@ sA dang kY

1 Dupraz 20 Rabeprazol natri 20mg Vien nen bao VN-19458-15
tan trong ruQt
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8.2. Nha san xuat: eong ty Mis Prayash Healthcare Pvt Ltd (die: Habsiguda; _
Street.No.8. Hyderabad-500 007, India).

STT Ten thu8c Hoat chit Dang bao ch~ sa dang Icy
1 Prakuff M6i 60ml chua: Ambroxol Siro VN-19633-16

HCI 240mg; Terbutalin
sulphat 15mg; Guaifenesin
600mg

2 Pintenol Acetaminophen 325mg; Vien nen bao VN-19925-16
Tramadol HCI37,5mg pbim

(*) 86 dang kY h8t hi~u hrc

KT. eve TRlJONG
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