BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dgc lap - Ty do - Hanh phic
S6: f46 /QP-QLD Ha Noi, ngay g thang /yndm 2016
QUYET PINH

Vé viée ngirng xem Xxet, tlep nhan ho so' nhap khiu, hd so dang ky thudc,
dinh chi luu hanh, thu hoi va rut 50 dang ky lwru hanh thude ra khoi danh
muc cédc thuoe dwge cgp s0 diang ky tai Viét Nam.

CUC TRUGNG CUC QUAN LY DUQC

Cin cir Luit Duogc ngay 14 thang 6 nadm 2005;

Cin ¢ Nghi dinh s6 63/2012/ND- CP ngay 31/8/2012 cua Chinh pht quy
dinh chirc niing, nhiém vu, quyén han va co cAu tb chirc cia B§ Y 8; -

Cin ¢ Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia Bd truémg BO Y t€
quy dinh chitc néng, nhi¢m vu, quyén han va co céu t6 chire ciia Cuc Quan 1y Duoc
thuéc Bo Y té;

Ciin ot Thong tu sé 44/2014/TT-BYT ngay 25/11/2014 cia By Y té quy dinh
viéc ding ky thubc;
 Cancir Théng tir s6 09/2010/TT-BYT ngay 28/04/2010 clia B§ Y té hudng
din viéc quan 1y chéat lugng thuoc;

Can ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 cua Bo Y té hudéng din
hoat dong xuit khiu, nhap khiu thubc va bao bi tiép xic tryc tiép véi thude.

Xét @& nghi ctia Trudmg phong Thanh tra duge, my pham, Trudng phong
Quan Iy chét lrgng thudc va Phu trach phong Dang ky thuéc Cyc Quan ly Duge,

QUYET PINH:
Piéu 1. Rut toan bd sb ding ky thude do Cdng ty M/s Prayash Healthcare Pvt
Ltd san xuét trong Danh muc ban hanh kém theo Quyét dinh nay ra khoi Danh muc
céc thude dugc cép sé dang ky luu hanh tai Viét Nam.
*Ly do:
- San xuét, cung cép thudc khong diing dia chi trong hd so ding ky thudc da
duge Bo Y té xét duyét.

- Sén xuét thudc khong dat yéu cdu chét lugng theo quy dinh vé quén 1y chét luong
thudc ctia B§ Y té.



T

Dieu 2. Ploh chi Iru hanh trén todn quéc va thu héi todn bé cic thube trong
Danh muc ban hanh kém theo Quyét dinh nay. Céc co s& nhap khau, uy thic nhip
khiu cac thudc néu trén thuc hién thong bao thu hoi, thu hdi va bio cdo két qua thu
hoi thude theo qui dinh tai Thong tir s§ 09/2010/TT-BYT ngy 28/4/2010 cia By Y
té huéng dn quan Iy chét lugng thuée. |

Piéu 3. Ngimg tiép nhin méi hd so ding ky thudc, hd so nhap khau thudc,
nglmg xem xét hd so nhép khéu thube, ngieng cép sb déng ky luu hanh thudc déi
véi céc thube do Cong ty M/s Prayash Healthcare Pvt Ltd ddng ky va‘hodic sin xuit
trong thoi han 24 thang,

Diéu 4. Cyc Quan Iy Dugc dé nghj B6 truéng B Y té riat Gidy phép hoat
dfng cta doanh nghiép nudc ngoai vé thude va nguyén liéu 1am thude tai Viét Nam
d6i véi Cong ty M/s Prayash Healthcare Pvt Ltd.

Piéu 5. Quyét dinh niy c6 hidu hre k& tir ngay ky ban hanh.

Ditu 6. Gidm déc S& Y & céc tinh, thanh phé truc thudc Trung wong, Gidm
dbc céc don vi kinh doanh thude, Gidm déc co s& dang ky va/hodc sin xult cac
thudc néu tai Pidu 1, 2, 3 chju trich nhidm thi hanh Quyét dinh nay.

" KT.CUC TRUONG
Noi nhén: - : 2

- Nhu Bidu 6; PHO CU TRUONG
- BT. Nguyén Thj Kim Tién (48 b/c); e -
- Céic &/c Thit tnrémg (48 blc);

- Cyc Quén Y - B§ Quéc phong, Cuc Y té - B§ Cong an;

- Cuc Y € Giao théng vén t3i - B Giao thong vén tii;

- Tong cyc Hai quan - B Tai chinh, Bao hifm X& héi Viét Nam;

- Vu Phép ché, Cye Quén Iy Y, Duge ¢d truyén, Cue Quin 1y Khim,
chita bénh, Thanh tra B§ Y té, Vién KN thude TW, Vién KN thudc
TP. HCM; |

- Tong Céng ty Dugc Viét Nam, Hiép héi SXKD Duge, Cie Céng ty
XNK Dugc phim;

- Cac Bénh vién & Vi¢n c6 givdng bénh trye thude BO Y té;

- Tap chf Duge & M§ phdm-Cuyc QLD;

- Luu: Céc phong thude Cyc QLD, VP (02b).




CUC QUAN LY DUGC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM

Déc lap - Tu do - Hanh phic

LUU HANH VA THU HOI

DANH MUC CAC THUOC BI RUT SO PANG KY, PINH CHI

(Ban hanh kém theo Quyét dinh 56 £/, /QD-QLD ngay j¢ thing 49 ndm(#)

1. Cong ty dang ky: Cong ty Ambalal Sarabhai Enterprises Limited (d/c:
Dr. Virkram Sarabhai Road, Wadi, Vadodara-390023 Gujarat, India).

1.1. Nha san xudt: Céng ty M/s Prayash Healthcare Pvt Ltd (d/c: Habsiguda,
Street.No.8. Hyderabad-500 007, India)

STT

Tén thude

Hoat chat

Dang bio ché

S6 diing ky

1

Propido

- | Cefpodoxime proxetil

Vién phén tan

VN-4961-10%*

1.2. Nha san xuit: Cong ty M/s Prayash Healthcare Pvt Ltd (d/c: Prime
Apartments, 4-77/1 Habsiguda, St.No.§. Hyderabad, India)

folic

STT | Tén thube Hoat chat Dang biao ché | So ding ky

1 Praymetfo Metformin HCI; Vién nén VN-12148-11%
Glibenclamide _

2 Silysan Ceftriaxone Sodium, Bétphatiém | VN-12835-11*
Sulbactam sodium

3 Lartim Rosuvastatin calcium Vién nén bao | VN-13477-11%

phim
4 Foloup Amlodipine besilate | Vién nén VN-14729-12
5 Praymed Ferric hydroxide Vién nhai VN-15524-12
Tablet polymaltose complex, acid

2. Cong ty ding ky: Cong ty co phan Ca Sau Vang (dc:243/4 Té Hién Thanh,
P.13, Q.10, TP. H6 Chi Minh).

2.1. Nha san xuit; Cong ty M/s Prayash Healthcare Pvt Ltd (d/c: 185-186,
Yellampet, Medchal Mandal, Ranga Reddy District, A.P, India).

cing

STT | Tén thudc Hoat chit Dang bao ché | S0 ding ky
1 Omeprazole- | Omeprazole 20mg Vién nang VN-16989-13
20 :




2 Praycide 100 | Cefpodoxim (dudi dang Viénnén bao | VN-17318-13"
Cefpodoxim proxetil) phim
100mg

3 Praycide 200 | Cefpodoxime (duéi dang | Viénnénbao |VN-17319-13
Cefpodoxime proxetil) phim
200mg

3. Cong ty diing ky: Céong ty TNHH Dirge
308, Lé Trong Tan, P, Phuong Mai, Q. Thanh

3.1. Nha sén xuét: Céng ty M/s Prayash Heal

Street.No.8. Hyderabad-500 007, India). '

phim Tén Thinh (dc: §é 38, ngo
Xuédn, Ha Ngi).

thecare Pvt Ltd (d/c: Habsiguda,

STT | Tén thube Hoat chit Dang bio ché | S6 ding ky

1 Ketorac Ketorolac tromethamine Viénnén bao | VN-5167- 1'0*
phim

2 | Praril Ramipril Vién nén VN-5168-10*

4. Cong ty dang ky: Cong ty TNHH Du
Kim, Hoang Mai, Ha Néi).

4.1. Nha san xuit: Cong ty M/s Prayash Healthcare

gc pham VNP (de: O 54 F3, KPT Pai

Pvt 1Ltd (d/c: Habsiguda,

Street.No.8. Hyderabad-500 007, India).

STT | Tén thude Hoat chit Dang bao ché | S6 ding ky
1 Cexil Cefdinir 300mg Viénnén bae | VN-19077-15
| | phim
2 Freemove Glucosamin (duéi dang vién nén bao | VN-19430-15
Glucosamin sulfat kali phim
clorid twong duong 750mg
Glucosamin sulfat)
588mg; Methyl sulphonyl
methan 250mg | _
3 Nocough 60ml siro chira; Siro VN-19596-16
Dextromethorphan HBr |
60mg; Chlorpheniramin
maleat 16mg; Guaifenesin
600mg

5. Cong ty dang ky: Coéng ty TNHH Duge phim L& Khaii (de: O 5/4 Khu
ADC, Duong 4, P. Phii Thanh, Q. Tén Phii, TP. H6 Chi Minh).

5.1. Nha san xuit: Cong ty M/s Prayash Healthcare Pvt Ltd (dic: 185-186,
Yellampet, Medchal Mandal, Ranga Reddy District, A.P, India). |




STT | Tén thudc Hoat chat D@l::% ; e S6 ding ky
1 Ginful Glucosamin Sulfate Vién nén bao | VN-17685-14

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

phim

6. Cong ty diing ky: Cong ty TNHH Thuwong mai Dwgc pham Viét A (dc: S6
nha 32, ngo 259, duong Vinh Hung, phwong Vinh Hung, qudn Hoang Mai, Ha

N6i).

6.1. Nha san xuft: Cong ty M/s Prayash Healthcare Pvt Ltd (d/c: Prime
Apartments, 4-77/1 Habsiguda, St.No.8. Hyderabad, India).

STT | Tén thudc Hoat chit Dang bao ché | S0 diing ky
1 Vitamom 'Ferrous fumarate, Folic Vién nang VN-15382-12
acid, Vitamin B12, Kém cirng
sulphate monohydrate

7. COng ty dﬁng ky: Cong ty TNHH TM Dugc pham Qudc té Minh Viét (de:
22/66 Cur xd Lit Gia, P/15, Q.11, TP. H6 Chi Minh).

7.1. Nha san xuit: Cong ty M/s Prayash Healthcare Pvt Ltd . (d/c: 185-156,
Yellampet, Medchal Mandal, Ranga Reddy District, A.P, India).

STT | Tén thudc Hoat chiit Dang bao ché So ding ky
1 Zulipid 10 Rosuvastatin (dudi dang Viénnénbao | VN-17403-13
Rosuvastatin Calci) phim

8. Cong ty dang ky: Cong ty TNHH TM Dugc pham Sana (dc: S6 13, Duong
DDI12, khu H11, P. Tén Hung Thudn, Q.12, TP H6 Chi Minh).

8.1. Nha san xuat: Cong ty M/s Prayash Healthcare Pvt Ltd (d/c: 155-186,
Yellampet, Medchal Mandal, Ranga Reddy District, A.P, India).

STT

Tén thude

Hoat chat

Dang bio ché

S6 ding ky

1

Dupraz 20

Rabeprazol natri 20mg

Vién nén bao
tan trong rut

VN-19458-15




8.2. Nha san xuét: Cong ty M/s Prayash Healthcare Pvt Ltd (dic: Habsiguda, = -
Street.No.8. Hyderabad-500 007, India).

STT | Tén thube Hoat chit Dang bio ché S6 diang ky
1 Prakuff Mbi 60ml chira: Ambroxol | Siro VN-19633-16
HCI 240mg; Terbutalin
sulphat 15mg; Guaifenesin
600mg
5 Pintenol Acetaminophen 32 Smg; Vién nénbao | VN-19925-16
Tramadol HCI 37,5mg phim

(*) S6 ding ky hét hidu luc

KT. CUC TRUONG
PHO CUC TRUONG
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