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UBND TINH GIA LAI SAO Y BAN CHINH

SOYTE
S6: 469 /SY-SYT Gia Lai, ngay OF thang 11 nam 2019
Kinh giri:

- Céc co so kham, chita bénh trong toan tinh;
- Phong Y té huyén, thi xa, thanh pho;

S¢Y te sao y ban chinh cong van 56 490/TTMS-NVD ngay 06/1 1/2019 cua
Trung tdm Mua sam tap trung thubc Qudc Gia vé viée thay d6i so dang ky cua thude
trung thau DTTT cap Qubc gia Zyrova 5.

Iy
Noi nhin: TL. GIAM POC
- Nhur trén; CHANH.VAN PHONG
- Website S&; e

- Luu VT, NVD.




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM MUA SAM Poc lap - Tw do - Hanh phic
TAP TRUNG THUOC QUOC GIA
S6: 490 / TTMS-NVD Ha No¢i, ngay 06 thang 11 nam 2019

V/v thay déi sé dang ky cua thude tring thau
DTTT cap Quoc gia Zyrova 5

Kinh guri:
-SoY té céc tinh, thanh phd truc thude trung wong,
- Y té cac Bo/nganh, ,
- Céc bénh vién/vién co giuong bénh truc thudc Bo Y té

Ngay 23/4/2019, Giam déc Trung tam Mua sam tap trung thude Quoc gia da ban
hanh Quyét dinh s6 25/QD-TTMS vé viéc phé duyét két qua lua chon nha thiu Goi thau
s6 2: Cung cap thude generic ndm 2019-2020 cho cac tinh mién Bic; Mi hiéu:
DTTT .generic.02.2018; Quyét dinh 56 26/QD-TTMS vé viéc phé duyét két qua lua chon
nha thau Géi thau s 3: Cung cap thudc gener ic ndm 2019-2020 cho cac tinh mién Trung;
Ma hiéu: DTTT.generic.03. 2018; Quyét dinh s6 27/Qb-TTMS vé viéc phé duyét két qua
lua chon nha thdu Goi thau s 4: Cung cép thudc generic nam 2019-2020 cho céc tinh
mién Nam; M4 hiéu: DTTT. generic.04.2018. Trong do, san pham Zyrova 5 co So dang ky
VN-15260-12 (cong van gia han SBK dén 16/7/2019) cung cap cho co sd y té trén toan
quéc.

Ngay 20/3/2019, Cuc Quan ly Dugc da cép Glay phép luu hanh san pham cho
thude Zyrova 5 tai Quyét dinh s6 164/QD-QLD, cu thé nhu sau:

Tén hoat chit, Quy cich, dang

A A N A 3 \ ~ A - -
€ s ' o ; ST
Tén thuoce him hrgng bao chfa, duong | Handung | So ding ky Nurée san xuit
ding
Rosuvastatin H.('),p 10.\.“ X ] ¢ . VN-21692- | Cadila Healthcare
Zyrova§ vién. vién nén 24 thang

Smg 19 Ltd - India

bao phim, udng

Trung tdm mua sam tdp trung thudc Qudc gia thong bao va guri kém theo Giay phép
luu hanh san pham Zyrova 5 dugc Cuc Quan ly Duoc cap ngay 20/3/2019 dé So Y té cac
tinh, thanh phé truc thude trung wong, Y té cac Bo/nganh, céc co s& y té biét. ){4 oy

Noi nhin:

- Nhur trén;

-TT. Nouyén Truong Son (dd bao cdo);

- Céng ty C6 phan Duge pham TBYT Ha Ngi (dé thuc hién);
- Trung tam Giam dinh bao hiém y té va Thanh toan da tuyén
khu vire phia Bic (de phm hop t/h): ‘

- Céc Pho Giam déc (dé phdi hop t/h);

- Luu: VP, NVD.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc lap - Tw do - Hanh phiic
Sé: 64 /QP-QLD Ha Ngi, ngay g0 thangs ndam 2019
QUYET PINH

Ve vi?c ban hanh danh muc 326 thuée nuwée ngoai
dwoe cap sb ding ky lwu hanh tai Viét Nam - Dot 102

CYC TRUONG CUC QUAN LY DUQC

Céan cir Luét Dugc ngay 06 thang 4 ndm 2016;
Cén cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy

a

dinh chirc nang, nhiém vy, quyén han va co cau t6 chitc cia B Y té;

~ Cénectr Quyét dinh sé 7868/QB—BYT ngay 28/ 12/20518 cia Bé truong B6 Y
t€ quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chirc ctia Cuc Quan ly
Duge thude B Y té; .

Cén c&r Théng tu s6 44/2014/TT-BYT ngay 25/11/2014 ciia BS Y té quy
dinh viéc ding ky thube,

Can ctr y kién cia Heéi ddng tu van cip gidy dang ky lwu hanh thuéc,
nguyén lidu lam thubc - B Y té;

Xét dé nghi cua Truéng phong Pang ky thubc - Cuc Quén Iy Dugc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyédt dinh ndy danh muc 326 thudc nude
ngoai dugc cap s6 dang ky luu hanh tai Viét Nam - Dot 102.

, Diéu 2. Nha san xuft va cong ty ding ky thude c6 trach nhiém cung cég
thuoe vao Vigt Nam theo ding cdc ho so tai liéu da ding ky véi B Y té. S6
déng ky dwoge Bo Y t€ Vigt Nam cdp phai duoc in 1én nhan thude. Sé ding ky ¢
ky higu VN-.....-19 c6 gid tri 05 nam ké tir ngay ky Quyét dinh.

Dieu 3. Nha san xudt va cong ty ding ky thubc phai chép hanh diy du
phap luét cia nudc CHXHCN Viét Nam va céc quy dinh cta Bo Y t€ vé nhép
khau thudc va luu hank thude tai Viét Nam; néu c6 bét ctr thay doi gi trong qua
trinh luu hanh thube & nude so tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quén ly Dugc - B§ Y té Viét Nam.



Pidu 4. Dbi véi cac thube ban hanh kém theo quyét dinh nay va thuéc danh
muc thubc déc va nguyén lidu doc lam thudc theo quy dinh tai Théng tu
06/2017/TT-BYT ngay 03/5/2017 ctia B Y té vé viéc ban hanh danh muyc thude
ddc va nguyén lidu déc lam thube; cong ty ding ky, co s& san xuat phai cdp nhat
quy dinh vé thudc ddc trén nhén va huéng dan sir dung theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ctia Bd Y té quy dinh ghi nhan thudc,
nguyén lidu 1am thudc va t& huéng din sit dung thudc va chi dugc san xuét, luu
hanh thudc trén thi trudng sau khi Cuc Quan Iy Dugc phé duyét ndi dung cap
nhét nay.

Piéu 5. Quyét dinh c6 hidu luc ké tir ngay ky ban hanh.

Pitu 6. Giam dbc S& Y té céc tinh, thanh phd tryc thude trung uong,
gidm doc nha san xuat va cong ty dang ky cé thudc tai Piéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

CUC TRUONG

Noi nhgn:

- Nhu Piéu 6;

- B6 trudng Nguyén Thi Kim Tién (dé b/e);

- TT. Truong Quéc Cucmg (dé ble);

- Cuc Quén Y - BY Quéc phong, Cuc Y té - Bo Céng an;
-CucY té Giao théng vAn tai - B§ Giao théng vén tai;

- Tong cuc Hai quan - B Tai chinh;

- Bao hiém Xa hoi Viét Nam; Mo
- Vu Phép ché, Cuc Quan ly Y, Duge ¢b truyen Cuc Quan ly
Kham, chira bénh - B8 Y té, Thanh tra B6 Y té;

- Vién KN thubc TW, Vién KN thudc TP. HCM;

- Téng Céng ty Dugc VN;

- Céc Cong ty XNK Dugc phim;

- C4c Bénh vién & Vién c6 giudng bénh tryc thue Bo Y té;

- Website cia Cyc QLD, Tap chi Duge & MP - Cyc QLD;

- Luu: VT, KDD, BKT(10).




CUC QUAN LY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
DBjc ldp - Ty do - Hanh phic

DANH MYC 326 THUOC NUGC NGOAI PUQC CAP SO PANG KY HIEU LUC 5 NAM
POT 102

Ban hanh kem theo quyét dinh s6/64-./QD-QLD, ngay o0./.3./.:2419

1. Cong ty ding ky: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street,
#23-28 Duo Tower, Singapore 189352 - Singapore)

1.1 Nha san xuft: Mylan Laboratories SAS (D/c: Route de Belleville, Lieu-dit Maillard, 01400
Chatillon-sur-Chalaronne - France)

A £ Hoat chit chinh - Dang bao | Tudi| Tigu Quy cach sé di 2
% 2 A J ds kv
sl Tén thite ITam lugng ché tho {chuin déng goi o dang iy
| |Betaserc 24mg Betahistin Vién nén 36 INSX [HoépSvix 10 VN-21651-19
dihydroclorid 24mg thang vién, hdp 5 vi x
- - - b ———— - wen. 20 Vién - -
2 |Duspatalin retard Mebeverin Vién nang 36 NSX |Hop3vix10 | VN-21652-19
hydroclorid 200mg |cimg giai  |thang vién
phong kéo
dai

1.2 Nha sin xuit: Sophartex (B/c: 21, rue du Pressoir 28500 Vernouillet. - France)

. £ Hoat chit chinh - | Dang bao |Tudi| Tigu Quy cich Sé dine kv

i o Share Ham lugng ché tho (chudn| déng géi AR

3 |Hidrasec 100mg Racecadotril 100mg |Vién nang 36 [NSX |[Hop2vix 10 | VN-21653-19
clmg thang vién

2. Cong ty ding ky: Actavis International Limited. (Dre: BLB 016 Bulebel Industrial Estate,
Zejtun ZTN 3000 - Malta)

2.1 Nha san xuét: Actavis Ltd. (D/c: BLBO16 Bulebel Industrial Estate, Zejtun ZTN 3000 - Mualta)

. £ Hoat chit chinh - | Dgng bao |Tudi| Tisu Quy cdch S ;
: 0 ding k
oFL Tontimss Ham lrgng ché tho |chudn|  déng géi ad
4 |Actelsar HCT Telmisartan 40mg; |Vién nén 24 INSX |Hop2vix 14 VN-21654-19
40mg/12,5 mg Hydrochlorothiazid ‘{thang vién
12,5mg

Trang 1




BP 500mg

dang amoxicillin
trihydrat) S00mg

cling

thang|6

vién

21. Cong ty ding ky: Cadila Healthcare Ltd. (P/c: "Zydus Tower" Statellite Cross Road,
Ahmedabad 380015 - India)

21.1 Nha sén xuit: Cadila Healthcare Ltd. (D/c: Kundaim Industrial Estate, Plot 203- 213,
Kundaim, Goa 403 115 - India)

p Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich s6 dine ki
s PR Ham hrong ché | tho |chudn| déng géi gh
41 [Nucoxia 60 Etoricoxib 60mg Vién nén bao| 24 |INSX |[Hop 10vix 10 | VN-21691-19
i 1 |phim thang|  Ivién .
42 |Zyrova s Rosuvastatin (duéi | Vién nén bao| 24 |[NSX [Hoép 10vix 10 | VN-21692-19
dang rosuvastatin  |phim thang vién
calcium) Smg

22. Cong ty diang ky: Cadila Pharmaceuticals Limited (P/c. Sarkhej Dholka Road, Bhat -
Ahmedabad, 382210, Gujarat - India)

22.1 Nha san xuéit: Cadila Pharmaceuticals Limited (D/c: 1389, Trasad Road, Dholka- 382225,
Distric: Ahmedabad, Gujarat State - India)

" £ Hoat chét chinh - | Dang bao Tubdi Tiéu Quy cich Sé ding kv
o Tt Ham lwgng ché tho |chuin dong goi aa
43 [Haem up Injection Sét nguyén t6 (dudi |Dungdich | 24 |USP39|Hop S bng Sml | VN-21693-19
dang phirc hop st |tiém thang
hydroxyd véi
sucrose) 20mg/ml

23. Céong ty ddng ky: Chi nhénh cong ty c6 phin dwgc phdm TW Codupha Ha N§i (P/e: S6 16
6 C2/NO Khu Nam Trung Yén, phuong Trung Hoa, Qudn Cau Giay, Ha Ngi - Viét Nam)

23.1 Nha san xuét: Euro-Med Laboratoires Phil., Inc (B/c: Km 36, Gen. Emilio Aguinaldo
Highway, Dasmarinas, Cavite - Philippines)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S& dine kv
ald Ve Bubz Ham lugng ché tho |chuan| déng géi SO
44 |Sodium Chloride Natri clorid 9mg/ml |Dung dich 36 |USP [Hop 50 ong VN-21845-19
9mg/ml (0.9%) tiém thang|39 §ml; Hop 50
parenteral solution ong 10ml

23.2 Nha san Xudt: Sopharma AD (D/c: Vrabevo vig, 5660 district of Lovech - Bulgaria)

Trang 10
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