
SAO Y BAN CHINH UBND TINH GIA LAI 
SelYTE  

S6: 4 6q  /SY-SYT 	 Gia Lai, ngay 	thang 11 nam 2019 

Kinh 
- Cac co so lcham, chaa benh trong town tinh; 
- Phong Y t6 huy0, thi xa, thanh ph6; 

SO.  Y t6,sao y ban chinh c6ng van so 490/TTMS-NVD ngdy 06/11/2019 cila 
Trung tam Mua sam tap trung thu6c Quoc Gia ye vie;c thay doi so Bang 14,  cua thuoc 
trung thau DTTT cap Quoc gia Zyrova 5. 

No'i 
- Nhu teen; 
- Website Set; 
- Ltru VT, NVD. 
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So: 490 / TTMS-NVD 
V/v thay doi so ding ky cua thutic trung thau 

DTTT cap Quoc gia Zyrova 5 

CONG HOA XA HOI CHU NGIIIA VIET NAM 
DO lap - Tty do - H4nh pink 

Ha Noi, ngily OG 'hang 11 nam 2019 

Kinh 
- Sir Y to cac tinh, thanh ph9 trvc thu9c trung uang, 
- Y to cac B9/nganh, 
- Cdc b'nh viO/vie.n c6 gitrang t*'nh trvc thu9c Bo Y to 

Ngay 23/4/2019, Giam d6c Trung tam Mua sam,  tap trung thuoc Qu9c,  gia cid ban 
hanh Quyet dinh so 25/QD-TTMS ve 	phe duyt ket qua lua chon nha thau Goi thau 
so 2: Cung cap thuoc generic nam 2019-2020 cho cac tinh mien Bac; ma h*: 
DTTT.generic.02.2018; Quyect dinh so 26/QD-TTMS v6' viec phe duy't ke't qua,lva chon 
nha that! GOi thau so 3: Cung cap thu6c generic !lam 2019-2020 cho cac tinh mien Trung; 
Ma hiu: DITT.generic,03.2018; Quy& dinh so 27/QD-TTMS ve viec phe duy't ket qua 
lva chgn nha thau G6i thAu so 4: Cung cap thuoc generic nam 2019-2020 cho cac tinh 
mien Nam; Ma hi4u: DTTT.generic.04.2018. Trong do, san pham Zyrova 5 c6 SO dang ky 
VN-15260-12 (cong van gia han SDK den 16/7/2019) cung cap cho Ca so. y to ten town 
quoc. 

Ngay 20/3/2019,,  Civic Quan 1yDugc 	cap GiAy phep 	hanh san 	cho 
thuOc Zyrova 5 t 	u et dinh so 164/ D- LD cu the nhu sau: 

Ten thuoc 
A Ten hoat chat, 

ham Lyon 

Quy each, clang 
• • him che, dtroug dung 

 

• 

Han clang A So clang 14 Hang san xuat - 
. 

Nu'oc san xuat 

Zyrova 5 Rosuvastatin 
5mg 

Hop 10 vi x 10 
• 

vien. vien nen 
bao_phim, uong 

24 thang VN-21692- 
19 

Cadila Healthcare 
Ltd - India 

Trung tam mua sam tap trung thu9c Qu9c gia thong bao va giri kern theo GiAy phep 
luu hanh san phAm Zyrova 5 dugc Cvc Quan ly Duac cap ngay 20/3/2019 de So.  Y to cac 
tinh, thanh pho trvc thu9c trung uang, Y to cac BOVnganh, cac ca se y to bier. Jru 

Nal nhe:in: 
- Nhtr tren; 
- TT. Nguyen Trtrerng San (de bito cao); 
- Cong ty CO phan DIrcie pharn:FBYT Ha NOi (deA  thkre hien): 
- Trung tam Giant dinh bao hiem y to N/A Thanh wan da tuyen 
khu vtre phia Bac (de phoi hop t/h): 
- Cac Pito Giant doe (de phoi hop t/h): 
- Ltru: VP, NVD. 

Nguygn Trl Dung 



BQYTE  
CliJe QUAN LV  DUVC 

/QD-QLD 

CQNG 11QA XA. HQI C111) NGHIA VIVI' NAM 
DOc lap - 	do - 11#nh phiic 

Ha ATN, ngaydo theing3 nam 2019 

QUYET DINH 
ve vifc ban hanh dank myc 326 thutw nu'&c ngoai 

duvc cap s6 thing 	hanh t4iVi;et Nam - Dvt 102 

C1iC TRU'oNG CUC QUAN LY DOC 

Can dr Luat Duvc ngay 06 thang 4 nam 2016; 

Can dr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phil quy 
dinh ch6c nang, nhiem vu, guyen han va ca cau to chk c6a BQ Y te; 

, Can cu Quyet dinh s6 7868/QD-BYT ngay 28/12/2018 dm BO truang BO Y 
te quy dinh chirc nang, nhiem vu, guyen han va ca cAu to chirc cua Ciic Quan ly 
Duvc thuec BQ Y te; 

Can dr Thong tu s6 44/2014/1  I -BYT ngay 25/11/2014 dm BO Y t6 quy 
Minh viec dang ky thu6c, 

Can cir Y kien c6a 	dens tu van cap giay clang ky luu hanh thu6c, 
nguyen lieu lam thu6c - BO Y t6; 

Xet de' nghi cua Truong phong Dang ky thu6c - Cuc Quan ly Ducc, 

QUYET DfNH: 

Dieu 1. Ban hanh kern theo Quyet dinh nay danh tout; 326 thuific ntrac 
ngoai duvc cap so &rig ky km hanh tai Viet Nam - Dcrt 102. 

Dieu 2. Nha san xuAt va cOng ty dang ky thuoc co trach nhiem cun4 cap 
thu6c vao 'Viet Nam ,theo nag cac he so tai lieu da dang 	vai BO Y te. SO 
(tang 	ductc BO Y te Viet Nam clip phai ductc in lets ratan thutic. SO dang 14 co 
ky hieu VN- 	-19 c6 gia tri 05 nam ke to ngAy ky Quyet dinh. 

Dieu 3. Nha san xuat va co.ng ty dan.g ky thu6c phai chap hanh day du 
phap luat dia nu& CHXHCN Viet Nam va cac quy dinh cua Bg Y te ye nhap 
khau thuoc va km ,hanh. thuoc tai Viet Nam; neu c6 bat dr thay dui gi trong qua 
trinh Itru hanh thuoc o nizoc ser tai va er Viet Nam thi phai bao cao ngay cho Cuc 
Quan ly Duac - BO Y to Viet Nam. 



Di&I 4. D6i yeti cac thueic ban hanh kern theo guy& dinh nay va thuec danh 
mix thuoc dec va nguyen lieu dec lam thuec theo quy dinh tai Thong to 
06/2017/TT-BYT ngay 03/5/2017 dm Be Y to ve viec ban hanh danh mix thu6c 
dec va nguyen lieu dec lam thu6c; dog ty clang k'Y, co s6 sat xuat phai cap nhat 
quy dinh ve thuiic dec teen than va huong clan sir dung theo quy dinh tai Thong 
to 01/2018/TT-BYT ngay 18/01/2018 dm Be Y t6 quy dinh ghi nhan thu6c, 
nguyen lieu lam thuoc va tip twang d'an sir dung thu6c va clii dugc san xuat, luu 
hanh thu6c ten thi twang sau khi Cuc Quan 17 Dugc phe duyet nei dung cap 
nhat nay. 

Di41 5. Quyet dinh ce hieu luc ke tir ngay 14.  ban hanh. 

Ditu 6. Giam dec Ser Y to cac tinh, tharth phe true thuec trung uong, 
giam (lox nha san xuat va cong ty clang 14 có thuec tai Dieu I chiu trach nhiem 
thi hanh Quyet dinh nay./. 

C1JC TRIYONG 
Ntri nhp: 
- Nhtr Dieu 6; 
- Be twang Nguyen Thi Kim Tien 	b/c); 
- 	Trucmg Qu6c Ctrimg (de b/c); 
- Cue Quart Y - BO QuOc phang, Cue Y t6 - BO Cong an; 
- Cuc Y te Giao thong van tai - BO Giao thong van tai; 
- TOng cue Hai quan - BO Tai chinh; 
- Bao hiem Xa hOi Viet Nam; 
- Vp Phil) ch.& Cue Quart. 1Y Y, Ducrc co truy6ri, Cuc Quan 1Y 
Kham, china benh - BO Y te, Thanh tra Y te; 
- Vien KN thu6c TW, Wen KN thu6c TP. HCM; 
- Icing Cong ty Dtrqc VN; 

Cac Cong ty XNK Dirge phem; 
- Cac Benh vien & Vien co giu&ng benh nix thuOc BO Y te; 
- Website cUa Cuc QLD, Tap chi Duqc & MP - Cue QLD; 
- Lull: VT, KDD, DKT(10). 

Tun Ciromg 



80 Y TE 	 CONG HOA XA HQI CHU NGHTA VIET NAM 
CUC QUAN 11? DOC 	 DOc lUp - Tkr do - Hanh phuc 

DANH MVC 326 THUOC NIY6C NGOAI DUVC CAP SO BANG KY HItU LAIC 5 NAM 
DVT 102 

Ban hanh kem theo quyezt dinh seq(*../QD-QLD, ngay 411,11 _JD. kg 

1. Cong ty &mg k3-: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street, 
#23-28 Duo Tower, Singapore 189352 - Singapore) 

1.1 MA san xudt: Mylati Laboratories SAS (D/c: Route de Belleville, Lieu-dit Maillard, 01400 
Chatillon-sur-Chalaronne - France) 

STT Ten thu6c Hol.it chAt chinh - 
Mtn luvng 

Dang bao 
die 

Tu6i 
tic 

Tien 
chuan 

Quy dichA 
ding gni 

So thing 14 

I 

2 

Betaserc 24mg 

Duspatalin retard 

Betabistin 
dihydroclorid 24mg 

Mebeverin 
hydroclorid 200mg 

airiwartaaido.a........••••*•.....ar..........**•••••••oworamorataaiwi....waofteaka.....sampowaaioara..................
Was....a xama wao.a6.....a. 

\lion nen 

Viet) nang 
cting giai 
pheng keo 
dai 

36 
thang 

36 
thang 

NSX 

NSX 

Hip 5 vi x 10 
vien, hep 5 vi x 
20 vien  

Hep 3 vi x 10 
vien 

VN-21651-19 

VN-21652-19 

1.2 NhA san xuit: Sophartex (D/c: 21, rue du Pressoir 28500 Vernouillet. - France) 

STTTen thu6c  Hoat chAt chinh - 
Ham luvng 

Dan ban 
the 

Tuii 
th9 

Tieu 
chuan 

Quy each 
Along gal 

S6 ding 1,4 

3 Hidrasec 100mg Racecadotril 100mg Vien nang 
drng 

36 
thang 

NSX Hop 2 vi x 10 
vien 

VN-21653-19 

2. Cling ty ding kY: Actavis International Limited. (D/c: BLB 016 Bulebel Industrial Estate, 
Zejtun ZTN 3000 - Malta) 

2.1 NMI san xudt: Actavis Ltd. (D/c: BLB016 Bulebel Industrial Estate, Zejtun ZTN 3000 - Malta) 

STT Ten thutic Hot chdt chinh - 
Ham luvng 

Dung bac, 
the 

Tudi 
th9 

Tiotl 
chudn 

Quy each 
deng g6i 

6 5 	clang Icy 
 

4 Actelsar HCT 
40mg/12,5 mg 

Telmisartan 40mg; 
Hydrochlorothiazid 
12,5mg 

Vien nen 24 
thang 

NSX Hep 2 vi x 14 
vien 

VN-21654-19 

Trang 1 



      

BP 500mg dung amoxicillin 
trihydrat) 500mg 

cirng (hang 6 vien 

      

21. COng ty ding ky: Cadila Healthcare Ltd. (D/c: "Zydus Tower" State!lite Cross Road, 
Ahmedabad 380015 - India) 

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

STT Ten thuic Hoat chit chinh - 
Ham hroug 

Dan hio 
the 

Tuii 
th9 

Tien 
chain 

Quy each 
ding gii 

S6 ding k* 

41 Nucoxia 60 Etoricoxib 60mg Vien nn bao 
phim  

24 
thing 

NSX Hp 10 vi x 10 
vien 

VN-21691-19 

42 Zyrova 5 Rosuvastatin (dueri 
ding rosuvastatin 
calcium) 5mg 

Viet nen bao 
phim 

24 
thing 

NSX Hp 10 vi x 10 
vien 

VN-21692-19 

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

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

STT Ten thaw Hoat chit chinh - 
Ham Itryng 

Dm hi° 
che 

Tu61 
th9 

Tien 
chutin 

Quy each 
thing gel 

S6 ding 14 

43 Haem up Injection Sit nguyen tii (diroi 
clang phirc hop sit 
hydroxyd v61 
sucrose) 	20mgirril 

Dung dish 
dem 

24 
thing 

USP39 Hp 5 eng 5m1 VN-21693-19 

23. Cong ty ding 14: Chi nhanh cOng ty c phtin chive phAm TW Codupha Ha Ni (D/c: So 16 
6 C2/NO Khu Nam Trung Yen, phttang Trung Hôa, Quern Call Gay, Ha N6i - Viet Nam) 

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

SIT Ten thuic Hot chit chinh - 
Him Itrtmg 

Dng pito 
the 

TuSi 
th9 

Tieu 
chuin 

Quy each 
ding gii 

Si ding ks,  

44 Sodium Chloride 
9mg/m1 (0,9%) 
parenteral solution 

Natri clorid 9mg/m1 Dung dich 
tient 

36 
thing 

USP 
39 

Hp 50 6. ng 
5m1; H.cip 50 
A ong 10m1 

VN-21845-19 

23.2 Nha sin xuit: Sopharma AD (D/c: Vrabevo vlg, 5660 district of Lovech - Bulgaria) 

Trang 10 
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