UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Doc lap — Tw do — Hanh phic

Sb: HuiY /[SYT-NV Déng Nai, ngayoX § thang (. nam 2019

V/v dinh chi lu'uohémh’thuéc khong
dat tiéu chuén chat luong

Kinh guri:
. - Céc don vi truc thude S& Y té;
- Phong Y té cac huyén, Tp. Long Khanh, Tp. Bién Hoa;
- Céc co so ban buén thude trén dia ban tinh.
(Sau day goi tit 1a cac don vi)

Thuc hién Cong vin sb 18023/QLD-CL ngay 18/10/2019 cia Cyc Quén ly
Dugce — Bo Y té vé viée dinh chi luu hanh thudc khong dat tiéu chuan chat luong;
Giam ddc S&'Y té Ddng Nai thong bdo:

1. Tam dimg nhip khéu, phan phdi, str dung toan tinh mat hang thudc vién
nén LIV-Z Tablets ( Levocetirizine dihydrochloiride 5mg) do Cong ty Maxtar
Bio-Genics-India san xuat.

Ly do thu héi: Mau thude chira Cetirizin.

2. Giao Truong Phong Y té& céc huyén, thanh phd Long Khanh, thanh phé
Bién Hoa c¢o trach nhiém gui thong bdo cho cac co s ban 18, cac co sd st dung
thudc ngoai cong 1ap trén dia ban quan ly; kiém tra va gidm sat cac co so thuc
hién théng bao; xir Iy nhiing co s& vi pham theo quy dinh hién hanh.

S& Y té sé to chue gidm sét, kiém tra, cdc co sé thire hién théng bao nay./.

(Dinh kéem Cong van $6 18023/OLD-CL ngay 18/10/2019 ctia Cuc Qudn Iy
Duge — B Y &)/
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Pocldp - T do - Hgah phiae
Sé; A8045 /QLD-CL Ha Nii, ngav AV thing A ndm 2019

Vv dinh chi fou hdah thude
Kl:bng dat tiéu chufn ebit hugng

Kinh giri:
- SHY 1 cac tinh, thinh ph‘é rrare thude TW
- Vign Kiém nghiém Lhuéu TW
- Vién i\mm nghidm thude Tp. HS Chi Minh
~ Cang ty ¢b phan duge lidu Trung vong 2 (Phytopharma)
- Cde cong ty nhip khiu thude.

Cin e vao cde qui ché duge hidn banh cta Viét Nam,

Cin cff Cng vin so 387/VKNTTW-KH ngdy 21/6/2019 gui kém phidu
kidm nghig¢m 0 49G134 nyay "’12’61’2019 oz Vign kiém nghiém thude TW, Cuc
Quéan Iy Duge da ban .hanh Cong viin 56 1092 7/QLD-CL ngdy 03/7:2019 thong
b thu ki trén dia bin Thanh phé Ha NGi 16 thude Vien nén LIV-Z Tablets
(Levocetitizine diliydrochioride Smg), SDK: VN-18014-14, $8 18: MY THB 1801,
NSX: 06/63/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-Genics - India (Indm,
san xudt, Cng ty b phin dwoe liéu Trung vong 2 (Phytopharma) nhip khéu,

Can cfr Cong van 56 52/ VKNT-KHTH ¢ ngay 14/10/2019 cda Vién kidm
nghigm thude Tp. H6 Chi Minh gl kém phidu kiém nghiim sé 1629/VION-
Y2019 va Phidu kigm nghiém s 1630/VEN-YC2019 ngay 14/10/2019 bioe cao
két qua liy miu bd sung ddi vai 18 thube Vién nén LIV-Z Tablets. 86 16;
MYTHB1SOL, NSX 06/03/2018, HD: 05/03/2020 néu wén. Theo do, khi tién
hanh phdn tich bo sung '"*?mg, phuong php HPLC sy dung ¢6t tich dbdng phin, thi
két qua aa\, ky dd ctia mAu thude xudt hién 2 pic: R-Cetirizin v& Levocetirizin
trong tr sie ky db cua Cetirizin

Sau khi xem xét hd so kidm nghiém va cdc tai Héu lén quan, nhin th v,
Levocetirizin 1d mdt trong 2 thanh phiin quang hoe cia Cetirizin, mau thude chia
Cetirizin. Dé ddm bio char hrgng. antodn va hiduqua d idu tr etz thude va ¢o dav
du cin o xir Iy tiep theo, Cue Quén ¥ Duee théng bao:

1. Tam dimg nhap khau, phin phi, sir dung mit hing thude Viénnén L1v-
£ l'ablets {Levocetirizine dihydrochloride Smyg) do Céng ty Maxtar Bio-Genices -
India san xudt.

2. Yéu cdu Cang ty o phan duge lidu Trung wong 2 phéi hep véi Cong tv
Maxtar Bio-Genics - India (India), ¢de cong ty cla Viét Nam nhap khiu va phan
phéi thube LIV-Z tablets:

- Tam dimg nhdp khau, phan phéi cic 16 thude Vién nén LIV-Z Ta <hlets
{Levocetirizine dihydrochloride Smg) Cong ty Maxtar Bio-Genics -India san XUAL,



~Untitled

- Trong, thoi han 48h ké ur ngay ky Chng viin ndy, g thing bao tam dimg
ph‘in phéi, sir dung t6i cde co s& ban budn, bdn 18, str dung da duge cung fme
thude Vien nén L1V-Z Tablets (Lm’nuumame dihydrochloride Smg) do Céng 1y
Maxtar Bio-Genics - India (India) sdn xuft néu trén,

- Béo cho vé Cuc Quéan Iy Durgre trude 12h ngay 22/10/2019 v& viéc cung

tng, nhip khiu vio Viét Nam thude Vidn nén LIV-Z Tablers {Levocetirizine

Lh}dmchiﬂn de Smg) trong théri gian tir 01/6/2017 dén nay (36 10, ngm sén xudt,
ngay hét han, ngay nhdp, sb lwomg nhip khén va tinh hinh phan phéi thude).

- Phéi hop véi ede co quan kidm tra chai lurgng, co quan kiém nszhn.m thude
rhd nude tién hanh Hy man thude cin th ca cde 16 thude LIV-Z Tablots
(Levocetirizine dibydrochloride Sme) gir mau & Vién Kiém ug,ahmn thude
Trung uong hoic Vign Kidm nghiém thude Tp. Hb Chi Minh dé 1ién hanh phin
tich dinh tdinh vA dinh frone thanh phan hoat chat e thude.

4. P nghi Vién Kiém n ghigdm thube TW, Vidn Kiém nghiém thude Tp. Hé
Chi Minh:

- Un tién tién hinh lay mau d8 kidm tra chiit hugng dbi véi it nhit 02 1
thude Vién nén LIV-Z Tablets {Levocetirizine dihydrochloride Smg} do Cdng ty
Maxtar Bio-Genijcs - India (India) san xufit va tién anh phin tich dinh tinh, di 2h
frong thanh phin hoat chit cia thude (phin gt Levocetirizin va Cetirizin).

- Bdo cho két qua vé Cuc Quén B Dhegre dé o6 eim exr it v tidp thea.

4. 89 Y t cdc tinh thanh phé true thude TW. Y té cac ngdnh théng bio cha
cée co s¢ kinh doanh, sit dung thude tam dimg phan phéi, sit dung thude Vién én
LIV-Z Tablets (Levocetirizine dihydrochloride Smg) ndu trén, kiém tra va gidm
sat cac dom vi thyre hign thdng bao nay; xr Iy nhimg don vi vi pham theo quy dinh
hién hanh; béo cdo vé Cue Quin Iy Duoc va cde co quan chire ndng ¢6 1ién quan.

Cuc Quan Iy Duge thong bdo d€ cae don vi biét va thuc hign /.
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