UBND TINH DONG NAI CONG HOA XA HQI CHU NGHJA VIET NAM
SOYTE Poc lip — Te do — Hanh phuc

sé: €145 /SYT-NV Déng Nai, ngay No thdng 13 ndm 2019

V/v dinh chi heu hanh thubc khong
dat tiéu chufin chat lugng

Kinh gin:
- Cac don vi truc thudc SoY té;
- Phong Y té cac huyén, Tp. Long Khanh, Tp. Bién Hoa;
- Cée co s6 ban budn thude trén dia ban tinh.
(Sau day goi tit 1a cac don vi)

Thyc hién Cong van 50 20787/QLD-CL ngay 11/ 12/2019 cta Cuc Quan ly
Duogc — B4 Y té vé viéc dinh chi luu hanh thu6e khong dat tiéu chuan chat lugng;
Giam dbc 86 Y té Pong Nai théng béo:
1. Thu hdi todn tinh thudc Vién nén LIV-Z Tablets (Levocetirizine
dihydrochloride 5mg), SPK: VN-18014-14, S6 Io: MYTHB1801, NSX:

06/03/2018, HD: 05/03/2020 do Cdng ty Maxtar Bio-Genics (India) san Xuét,
Cong ty c¢d phan dugc liéu Trung wong 2 (PHYTOPHARMA) nhép khéu.

Ly do thu hbi: Thubc khong dat tiéu chuén chit luong vé& chi tiéu Pinh
hrgng.

2. Giao Truéng Phong Y t& cac huyén, thanh phé Long Khénh, thanh phd
Bién Hoa c6 trach nhiém giri théng bao cho cac co s ban 1€, cac co so sur dung
thudc ngoai cong 1ap trén dia ban quan ly; kiém tra va giam sat céc co s& thuc
hién thong bao; xit Iy nhilng co s& vi pham theo quy dinh hién hanh.

S& Y té & td chirc giam sat, kiém tra, cac co s& thuc hién théng bao nay./.

(Dinh kém Céng van sé 20787/QLD-CL ngay 11/12/2019 cua Cuc Quan ly
Dugc—BéY té)‘/

Noi nhin:

- Nhu trén;

- BGP SYT (bao cao);
-BVDK Cao su Dc")ng Nai;

- TTKN, Thanh tra S&;;

- Website SO Y té Béng Nai;
-Cuc QLTT DN;

- Luu: VT, NV,

S5 2 - Phan Dinh Phung, phuéng Quang Vinh, thanh phd Bién Hoa, tinh Pong Nai
DT: (0251) 3942641, Fax: (0251) 847269, Email: syt{@dongnai.gov.vn, Website: gyt.dongnai.gov.vn
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dje lap - Tw do - Hanh phic
Sc"'):"_ o €3 QLD-CL Heé Noi. ngay g thang 12 nam 2019

Vv dink chi ltm hanh thude
khéng dat tidu chuan chit luyag

Kinh geri:
- Savd cdc tinh, thanh phé trye thude Trung uong;
- Céng ty cd phan duge ligu Trung wong 2 (PHY TOPHARMA ).
(24 Nguyén Thi Nghia. P. Bén Thanh, Quén 1, Tp. H6 Chi Minhj

Ciin ctr vao cac qui ché dugce hién hanh cua Viét Nam.
Can etr vdo cdc Cong vin:
- & 38TVENTTW-KH ngay 21/6/2019 cia Vién kiém nghiém thude
TW giri kém phiéu kidm nghiém sé 49G134 vé thude Vién nén LIV-Z Tablets
(Levocetinizine  dihydrochloride Smg), SPK: VN-18014-14, S& o
MYTHB1801, NSX: 06/03/2018, HD: 05/03/2020 do Cong ty Maxtar Bio-
Genics - India (India) san xuat, Cong ty ¢d phin duge ligu Trlmg,r uong 2
(Phytopharma) nhap khéu. Mau thuée do Trung tam kiém nghiém thude, m§
phdm, thyc pham Ha N&i ldy tai Nha thude tu nhan 363, Kios 14B CT3, phuémg
Dinh Céng. quin Hodng Mai, Ha Noi. Thubce khong dat tidu chufin chat hrong
vé chi ticu Dinh lugng.
© . Chag vin sb 523/VKNT-KHTH dé ngay 14/10/2019 cia Vién kiém
nghiém thude Tp. HH Chi Mioh pui kdm phiéu kiém nghiém sé 1629/ VKN-
YC2019 va Phidu kiém nghiém s& 1630/ VEN-YC2019 ngay 14/10/2019 va
Céng van 6 86 833/VKNTTW-KH ngdy 27/11/2019 cua Vign kiém nghiém
thude TW giri kém céc Phién phan tich 56 49Gtl04, 49Gt10:> va sh 49Gtl106
ngdy 26/11/2019 béo cao kit qua phan tich dbi vai cdc mau 18y bé sung thude
Vién nén LIV-Z Tablets, SBK: VN-18014-14. 8§ 16: MYTHB1801 néu trén.
Theo d6, khi tién hanh phén tich %) sung béang phuong phap sac ky long voi cot
sie ky tach ddng phdn quang hoc, thi két qua shc ky db cta miu thudc xudt hién
2 pic: S-enantiomer Cetirizin va Levocetirizin vd hdm luomg Levocetirizine
dihydmchloride tir 38,0% dén 40,0% ham hrgng Levocetirizine dihydrochloride
ghi rén nhin.
Cuc Quan Iy Duge thong bao:
| Thu hdi todn quéc thude Vién nén 11V-Z Tablets (Levocetirizine
dihydrochloride Smg), SBK: VN-18014-14, S6 160 MYTHBI80I, NSX:
06/03 7{}18 HD: 05/03/2020 do Céng ty Maxtar Bio-Genics (India) san xudt,
Céng ty c6 phén duge lidu Trung wong 2 (PHYTOPHARMA) nhap khéu. *
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2. Céng ty ¢d phin duge lidu Trung wong 2 (PHYTOPHARMA) phdi hop
v&i nha cung ¢p va phin phdi thude phai:

_ Trong thoi han 48h ké tir ngay ky Céng vin nay. gii thong bio thu hoi
t3 cde co s ban budn, bén le, sir dung Vién nén LIV-Z Tablets (Levocetirizine
dihydrochloride 3mg), SDK: VN-18014-14, 84 15: MYTHBISOL, \ESX
06!03;”018 HD: 05/03/2020 do Céng ty Maxtar Bio-Genics (India) san xuat
Cong 1y cb phan duge hidu Trung wong 2 (PHYT OPHARMA) nhp khau va tién
hanh thu hdi toan bo 16 thude khon;: dat tiéu chudn chit lugnyg néu trén.

- Giri bao cdo the hdi vé Cyc Quan Iy Duoe trong vong 18 ngay ké tr
ngay Lv Cong vén nay, hé su thu héi bao gom 86 hugng nhap khau ngay nhip
khau, 6 lwong thu hoi, cic bing ching vé viée thue hién thu héi tail cic co w
ban budn, ban 1&, su dung 43 mua thudc ﬁ1eo quy dinh tol Théng tu sb
L1201 TT-BYT ngdy 04/052018 cta B§ Y té quy dinh v& chit lugng thude,
nguyén liéu lam thude.

3.84 Y té cdc tinh thanh phd trye thuge Trung wong, Y t¢ cac nganh
thong baﬂ cho cdc eo 50 kinh doanh, sit dung thuée thu hi 16 thude khdng dat
chiit hrong néu trén, kidm tra va gidm sdt céc don vi thye hign thong bao nay; xu
ly nhimg don vj vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quéan ly Duoe
va cdc co quan chic ndng co lién quan.

4.S¢ Y ¢ Ha Noi, So Y té Tp. H& Chi Minh kiém tra va gidm sat Cong ty
c6 phin duge ligu Trung wong 2 2 (PHYTOPHARMA) thuc hién viée thu héi va
W 1 thude bj thu hdi theo quy dinh.

Cuc Quan 1y Durge thdng béo dé cée don vi biet va thuc hign /.

Nei nhin: KT. CUC TRU ‘ONG
- N trén; PHO CUC TRUONG

- Cye tnrmg VA Tuan Cuimg {dé Wek;

- VEN thude TL, VEN thietie Tp, HOM:

- Cue Qu.;gn. Y - B§ quuc phéng :

- Cue Y € - B Cdng ang

- Cpe Y € GTVT -BO GTVT:

. Che phang B, QLK. Phap chit-Thanh tr,
Website - Cuc QE (h

- b VT, CLICH)
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