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V/v xut 1y thude Voltarén gia
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Chuyén terbeblel Mgy

DEN Ngay A0 7 m L"K.inh gui: S¢ Y t€ céc tinh, thanh phd truc thudc Trung wvong

1/4/2012 Cuc Quan ly Dugc da c6 ¢ong van s6 4515/QLD-CL gii S& Y

Lutu ho 56 50 4é-ede-diaptnd

g vé viéc xir Iy thubc Voltarén 75mg inj gia do S& Y té tinh Hung Yén

bao cao tai Coéng van sb 157/SYT-NVD ngay 16/3/2012. Thudc tiém Voltarén 75mg
khong c6 sb dang ky, tem nhép khéu, trén nhan ghi s6 16 50799, HD 03/2014, nha san
xuét: Novatis F armacéutica, SA Gran Via de les Cots Catalanes, 76408013 Barcelona;
thude dugc phat hién tai Céng ty TNHH Dugc phdm Van Son — 39 Bui Thi Cug, thi
tran An Thi, tinh Hung Yén.

Thang 10/2014, Cuc Quan ly Duoc nhén dugc cdng vin sd 03.2014/QA dé
ngdy 30/9/2014 va cong vin sb 06.2014/QA dé ngay 16/10/2014 cila Cong ty Novartis
Pharma Services AG, b&o céo viéc phat hién trén thi truong c6 thudc Voltarén 75mg
inj nghi ngd 13 thude gia duge mua tai nha thudc bénh vién Phudc Long, thi x4 Phudc
Long, tinh Binh Phuéc. Mau thudc nghi ngdr gia néu trén ¢ ngdn ngit trinh bay bing
tiéng T4y Ban Nha, hdp con nguyén d4u niém. S 16 bén ngoai vé hop la 50799, han
str dung 09/2016 cac dng thubc bén trong mang s 16 50213, han ding thang 9/2016
¥(c6 hinh dinh kém). San phdm chinh hing Voltarén inj 75mg do Novartis Pharma
Stein, Thuy Si san xuit dugc ding ky luu hanh tai thi trudng Viét Nam duéi dang hop
5 &ng, hop thudc Voltarén inj 75mg nghi ngd gia néu trén c6 10 éng gibng nhur dang
trinh bay ciia thudc Voltarén duge lvu hanh tai TAy Ban Nha. Tuy nhién, Céng ty
Novartis tai TAy Ban Nha x4ac nhén khong c6 16 thudc Voltarén inj 75mg mang sb 16
50799 & thi trudng Tay Ban Nha. Mau thudc nghi ngér gia néu trén duge giri vé phong
kiém nghiém ciia Céng ty Novartis Thuy, s7, két qua kiém nghiém cho thiy, ngoai hoat
chét 1a mudi diclofenac natri, con c6 su hién dién ciia PEG400, ddy la thanh phén
khong cé trong cbng thirc san phdm Voltarén inj 75mg chinh gbe.

Nhu vay, miu thubc Voltarén 75mg inj néu trén 1a thudc gia.

1. Bé dam bao an toan cho ngudi sir dung, Cuc Quan Iy Duge d& nghi S& Y té cac
tinh, thanh phd trirc thudc Trung vong, Y té cac nganh:

- Thong bao cho céc co s kinh doanh, sir dung thube khoéng dugc budn ban, sir
dung thubc tiém Voltarén 75mg inj solucién inyectable ¢6 s6 16 bén ngoai vd hép la -
50799, han sir dung 09/2016 nhung cic dng thudc bén trong mang s 16 50213, han
dung thang 9/2016 (dAu hiéu nhan biét thubc gia do Cong ty Novartis Pharma Services
AG cung cip xin giri kém theo).
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- Phéi hop véi cac co quan truyén thong dé thong tin 161 cac co s budn ban, sir
dung va ngudi dan biét dé khong bubn ban, sir dung thude Voltarén 75mg inj gia c6

céc du hiéu néu trén.
2. So Y té tinh Binh Phudc

- Phéi hop véi cac co quan chirc nang lién quan tién hanh kiém tra nha thuéc
bénh vién Phiréc Long, thi x4 Phudc Long, tinh Binh Phuée dé truy tim ngudn gbc 16
hang Voltarén 75mg inj gid néu trén va xir ly vi pham theo quy dinh ctia phap luit.

- B4o céo két qua kiém tra, xtr 1y vi pham 16 hang trén vé& Cuc Quan ly Dugc.

Hép thudc nghi ngér gid
Suspected folding box

Cuc Quan 1y Duoc théng bao dé cac don vi biét va thyc hién.

Noi nhin:

- Nhur trén;

- Bé trudng Nguyén Thi Kim Tién (88 ble);

- Thir truémg Pham L& Tuén ( 8 b/c);

- Cue trudng Truong Québc Cudng (dé blc);

- Thanh tra B3 Y té;

- Cuc Quén y-Bd Quéc phong;

-Cuc Y té - B4 Céng an;

- Cuc Y té Giao thong véan tai — Bd Giao thdéng vén tai;
- Vién KN thudc TW, VKN thudc Tp. H& Chi Minh;
- Cong ty Novartis Pharma Services AG;

- Website Cuc QLD, Tap chi Dugc&M§ phém;

- Phong PKT, QLTTQC thubc, QLCL thubc, QLKD
duge

-Luu VT, TTra

Nguyén Viét Hing



