
UBND TlNH BiNH DUONG
SOYTE

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - T., do - Hanh plnic

S6: 3565" /SYT-NVD
V/v m~u thuoc Zapnex-lO

khong dat tieu chuan ch~t hrong

Binh Duong, ngay;(,6 thang 12 nam 2022

Kinh giri:
- Cac don vi true thuoc Sa Y te;
- Phong Y te huyen, thi xa, thanh ph6;
- CO'sa kham benh; chua benh ngoai cong l~p tren dia ban tinh;
- Cong ty phan phoi thu6c tren dia ban tinh;
- Cong ty C6 phan diroc pham Dat Vi Phu,
(Sau aay goi tlit la don vi)

Ngay 21112/2022, Sa Y te Binh Duong tiep nhan van ban s6 13497/QLD-CL
cua C\lCQuan ly Duoc - B9 Y te vS viec m~u thuoc Zapnex-10 khong dat tieu chuan
chit hrong.

Can cir vao cac quy dinh vS quan Iy diroc hien hanh cua Vi~t Nam.

Can cir Cong van s6 609NKNT -KHTH ngay 28110/2022 kern phieu kiem
nghiem s6 0514NKN-KT2022 ngay 28/10/2022 va cong van s6 809NKNT-KHTH
ngay 14/12/2022 cua Vi~n KiSm nghi~m thu6c Tp. H6 Chi Minh vS thu6c Vien nen
Zapnex-10 (Olanzapine 10mg), s6 GDKLH: VD-27456-17, s6 10: 221338, NSX:
19/08/2022, HD: 27/06/2025 do Cong ty c6 phAn duQ'cphAmD~t Vi Phu san xuit.
M~u thu6c do Vi~n KiSm nghi~m thu6c Tp. H6 Chi Minh liy t~iNha thu6c Nh~t Tan
- 115 TrAnHung D';lo,PhuOng 1, Thanh ph6 Tuy Hoa, Phu Yen. M~u thu6c khong
d';lttieu chuAnchit 1u<)llgvS chi tieu T~p chit lien quan.

C\lCQuan 1yDuQ'cthong bao:

Yeu cAuCong ty C6 phAnDuQ'cphAmD';ltVi Phu ph6i hQ'Pv6i cac cO'sa phan
ph6i thu6c, phai:

a) Bao cao tinh hinh san xuit (thai gian, s6 1uQ'llgsan xuit), phan ph6i (ten,
dia chi cua cac cO'sa kinh doanh da mua thu6c, s6 1u<)llgmua, s6 lu<)llgcon t6n t';li

tUng cO'sa) 10 thu6c Vien nen Zapnex-10 (Olanzapine 10mg), s6 GDKLH: VD-
27456-17, S610: 221338, NSX: 19/08/2022, HD: 27/06/2025 vS C\lCQuan ly DuQ'c,
Sa Y te tinh Phu Yen, Vi~n KiSm nghi~m thu6c TW, Vi~n KiSm nghi~m thu6c Tp.
H6 Chi Minh trong vong 07 ngay kS tir ngay kY cong van nay.

b) Ph6i hQ'Pv6i cO'quan kiSm tra chM lu<)llg,cO'quan kiSm nghi~m thu6c Nha
nu6c tien hanh liy m~u b6 sung it nhit 03 m~u thu6c, trong do co 01m~u thu6c 1uu
t';liCong ty va m~u thu6c t';liit nhit 02 cO'sa kinh doanh su d\lllg thu6c thea quy dinh
t';liKhoan 4 DiSu 14Van ban hQ'Pnhit s6 06IVBHN-BYT ngay 03/7/2020 cua B9 Y
te quy dinh vSchit lU<)llgthu6c, nguyen li~u lam thu6c. Dia diSm 1iym~u do cO'quan
kiSm tra chit 1uQ'llg,cO'quan kiSm nghi~m thu6c Iva chQnva quyet dinh tren cO'sa



• bao cao cua cong ty. Giri mau da lay toi Vien KiSm nghiem thuoc TW hoac Vien
KiSm nghiem thuoc Tp. H6 Chi Minh dS kiSm tra chat hrong d6i voi chi tieu Tap
chat lien quan. Bao cao viec thirc hien trong vong 15 ngay kS illngay ky cong van
nay. Bao cao kSt qua kiem tra chat hrong vS Cue Quan ly Duoc dS co can ctr xu ly
tiSp theo.

DS dam bao an toan cho nguoi sir dung, SO'Y tS dS nghi:

1. Cong ty Cong ty C6 phan diroc pham Dat Vi Phu phai:

Thuc hien viec bao cao tinh hinh san xuat, phan ph6i va viec giri mau b6 sung
dS kiem tra chat hrong 10 thuoc Zapnex-l0, S6 10: 221338, NSX: 19/08/2022, HD:
27/06/2025 neu tren thea quy dinh tai van ban s6 13497/QLD-CL cua Cue Quan ly
Duoc - BQY tS.

2. Thanh tra SO'Y tS Binh Duong:

Ph6i hop voi Phong Nghi~p V\l Dugc kiSm tra va giam sat Cong ty C6 ph~n
dugc pham D~t Vi Phu th\Ic hi~n vi~c bao cao tinh hinh san xuat, phan ph6i va vi~c
gui mau b6 sung dS kiSm tra chat 1ugng 10thu6c 10thu6c Zapnex-l0, S610: 221338,
NSX: 19/08/2022, HD: 27/06/2025neu tren thea quy dinh;

3. Phong Y tS huy~n, thi xa, thanh ph6 thong bao cho cac cO'sO'kinh doanh,
su d\mg thu6c thu h6i 10 thu6c khong d~t chat 1ugng neu tren; kiSm tra va giam sat
cac dan vi th\Ic hi~n thong bao nay; xu 1ynhfing dan vi vi ph~m thea quy dinh hi~n
hanh; bao cao vS Cvc Quan 1yDugc va cac cO'quan chilc nang co lien quan.

SO'Y tS thong bao dS cac dan vi biSt va th\Ic hi~n./.~

- Nhutren;
- BGD SaYt~;
- Thanh tra SYT;
- Website - SYT;
- TTKNtinh;
- Luu: VT, NVD, (Trang).

Not nh~n:

BOOn Thi H6ng Tham
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CONG HoA XA HOI CHU NGHiA VI~T NAM
DQcl~p - Tl! do - Hanh phiic

so. 13497 /QLD-CL
V/v m~u thuoc Zapnex-lO khong

dat tieu chuan ch~t luong

Ha N(Ji, ngay 21 thong 12 ndm 2022

Kinh giri:
- Sa Y t6 tinh PhDYen;
- Sa Y t6 Binh DU011g
- Vien Ki~m nghiem thu6c Trung uong;
- Vien Ki~m nghiem thuoc Tp. H6 Chi Minh;
- C6ng ty c6 phan duoc pham Dat Vi PhD (Davipharm) (Dia
chi: L6 M7A, duong D17, khu c6ng nghiep My Phuoc 1,
phuong Thoi Hoa, thi xa B6n Cat, tinh Binh Duong).

["s&YTt BINHIM1NG
I 1\1 ~ /I :]1{, S---- J_.IDEN ~~;·:·.·.·.·.~.·.·.i.4;';'!~::
! ChuyfuI: .
~akYhi~HS: ..

_ fk.q 61--1)- Can err vito cac qui dinh vb quan 1)'duoc hien hanh cua Viet Nam.

~n cir C6ng van s6 609/VKNT-KHTH ngay 28/10/2022 kern phieu kiem
nghiem s6 0514/VKN-KT2022 ngay 2811012022 va c6ng van s6 809/VKNT
KHTH ngay 14112/2022 cua Vien Ki~m nghiem thuoc Tp. H6 Chi Minh v~ thuoc
Vien nen Zapnex-l O (Olanzapine 10mg), S6 GDKLH: VD-27456-17, S6 16:
221338, NSX: 19108/2022, HD: 27/06/2025 do C6ng ty c6 phan duoc pham D~t Vi
PhD san XlJ~t. M~u thu6c do Vi~n Ki~m nghi~m thu6c Tp. H6 Chi Minh l~y t~i Nha
thu6c Nh~t Tan - 115 Tr:1nHung D~o, Phuang 1, Thanh ph6 Tuy Hoa, PhD Yen.
Mfiu thu6c kh6ng d~t tieu chufin ch~t luc,mgv~ chi tieu T~p ch~t lien quan.

Cvc Quan ly DuQ'c th6ng bao:

1. Yeu c:1uC6ng ty c6 ph:1n duQ'cphfim D~t Vi PhD ph6i hQ'Pv6i cac cO'sa
phan ph6i thu6c, phai:

a) Bao cao tinh hinh san xu~t (thai gian, s6 lUQ'llgsan xu~t), phan ph6i (ten,
dia chi cua cac cO'sa kinh doanh d§:mua thu6c, s6 luQ'ngmua, s6 lUQ'llgcon t6n t~i
tung cO'sa) 16 thu6c Vien nen Zapnex-l0 (Olanzapine 10mg), S6 GDKLH: VD-
27456-17, S6 16: 221338, NSX: 19108/2022, HD: 27/06/2025 v~ C\lC Quan ly
DUQ'c,Sa Y t6 tinh PhD Yen, Vi~n Ki~m nghi~m thu6c TW, Vi~n Ki~m nghi~m
thu6c Tp. H6 Chi Minh trong vong 07 ngay k~ tu ngay ky c6ng van nay.

b) Ph6i hQ'Pv6i cO'quan ki~m tra ch~t luQ'ng, cO'quan ki~m nghi~m thu6c
Nha nu6c ti6n hanh l~y m~u b6 sung it nh~t 03 m~u thu6c, trong do co 01 m~u
thu6c luu t~i C6ng ty va m~u thu6c t~i it nh~t 02 cO'so' kinh doanh su d\lng thu6c
thea quy dinh t~i Khoan 4 Di~u 14 Van ban hQ'Pnh~t s6 06/VBHN-BYT ngay
03/7 12020 cua B(>Y t6 quy dinh v~ ch~t lUQ'ngthu6c, nguyen li~u lam thu6c. Dia
di~m l~y m~u do cO'quan ki~m tra ch~t lUQ'ng,cO'quan ki~m nghi~m thu6c h,rachQn
va quy6t dinh tren cO' sa bao cao cua c6ng ty. Gui m~u d§: l~y t6i Vi~n Ki~m
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nghiern thuoc TW hoac Vi~n Ki€m nghiem thuoc Tp. H6 Chi Minh d€ ki€m tra
chat hrong d6i voi chi tieu Tap ch~t lien quan. Bao cao viec thuc hien trong vong
15 ngay k€ nr ngay ky cong van nay. Bao cao k~t qua ki€m tra ch~t lUQ11gv~ Cue
Quan Iy Duoc d€ co can-err xu ly tiep theo.

2. D~ nghi Vi~n' Ki€m nghiem thu6c TW 1Vi~n Ki€m nghiem thu6c Tp. H6
Chi Minh tru tien ti~n hanh ki€m tra ch~t luong d6i voi chi tieu Tap chat lien quan
cua cac m~u l~y b6 sung d6i voi thuoc Vien nen Zapnex-I 0 (Olanzapine 10mg), S6
GDKLH: VD-27456-17, S6 10: 221338, NSX: 19108/2022, HD: 27/06/2025 do
Cong ty c6 phan duoc pham Dat Vi Phu san xuat, bao cao k~t qua v~ Cue Quan ly
Diroc.

3. D~ nghi So' Y t~ Phu Yen ti~n hanh niem phong toan b<)10 thuoc Vien nen
Zapnex-10 (Olanzapine 10mg), S6 GDKLH: VD-27456-17, S6 10: 221338, NSX:
19108/2022, HD: 27/06/2025 khong d~t ch~t luQng neu tren t~i Nha thu6c Nh~t Tan
- ] 15 Tdn Hung D~o, Phuong 1, Thanh ph6 Tuy Haa, Phu Yen.

4. D~ nghi So' Y t~ Binh Duung kiSm tra va giam sat Cong ty c6 ph~n duQ'c
. ph~l11D~t Vi Phu th\l'c hi~n vi~c bao cao tinh hinh san xu~t, phan ph6i va vi~c gui
m~u b6 sung d€ kiSm tra ch~t lUQ'llgthu6c Zapnex-l0, S6 10: 221338, NSX:
19108/2022, HD: 27/06/2025 theo quy dinh.

Cvc Quan 19 DuQ'cthong bao d€ cac dun vi bi~t va th\l'Chi~n .I.

Noi I1h{m:
- Nhu tren;
- C\lC tru6"ngVu Tu~n Cuong (d~b/c);
- Nha thu6c Nh?t Tan - 115 Tdn Hung D;;to,
Phuo'ng 1,Thanh ph6 Tuy Hoa, Phu Yen (d~
th\l'c hi~n);

- TTKN til1h PM Yen (d~ bi€t);
- Luu: VT, CL (VH).


