BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14p - Tu do - Hanh phiic

SH:6427 /QLD-CL Ha Néi, ngay o3 thang o nam 2021
V/v mau Aquadetrim vitamin D3
nghi ngo 12 gia

Kinh gtri:  S¢'Y té céc tinh, thanh phd tryc thudc Trung wong

Cuc Quan ly Dugc nhan dugc cac van thu:

- S5 0031/PPH 2021 ngay 20/5/2021 va sb 0033/PPH 2021 ngay 27/5/2021
cua V‘a“m phong dai dién Fharmacqutical Works Polp},larma S.A. tai Tp. Ha Noi bdo
cao vé viéc phat hién mau san pham nghi ngo 1a thuoc gia, trén nhan ghi:

Tén san pham: Aquadetrim vitamin D3;

Nha san xuit: Medana Pharma S.A.;

SPK: VN-21328-18, 16 SX: 050419, NSX: 080419, HD: 080422;

DNNK: Céng Ty C6 Phan Duogc Thiét Bi Y Té Pa Ning S6 2 Phan Pinh
Phung, Phuong Hai Chau 1, Q. Hai Chau, TP. Pa Nang, Viét Nam.

Theo @6, Cong ty bédo cao miu san pham do Céng ty TNHH dugc Théng
Nhét mua tai Quay thuc Nghia Hung (s6 484 phd Bach Mai, quan Hai Ba Trung,
Ha Noi) va Quay thudce 330 (tang 3, Trung tim phan phdi dugc pham va trang thiét
bi y té Hapu Medicenter, s6 1 Nguyén Huy Tuéng, Thanh Xuan, Ha Noi). Theo
bao cao cua VPDD Pharmaceutical Works Polpharma S.A. tai Tp. Ha N6i, Cong
ty TNHH duoc Thong Nhat 14 nha phan phdi 16 thude that Aquadetrim vitamin D3,
5616 SX: 050419 do Cong ty c6 phan Dugc thiét bi y té Pa Nang (Dapharco) nhép
khau.

- S6 617 va 618/KNTMPTP-KHTCKT ngay 01/6/2021 ctia Trung tim kiém
nghiém thudc, my pham, thyc pham Ha Noi giri kém phiéu kiém nghiém sd
1304/KNT-21 va s6 1305/KNT-21 ngay 31/5/2021 vé mau san pham trén nhan ghi:
Aquadetrim vitamin D3, SPK: VN-21328-18, 16 SX: 050419, NSX: 080419, HD:
080422; Nha san xuat: Medana Pharma S.A.; DNNK: Céng Ty C6 Phan Duoc
Thiét Bi Y Té Pa Nang S6 2 Phan Dinh Phung, Phuong Hai Chau 1, Q. Hai Chau,
TP. ba Na:mg, Viét Nam.

Mau do TTKN thudc, my pham, thyc pham Ha Noi ldy tai Quay 111 - Cong
ty TNHH thuong mai va dugc pham Chau Anh va Quay 103 - Cong ty TNHH
thuong mai dugc pham Hung Thinh (Trung tdm phéan phéi duoc pham va trang
thiét bi y té Hapu Medicenter, s6 1 Nguyén Huy Tudng, Thanh Xuan, Ha Noi).
Cac mau khong dat tiéu chuan chét lugng vé cac chi tiéu ty trong, dinh tinh chét
bao quan (Benzyl alcohol), dinh luong va c6 nhiéu dau hiéu khac biét so v6i mau
thudc do nha phan phéi (Cong ty TNHH dugc Thong Nhit) cung cap.

Qua so sanh, di chiéu cac dic diém véi mau thude do Cong ty TNHH duoc
Thong Nhat phan phéi - VPDD Pharmaceutical Works Polpharma S.A. tai Tp. Ha



Noi cung cép, cd¢ mau do TTKN thubc, my pham, thuc pham Ha Noi da 1ay va
mau do Cong ty TNHH dugc Thong Nhat mua tai Ha Noi néu trén nghi ngo la
thudc gia.

Dé dam bao an toan cho ngudi str dung, Cuc Quan 1y Duoc dé nghi:
1. S Y té céc tinh, thanh phd truc thuéc Trung wong, Y té cac nganh:

- Thong bao cho cac co sé kinh doanh, sir dung thude vé cac dic diém, dau
hiéu phan biét gitta san pham nghi ngo 1a gia va thuoc do Cong ty TNHH duoc
Thong Nhat phan phdi nhu sau:

Dic diém San phim nghi ngo 1a gia Thudc do Cﬁng ty TNHH dwgc
Thong Nhat phan phoi
bay chai _— it
thay tinh , — ———— —— e
In 2 hang: In 3 hang:
hang trén c6 chit 10ml ¢b dinh hang trén c6 chir 5b ¢6 dinh
hang duéi sb thay doi. hang giira sb thay d6i, c6 gach chan
hang duéi c6 s6 10 ¢b dinh
Hoac in 3 hang:
hang gitta c6 chir 10ml ¢ dinh
hang dudi s6 thay doi.
Tem nhap s | e aese—
khau

DDNNK: Cang ty C4 phan Duge.
Thiét bi Y 1 D4 Ning (D!phurw)
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DNNK: Cong Ty C6 Phan Duoc | DNNK: Cong ty C6 phan Duogc
Thiét Bi Y Té Pa Ning S6 2 Phan Thiét bj Y té Pa Ning
Pinh Phung, Phworng Hai Chau 1, (Dapharco) S6 02 Phan Pinh

Q. Hai Chau, TP. Pa Nang, Viét Phung, P. Hai Chau 1, Q. Hai

Nam Chau, TP. Da Niang




Pic diém San pham nghi ngo 1a gia Thudc do Cong ty TNHH dwrgc
Thong Nhat phan phoi
S6 5 dau day sé duoc in sat v6i S6 5 dau day s duoc in cach 1
vach dau tién ciia ma vach khoang so véi vach dau tién cua
ma vach
Nip chai —
C6 khoang hé gitra 2 vong Khong c¢6 khodang hd gilra 2 vong
Vo hop - Phan diéu kién bao quan bang - Phan diéu kién bao quan bang
tieng Anh: tieng Anh:
+ khong ¢6 dau cach o chir 30°C; | + c6 diu cach & chir 30 °C;
+ ¢6 ddu cach o trudc ddu chAim | + khong c6 dau cach & trude dau
dong thir 2 dudi 1én. cham dong tht 2 dudi lén.
- Nép trén, trong ctia vo hop: chit | - Nap trén, trong ctia vo hop: chi
KADT-0525-800 in dam KADT-0525-800 khong in dam
T huong Muyc in mau den Muyc in mau xanh den
dan su
dung

(Ghi chii: bang so sanh in ddm cdc ndi dung khdc biét giita san pham nghi ngo la
gid/ thuéc do Céng ty TNHH duwoc Thong Nhdt phdn phoi)

- Phéi hop voi cac co quan truyén thong, thong tin tdi cac co sé budn ban,
str dung thubc va ngudi dan biét dé khong budn ban, sir dung san pham Aquadetrim
vitamin D3 nghi ngo 13 gia ¢ cac ddu hiéu nhan biét néu trén;

- T chirc tiép nhan thong tin bao cdo cua cac co sd san xuat, kinh doanh,
ngum su: dung phdi hop véi cac co quan chirc ning kiém tra xac minh, truy tim

nguon goc xuat xu cua 16 hang Aquadetrim vitamin D3 nghi ngo 1a gia néu trén;
xu 1y cac td chire, ca nhan vi pham theo quy dinh hién hanh;

- B4o c4o két qua vé Cuc Quan Iy Duogc va co quan lién quan.

2.S6'Y té Tp. Ha Noi:

- Khén truong phdi hop cac co quan chiic nang lién quan tién hanh kiém tra
Quay thudc Nghia Hung (s6 484 pho Bach Mai, quan Hai Ba Trung, Ha No61), Quay



111 - Cong ty TNHH thwong mai va dugc pham Chau Anh, Quay 103 - Cong ty
TNHH thuong mai duoc pham Hung Thinh va Quay thudc 330 (Trung tdm phan
phéi dugce pham va trang thiét bj y té Hapu Medicenter, sé 1 Nguyén Huy Tudng,
Thanh Xuan, Ha Noi); truy tim ngudn gdc cua 16 hang Aquadetrim vitamin D3
nghi ngd gid néu trén, xr Iy vi pham theo quy dinh hi¢n hanh.

- Bao céo két qua kiém tra, xtr Iy vi pham va ngudn gbc 16 san pham nghi
ngd gia vé Cuc Quan 1y Duoc va cac co quan chirc ning lién quan.

3. Yéu céu COng ty ¢6 phan Duoc thiét bi y té Pa Néng (Dapharco):

- Phéi hop véi nha san xudt va cac co s& phan phdi bao cdo vé viéc nhap
khau, phan phéi thubc Aquadetrim vitamin D3, SPK: VN-21328-18, 16 SX:
050419, NSX: 080419, HD: 080422 do Medana Pharma S.A. san xuét va tinh hinh
Iwu hanh 16 thudc tai thi truong Viét Nam (kém theo céc gidy to lién quan dén qua
trinh nhap khau, phan phdi, luu hanh 16 thude). Bo céo giri vé Cuc Quén 1y Dugc
trong vong 3 ngay ké tir ngay ky ban hanh cong van nay.

- Cung cap thong tin va phdi hop voi SO Y té Tp. Ha Noi va cac co quan hitu
quan trong viéc truy tim ngudn gbe cua 16 hang Aquadetrim vitamin D3 nghi ngd
gia néu trén, cac thong tin nham phén biét thudc nghi ngd gia vai thude do cong ty
da nhap khau.

Cuc Quan Iy Dugc théng bao dé cac don vi biét va thuc hién./.

No}i nhin: KT. CUC TRUONG
- Nhu trén; A A

- Thit truéng Truong Qudc Cudng (dé blc); PHO CUC TRUONG
- Cuc truéng Vil Tuan Cuodng (dé b/c);

- Thanh tra B (dé p/h);

- VKN thuéc TW, VKN thudc Tp. H6 Chi Minh;
- Cuc Quan Y - Bo qubc phong;

-CucY té - Bo Cong an;

- Cuc Y té Giao thong van tai - BO GTVT; ny
- TTKN thuéc, m§ pham, thyc phdm Ha Noi (dé p/h); NCo—7< S
- Cong ty c6 phan Dugc Thiét bj Y té Pa Nang (S6 02 Phan = —;/.—.ff‘a'/‘Manh Hﬁng
Dinh Phung, P. Hai Chau 1, Q. Hai Chau, Tp. Pa Nang); T

- Cac phong: PC-TT, QLKD dugc, BDKT; website - Cuc QLD;

- Luu: VT, CL (BT).
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