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UBND THANH PHO HA NOI CONG HOA XA HOI CHU NGHIA VIET NAM

SOYTE Dic 1ap — Tw do — Hanh phiic
S6:.4740/SYT-NVD o ) 5
V/v thu héi thudc Toduc Ha N¢i, ngay 10 thang 5 nim 2022

L6 sx: TU0012105 .

Kinh gtri: .
- Thii trudng cac co sd y té trén dia ban;
- Phong Y té cac quén, huyén, thi xa;
- Cong ty TNHH Dugc phim Trung Nghia.
(Oudy 115, Hapu Medicenter, so 1 Nguyen Huy Tuong, Thanh
Xudn, Ha Noi).

Thuc hién cong van sd 3842/QLD CL ngay 13/5/2022 cua Cuc Quan ly Dugc v/iv
mau thudc Toduc khong dat tiéu chuin chit lugng. S& Y té thong bdo thu hdi trén dia
ban Ha Ngi thudc Vién nang Toduc (Itraconazol 100mg), SPK: VN-17670-14, L6 SX:
TU0012105, NSX: 23/06/2021, HD: 22/06/2023, Cong ty Saga Laboratories (India) sdn
xuét, Céng.ty TNHH MTV Dugc pham Trung wong 2 (CODUPHA) nhap khiu. Mau
thubc khong dat yéu cau chat luong vé chi ti€u D§ hoa tan (vi pham mirc d6 2).

S&Y té Ha Noi yéu clu:

1. Giam dbc Cong ty TNHH Dugc pham Trung Nghia:

- Thyc hién thu héi triét d& 16 thude khong dat tiéu chuan chat luong néu trén, gui
béo cdo thu hdi, hd so thu hdi theo quy dinh tai cong van sd 3842/QLD-CL.

- S& Y té s& kiém tra, gidm sat viéc thu hdi thubc Vién nang Toduc, SDK: VN-
17670-14, L6 SX: TU0012105 cta cac don vi.

2. Cac co so y té cong 1ap truc thuc nganh, cac co s¢ y té ngoai cong 14p, cic
doanh nghiép kinh doanh thudc, cic co s& ban 18 thubc trén dia ban khén truong ra soat,
thu hoi 16 thudc khéng dat tiéu chuén chit lwong néu trén.

3. Phong Y te cac quén, huyén, thi xa: Thong b4o dén cac co sé hanh nghe trén
dia ban quan 1y; tién hanh kiém tra, gidm sét viéc thuc hién thu héi cta co s& (néu co).

4. Giam dbc Trung tdm Kiém soat bénh tat TP. Ha Noi dang thong tin va ph01
hop véi cac co quan truyén thong: théng tin téi cic co s& kmh doanh, str dung thube va
nguoi dan b1et dé khong budn ban, sir dung.

So Y té Ha Noi théng bio dé céc co s6, don vi bidt, thuc hién va bao cdo viéc
thuc hién vé S& Y té.

Noi nhin:

- Nhu trén;

- D/c Gidm dbc S& (dé b/c);

- P. QLHN (thong bao co 56);

- BQL c4ac DNLK: 01 Ng Huy Tudng,
168 Ngoc Khanh;

- Hoi cé4c nha thube HN, Hoéi cac doanh
nghiép duoc HN;

- Luu: VT, NVDy, amh. ¢

KT GIAM D(‘)C

Nguyen Pinh Hung
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gey) M BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc 14p - Tw do - Hanh phic
Sé: 3842 /QLD-CL ’“ Ha Néi, ngay 13 thdng 05 ndm 2022

V/v mAu thube Toduc khéng dat
tiéu chuan chat lugng

Kinh gii: ,
~ - So'Y té Ha Noi;

- S&'Y té Tp. Hd Chi Minh; |

- Vién Kiém nghiém thuéc Trung vong;

- Vién Kiém nghiém thuc Tp. Hb Chi Minh;

- Cong ty TNHH MTV dugc phim Trung wong 2
(CODUPHA),

- Céng ty TNHH Dugc pham Trung Nghia (Quay 115, ting 1,

Hapu Medicenter, S6 1 Nguyén Huy Tuéng, Thanh Xuén, Ha
Noi).

Cin ctt vao céc quy dinh vé quan Iy dugc hién hanh coa Viét Nam.

Can cir Cong van s6 414/VKNTTW-KHTH ngay 28/04/2022 cita Vién kiém
ngh1em thudc Trung wong giri kém phiéu kiém nghlem s6 521264 ngay 28/04/2022
vé thudc Vién nang Toduc (Itraconazole 100mg), S6 GPKLH: VN-17670-14, Sb
16: TU0012105; NSX: 23/06/2021; HD: 22/06/2023 do Cong ty Saga Laboratories
(India) san xuét, Cong ty TNHH MTV dugc pham Trung wong 2 (CODUPHA)
nhap khau. MAu thubc do Vién kidm nghlem thudc Trung wong 14y tai Cong ty
TNHH Dugc phdm Trung Nghia (Quay 115, ting 1, Hapu Medicenter, S6 1
Nguyen Huy Tuéng, Thanh Xuén, Ha N¢i). Mau thudc khong dat tidu chuén chét
lrong v& chi tiéu Do hoa tan (vi pham mirc d6 2).

Cuc Quan ly Duoc thong bao:

1. Thu hdi thubc Vién nang Toduc (Itraconazole IOOmg), S6 GPKLH: VN-
17670-14, 86 16: TU0012105; NSX: 23/06/2021; HD: 22/06/2023 do Cong ty Saga
Laboratories (India) san xuit, Cong ty TNHH MTV dugc phim Trung uong 2
(CODUPHA) nhap khAu tai:

- Céc co s kinh doanh duge, co s& kham bénh, chita bénh trén dia ban Ha
Noi;

- Cac co sé kinh doanh dugce, co sé kham bénh, chita bénh khéng nim trén
dia ban Ha N§i d4 mua 16 thudc trén do Cong ty TNHH Duoc phdm Trung Nghia

(Quiy 115, tang 1, Hapu Medicenter, S6 1 Nguyén Huy Tuong, Thanh Xuén, Ha
Nbi) cung cip (néu co).

2. Yéu cu Céng ty TNHH MTV dwgc phdm Trung uong 2 (CODUPHA)
phdi hop véi céc co sé phan phéi thudc, phai:
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a) Trong thoi han 02 ngay ké tir ngay ky cong van ndy, glti thdng bao thu hdi

t6i cic co s& ban budn, ban 1€, sur dung thudc Vién nang Toduc (Itraconazole
100mg), S6 GPKLH: VN-17670-14, S5 15: TU0012105; NSX: 23/06/2021; HD:
22/06/2023 do Coéng ty\Saga Laboratories (India) san xuét, Coéng ty TNHH MTV
dugc pham Trung uorng 2 (CODUPHA) nhap khiu va tién hanh thu hdi toan bd 16
thubc khong dat tiéu chuin chét lrong néu trén trén dia ban Ha No6i va cac co s&
kinh doanh, st dung thubc do Cong ty TNHH Dugc phdm Trung Nghia (Quay 115,
tang 1, Hapu Medicenter, S6 1 Nguyén Huy Tudng, Thanh Xuén, Ha Noi) cung
cp.
Gm‘bao c4o thu héi vé& Cyc Quan ly Duoc S&'Y té Ha Noi trong thoi han 18
ngay ke tr ngay ky cong vin nay, bao gém sb lu.’O'ng nhap khau sb lwgng phéan
pho1 s0 lwong thu hdi trén dija ban Ha Néi, cac bing chimg v& viéc thuc hién thu
ho; tai cdc co sO ban budn, ban 1é, sir dung d3 mua thudc theo quy dinh hién hanh.

| b) Béo céo tinh hinh nhép khéu (thoi gian, sb lugng nhép khéu) phan phéi
‘5‘Q(ten dia chi clia cac co s6 kinh doanh d4 mua thuéc, sb lugng mua, sé Iugng con
tén tai timg co s&) 16 thude Toduc, S§ 16: TU0012105; NSX: 23/06/2021; HD:
22/06/2023 vé& Cuc Quan ly Duoc, S6 Y té Tp Hb Chi Minh, Vién Kiém nghlem
thudc TW, Vién Kiém nghiém thuc Tp. HO6 Chi Minh trong vong 07 ngay ké tir
ngay ky cOng vén nay.

¢) Phéi hop véi co quan kidm tra chét luong, co quan kiém nghiém thubc
Nha nuée tién hanh ldy mau b sung tai it nhat 02 co sé kinh doanh sir dung thudc
theo quy dinh tai Khoén 4 Diéu 14 Vin ban hop nhét s6 06/VBHN-BYT ngay
03/7/2020 ctia Bd Y té quy dinh vé chét luong thudc, nguyén licu lam thudc. Pia
diém léy mau do co quan kiém tra chét luong, co quan kiém nghiém thudc lwa chon
va quyét dinh trén co s& bao cdo cia coéng ty. Guri miu da 14y t6i Vién Kidm
nghiém thuéc TW hogc Vién Kiém nghiém thuc Tp. HO Chi Minh dé kidm tra
cht lugng dbi véi chi tiéu Do hoa tan. Bao cdo viée thuc hién trong vong 15 ngay
ké tir ngdy ky c6ng vin nay. Bao cédo két qua kiém tra chét lugng vé Cuc Quan ly
Dugc dé c6 can ctt xu ly tiép theo.

3. Yéu cau Céng ty TNHH Dugc phim Trung Nghia (Qudy 115, ting 1,
Hapu Medicenter, S6 1 Nguyén Huy Tudng, Thanh Xuén, Ha No6i) tién hanh thu
hdi toan bo s thubc Toduc, S6 16: TU0012105; NSX: 23/06/2021; HD: 22/06/2023
khong dat tiéu chuén chét luong néu trén tai Cong ty va cac co s& kinh doanh, sir
dung da dugc cong ty phan phdi (bao gdm ca céc co s& khong thudc dia ban Ha
Nbi). Béo céo thu hdi giri vé Cuc Quan ly Duoc, S& Y té Ha Noi trong thdi han 18
ngay ké tir ngdy ky coéng vin nay.

4. D& nghi Vién Kiém nghiém thuéc TW / Vién Kiém nghiém thuéc Tp. Hd
Chi Minh wu tién tién hanh kiém tra chét luong ddi véi chi tiéu Do hoa tan cia cac
mau 14y bd sung d6i véi thube Toduc, S6 16: TU0012105; NSX: 23/06/2021; HD:
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22/06/2023 do Cong ty Saga Laboratories (India) san xuét, bao cdo két qua vé& Cuc
Quan ly Duoc.

5.Pénghi SO Y té Ha Noi:
a) Céng bd thong tin viéc thu hdi 16 thube Toduc, Sé 16: TU0012105; NSX:
23/06/2021; HD: 22/06/2023 néu trén trén Trang thong tin dién t clia S&.

b) Kiém tra va giam sat Cong ty TNHH MTV dugc phdm Trung wong 2
(CODUPHA).va Céng ty TNHH Dugc phim Trung Nghia (Qudy 115, ting 1,
Hapu Medicenter, S5 1 Nguyén Huy Twdng, Thanh Xuéan, Ha N6i) thuc hién viéc
thu héi trén dia ban 16 thube Toduc, S6 16: TU0012105; NSX: 23/06/2021; HD:
22/06/2023 néu trén theo quy dinh.

6. D& nghi S& Y t& Tp. HB Chi Minh kiém tra va giam sat Céng ty TNHH
MTV dugc phim Trung uong 2 (CODUPHA) thuc hién viéc bao céo tinh hinh
phan phéi va viéc gii miu bd sung dé kiém tra chét lugng 16 thubc Toduc, S6 16:
~TU0012105; NSX: 23/06/2021; HD: 22/06/2023 néu trén theo quy dinh.

Cuc Quén ly Dugc théng bao dé cac don vi biét va thuc hién /.

Noi nin: KT, CUC TRUONG
- Nhu trén; PHO CUC TRUONG

- Cuc truéng Vil Tudn Cuong (dé b/c); e
- Céc phong DPKT, QLKDD, Phap ché- K
Thanh tra — Cuc QLD;
- Lvu: Vén thu, CL ().
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