UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Doc lap — Ty do — Hanh phiic

$6: 429 /SYT-NVD Déng Nai, ngay o/ thdng?! nim 2019

VA xit Iy thuée khong dat tiéu
chuan chat lugng

Kinh gui:
- Cac don vi truc thude So Y té;
- Phong Y té cac huyén, Tx. Long Khanh, Tp. Bién Hoa;
- Cac co s& ban budn thude trén dia ban tinh.
(Sau day goi tat la cac don vi)

Thyc hién céng van sé 581/QLD-CL ngay 21/01/2019 cia Cuc Quén ly
Ducge — B Y té vé viée xut ly thude khong dat tiéu chuan chét lugng;
Giam doc S¢ Y té Dong Nai thong béo:

1. Dinh chi thudc vién Alphachymotrypsin (Alphachymotrypsin 42001U),

SDK: VD-22400-15, S6 16: 090918, NSX: 13/09/2018 do Coéng ty cb phdn Duoc
DPéng Nai san xuit.

Ly do thu hoéi:

Mau thuée do Vién Kiém Nghiém thuéec TW 13y tai Céng ty TNHH Duoc
Pham Hai An (Quay 209, tang 2, Trung tdm phan phdi Dugc phdm va Trang thiét bi
y t& Hapu Medicenter, S& 1 Nguyén Huy Tuéng, Thanh Xuan, Ha Noi). Thude
khéng dat tiéu chuan chét lugng vé chi tidu Dinh luong.

2. Giao Truong Phong Y té cac huyén, thi xa Long Khanh, thanh phd Bién Hoa
¢6 trach nhiém giri théng bao cho cac co s ban 1¢, cac co s st dung thude ngoai
cong lap trén dia ban quan 1y; kiém tra va giam sat cac co s& thuc hién thong bao;
xu ly nhitng co s& vi pham theo quy dinh hién hanh.

S& Y té s€ to chue giam sat, kiém tra, cic co s¢ thyuc hién thdng bao nay./.

$6 2 - Phan Dinh Phing, phuang Quang Vinh, thanh phé Bién Hoa, tinh Péng Nai
DT: (0251) 942641, Fax: (0251} 847269, Email: sytiidongnai.gov.vn, Website: syt.dongnai.gov.vn




(Dinh kem Cong van 56 581/QLD-CL ngay 21/01/2019 cua Cuc Quan 1y
Dugc —Bo Y t€)

Noi nhéin: GIAM DOC
- Nhu trén;
- BGD SYT (bao cao):
- BVPK Cao su Pdng Nai;
- TTKN, Thanh tra S&, P. QLHN:
- Trung tdAm TT-GDSK;
- Website S& Y € Ddng Nai;
- Chi Cuc QLTT BN;
- Luw: VT, NVD.

Sé 2 - Phan Dinh Phiing, phuong Quang Vinh, thanh phd Bién Hoa, tinh Bdng Nai
DT: (0251} 942641, Fax: (0251) 847269, Email: syti@dongnai.gov.vi. Website: syt.dongnai.gov.vn




BOY IE CONG HOA XA TTOT CHYU NGHIA VIET NAM

CUCQUANLY D UoC Boce iap - Ty do - Hanh phac
S . AQLD-CL Ha Nty ngay - thdng -onam 2019

VA Iy thude khong dat tidu

chudn chit tuony

Kinh gut:
=50 "LL Ha Not;
-SoY 8 D(mu Nai:
- Vién Kiém nghiém thude Trung uong;
- Vién Kmm nghiém thude Tp. Hé Chi Minh;
- Céng ty ¢b phan Duoc Dunu Nai.

Can cir vao cac qui che duge hign hanh cua Viét Nam.

Cin o Céng van so 29/VKNTTW-K11 ngay 1 l/()]./2{)19 caa Vién Kiém
nghiém thude Trung uong ewi kém phidu kiém nghidm s§ 49172 ngay
LO/01/2019 v& thude vien Alphachymotrypsin (Alphachymotrypsin 4200 Ul),
SDK: VD-22400-15, S5 16: 090918, NSX: 13/9/2018, HID: 13/9/2021 do Cong
ly ¢ phan Durec Dong Nai san xudt, Mau thude do Vién Kiém nghiém thudc
Trung vong ly tai Cong ty TNHH Duoc pham Hai An (Qudy 209, tang 2
Trung tam phan phéi Duge pham va Trang thidt bj y & Hapu Medicenter, S6 |
Neuyén Huy Tudng. Thanh Xudn, Hi N&i). Thude khang dat tiéu chudn chie
lugng vé chi tiéu Dinh lugng.

Cuce Quan iy Duge thong bdo:

I Binh chi luu hanh wén dia ban 113 Noi thude vién Alphachymotrypsin
(Alphachymotrypsin 4200 Ul), SBIG VD-22400-15, S 16: 090918 NSX:
[3/9/2018, HD: 13/9/2021 do Céng ty ¢é phin Duge Ddng Nai san xuat va cac
co 56 kinh doanh, st dung 43 duoc co sé ban budn noi 1dy mau thude cung cAp.

2. Yéu cdu Cdng ty b phan Duge Dng Nai phdi hop vdi cac co s phin
phéi thude, phat:

a) Trong thoi han 48h ké tir ngay ky cdng vin ndy, gui théng bao thu hdi
to1 cac cor s¢ bdn budn, han le, siv dung thude vién Al phachymotrypsin, SDK:
VD-22400-15, 86 16: 090918, NSX: 13/9/2018, HD: 13/9/2021 do Coéng ty ¢b
phan Duoc Donu Nai san xudt va tién hanh thu hdi toan bo 16 thude khéng dat
ticy chuan chat fuong néu wén wén dia ban Ha Ngi va cae co s0 kinh doanh, sir
dung di dugc co s¢ ban budn noi Hy mau thudce cung cAp.

G bao cao thu hdi vé& Cuc Quan ty Du‘oc S& Y té Ha Néi wong thoi han
20 119;‘1\’ Kké tir ngdy kjf cong viin ndy, bao gom sé luong san xuat 56 lugng phan
])hOl} sb luong thu héi trén dia ban Ha Noi, cac bano chung, vé vi iéc thuce hién thu
hoi lai cdac co s¢ ban budn, ban le, str dung dd mua thude theo quy dinh hién
hanh.




) Bao cac tnh hinh san xuat (thai eian, \o }uo g san xudt), phan piw
(tén, dia chi ctia cde co 56 kinh doanh d8 mua thude. 56 lromg cung, Ldp) 16 thude
Alphackymotrypsin, 86 16: 090918, NSX: 13/9/2018, HD: 13/9/72021 vé Cuc
Quén Iy Duge, Vien Kiém nghiém thude TW, Vién K iLm nghiém thude 1Ip. 36
Chi Minh trong vong 03 ngay ké tr ngay ky cong var nayv.
¢) Phéi hop véi co quan kiém tra chit hugng, co quan kigm nghiém thude
Nha nude tién hanh 1y méay hé\ sung tai it nhat 02 co 5o ban budn khac, wong dé
CO CO 50 ban budn di cung cap thude cho Cong ty TNHH Duge phim Hai An
(Quay 209, tang 2, Trung Am phan phéi Duoc pham vi Trang thiét bi v t& Hapu
Medicenter, $6 | Nguyén Huy Tudng, Thanh Xuan, Ha Noi). Dia diém lfiy mau
do co quan kiém tra chit luong, co quan kiém nghi¢m thude tua chon va quyéi
dinh trén co 50 bao cdo cla edng ty. Gui mau da lay o1 Vidn Kiém nghiém
thuée TW hodc Vién Kiém nghiém thude Tp. Ho Chi Minh dé kiém tra chél
luong doi vai chi tidu Binh luong, Bao co két gua kitm tra chat luong trong

\fom, 15 ngay ké tir ngay nhan duoe mau vé Cuc Quén Iy Duoc dé ¢6 ¢in o X
Iy tiép theo.

3. Dé nghi Vién Kiém nghidm thude TW / Vién [Kiém nghi¢m thudc Tp. Héb
Chi Minh uu tién tién hanh kiém tra chit lugng dbi voi chi tiéu Dinh fugug cua
cde mau Iéy bé sung ddi véi thude Alphachymotrypsin, S6 18: 090918, NSX;
13/9/2018, HD: 13/9/2021 do Céng ty ¢b phin Duoe Dong Nai san xut.

4.9 nghi S& Y té 112 Naj -

a) Contg bo Uiong i vice thu hés 16 thude Alphuchymotrypsiu, 86 16:
090918, NSX: 13/9/2018, HD: 13/9/202] néu trén (rén Trang thong tin didén W
cua Sé. ‘

b) Kiém tra va gidm sat Cong ty b ph?m Duoge Démg Nai thuce hién vide
thu héi twén dia ban 16 thude Alphachvmotrypsin, S6 16: 090918, NSX:
13/9/2018, HD: 13/9/2021 néu trén theo quy dinh.

5. Dé nghi $6 Y t& Pong Nai kidm tra vi gidm sat Céng ty ¢o phan Duoe
Déng Naj thue hién viée bao céo tinh hinh san XUt phin phéi va vige gui mau
bd sung dé kiém tra chat ivong 6 thude Alphachyvmotrypsin, S 16: 090918,
NSX: 137972008, HD: 13/9/2021 néu trén theo quy dinh.

Cue Quan ly Duge théng béo dé cae don vi biet va thuce hién /.

Noi nhin: , KT. CUC TRUONG
-+ Nhurleén; , ._ PHO CUC TRUONG

- Cyc trudng Vi Tudn Cirdng (dé bicy

- Céc phong BT, QLEDD, Thanh ira Duge-MP.

QLTT-QCT - Cyc QLD; : : . &

- Cong ty TNHH Duge p!mm Hai An (Qua\ 700 maw 2. S {3\\}}“
Trung 1dm phin phm Duge pha Amval rang thiél bi y té A
Hapu Medicenter, S& 1 Nguyén Huy Tudng, Thanh
Xudn, Ha N&D (dé thue hién): _ S )

- Luu VT, CL (HD). - Nguycn Tat Dat
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