BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

THANH TRA BO Doc 1ap - Tu do - Hanh phlc
Sb: 8 IKL-TTRB Ha Noi, ngay 06 thang06 nam 2024
KET LUAN THANH TRA

Viéc thue hi€én cac quy dinh cia phap luat vé dang ky, luvu hanh,
quan ly chit luong thudc, nguyén li¢u lam thudc, my pham,
hoat dong cong bd, phan loai, dang ky lu’u hanh, san xuat nhap khau,
kinh doanh trang thiét bi y té tai mot s6 co s& san xuat, nhap khau,
kinh doanh c6 lién quan trén dia ban thanh phé H6 Chi Minh.

Thuc hién Quyét dinh s6 45/QD-TTrB ngay 27/11/2023 ctiia Chanh Thanh
tra BO Y té thanh tra viéc thuc hién cic quy dinh cua phap lut vé dang ky, luu
hanh, quan 1y chat luong thudc, nguyén liéu lam thudc, my pham; hoat dong cong
bd, phan loai, dang ky luu hanh, san xuét, xuat nhap khau, kinh doanh trang thiét
biy té tai mot sO co s& san xut, nhap khau, kinh doanh c¢6 lién quan trén dia ban
thanh phé H6 Chi Minh; tr ngay 12/12/2023 dén ngay 22/01/2024, Poan thanh
tra da tién hanh thanh tra truc tiép tai 08 co' s& san xut, nhap khau, kinh doanh
thudc, my pham, trang thiét bi y té va xac minh 02 co s& lién quan trén dia ban
thanh phd H6 Chi Minh.

Xét Béo cao Két qua thanh tra s6 65/BC-TTrB ngay 29/5/2024 cia Trudng
Doan thanh tra.

Chéanh Thanh tra B§ Y té két luan thanh tra nhu sau:

PHAN I. KHAI QUAT CHUNG

1. Cac co s¢ duge thanh tra, kiém tra xdc minh.

1.1. Cac co so dwoc thanh tra.

Poan Thanh tra d3 tién hanh thanh tra tai 08/08 co s san xuét nhap khau,
kinh doanh thudc, nguyén liéu lam thudc, my pham, trang thiét bi y t& gom:

- Co sO san xuat nhap khau, kinh doanh thubc, nguyén liéu lam thubc (04
co s6): VCong ty ¢6 phan thuong mai Duoc pham Quang Minh, 2Cong ty TNHH
Duoc pham va hda chat Nam Linh, ®Cong ty TNHH IMCD Viét Nam; 9Céng ty
C6 phan Dugc pham An Thién.

- Co so san xuat, kinh doanh my pham (02 co so): YCéng TNHH Duoc
pham Lap Viét Nam, 2)Cong ty Co phan Cong ngh¢ sinh hoc Bitechpharm.

- Co sé san xuét, nhap khau, kinh doanh trang thiét bi y t& (02 co s6):
DCong ty TNHH MTV Duogc pham PV Healthcare, 2Cong ty TNHH Thé gidi
Gen.

1.2. Cdc co s& dwoc kiém tra xdc minh.

Poan thanh tra di xac minh d6i véi cc co so lién quan vé nhitng nodi dung
dugc thanh tra (02 co s0):

- Cong ty TNHH G-World 14 co s& mua ban trang thiét bi y té caa Cong ty
TNHH Thé giéi Gen.



- Van phong dai dién Pharmascience Inc tai TP. HO Chi Minh (dai dién Nha
san xuét, Cong ty ding ky 1a Pharmascience Inc-Canada la co so dang ky thudc
Entecavir 0,5mg (Céng ty TNHH Duoc pham va héa chat Nam Linh nhap khau).

2. Co s6 phap ly cuaa cac co s¢ dugc thanh tra.

= 2.1. Cac co so san xudt, nhdp khdu, kinh doanh thuéc, nguyén liéu lam
thuoc:

a) Cong ty Cé phan thwong mai Duoc phdm Quang Minh:

- Glay dang ky kinh doanh: s6 0301470778 do So Ké hoach va Pau tu
thanh phé H6 Chi Minh cip lan dau ngay 03/9/2008, cap thay doi lan thir 12 ngay
21/3/2023:

+ Pia chi tru s& chinh: S6 4A Lo Lu, phuong Trudng Thanh, thanh phé
Tha Puc, thanh phd HO Chi Minh.

~ + Nguoi dai dién phap luat: Ba Nguyén Thanh Thu Ha, chuc danh: Giam
doc.

- Giay chiing nhan thuc hanh tt san xuat thuéc (GMP): s6 286/QD-QLD
do Cuc Quan Iy Dugc cap ngay 25/5/2021.

- Giéy chting nhan du diéu kién kinh doanh dugc: s6 389/DPDKKDD-BYT
do Bo Y té cap ngay 03/02/2020 (cap diéu chinh):

+ Loai hinh: San xut thuéc.

+ Pia chi nha may san xuat thudc tai: S6 4A Lo Lu, phuong Truong Thanh,
Quan 9, thanh ph H5 Chi Minh.

+ Phu trach chuy@n mén vé duoc cia co sd: Duoc sy dai hoc Dung Thi
Bich Thay, Chang chi hanh nghé Duoc sé6 3548/CCHN-D-SYT-HCM do So' Y té
thanh phd Ho Chi Minh cap ngay 03/10/2018.

- Cong van sd 8470/QLD-CL ngay 02/8/2023 cua Cuc Quan ly Dugc vé
viéc danh gia GMP cho phép co s¢ dugc tiép tuc c4c hoat dong ciia co s& san Xuat
thudc, nguyén liéu 1am thuéc theo pham vi tai Gidy chung nhan du diéu kién kinh
doanh dugc s6 389/DPKKDD-BYT ngay 03/02/2020 cho dén khi cé két qua
danh gia dinh ky viéc duy tri dap ung GMP.

b) Cong ty C6 phan Duroc pham An Thién:

- Glay dang ky kinh doanh: s6 0305706103 do S¢ Ké hoach va Pau tu
thanh phé H& Chi Minh cép, dang ky 1an dau ngay 15/05/2008, cap thay doi lan
tht 20 ngay 04/11/2019:

+ Pia chi tru s¢ chinh: 314 Bong Sao, phuong 5, Quan 8, thanh phd Ho Chi
Minh.

+ Nguoi dai dién theo phap luat cua Cong ty: Ong Tran Ngoc Diing, chirc
vu: Tong Giam déc.

- Giay ching nhan thyc hanh tét san xuat thudc, nguyén liéu lam thuéc
(GMP) s6 214/GCN-QLD do Cuc Quan Iy Dugc cap ngay 15/4/2021.

- Giay chung nhan thyc hanh tét bao quan thudc, nguyén liéu lam thuéc
(GSP) s6 310/GCN-QLD ngay 02/6/2021 do Cuc Quan ly Dugc cap.

- Gidy chang nhan du diéu kién kinh doanh duoc s6 679/DPDKKDD-BYT
ngay 22/4/2022 do B9 Y té cap (cap diéu chinh):

~ + Loai hinh: San xuat thudc; Xuat khau, nhap khau thudc, nguyén ligu lam
thuaoc.



+ Pia chi nha may san xuat thudc va kho thubc GSP tai: Lo C16, Pudng sb
9, KCN Hiép Phudc, huyén Nha Be, thanh phé H6 Chi Minh.

+ Phuy trach chuy@n mdn vé duoc ddi véi hoat dong san xuat thude cua co
so: Dugc sy dai hoc Nguydn Trung Hiéu, Chung chi hanh nghé Duoc sb
4920/CCHN-D-SYT-HCM do So Y té thanh phé H6 Chi Minh cip ngay
09/11/2015.

+ Nguoi chiju trach nhiém chuyén mén vé duoc ddi véi hoat dong xuat
khau, nhap khau thubc, nguyén liéu 1am thube: Duoc sy dai hoc Nguyén Minh
Tri, Chuing chi hanh nghé Dugc s6 2042/CCHN-D-SYT-HCM do S& Y té thanh
phd HO Chi Minh cap ngay 27/12/2017.

+ Nguoi phu trach vé dam bao chat luong cia co so: Duoc sy dai hoc
Nguyén Hoang Phuong Thao, Chang chi hanh nghé Duoc sé 3452/CCHN-D-
SYT-HCM do S& Y té thanh pho Ho Chi Minh cap ngay 31/8/2018.

- Giay chting nhan GDP sb 442/GDP do S¢ Y té thanh phé H6 Chi Minh
cap ngay 05/02/2021.

- Giay chung nhan du diéu kién kinh doanh Dugc s6 9567/DPPKKDD-
HCM do S¢' Y té thanh phd H6 Chi Minh cap ngay 05/02/2021(cap diéu chinh):

+ Loai hinh: Co s& ban budn thudc, nguyen li¢u lam thuéc.

+ Ngudi chiu trach nhiém chuyén mdn vé duoc cua co sé: Duoc sy dai hoc
Son Ngoc Thanh, Ching chi hanh nghé Dugc s6 137/CCHN-D-SYT-TV do S¢ Y
té tinh Tra Vinh cip ngay 07/8/2018.

+ Pja diém kinh doanh: L6 C16, Puong sé 9, KCN Hiép Phudc, huyén
Nha Be, thanh phé H6 Chi Minh.

¢) Cong ty TNHH DurgtC pham va hoa chat Nam Linh:

- Glay dang ky kinh doanh: s6 0303569980 do So Ké hoach va Pau tu
thanh phé H6 Chi Minh cp lan dau ngay 19/11/2004, cap thay doi lan thir 19
ngay 15/3/2019: ’

+ Pia chi tru so chinh: S6 915/27/12 Puong Lé Van Luong, Ap 3, xa
Phudc Kién, huyén Nha Be, thanh phd H6 Chi Minh.

+ Nguoi dai dién phap luat: Ba Trinh Thi Hong, chac vu: Giam déc.

- Gidy chang nhan dat tiéu chuan thuc hanh tot bao quan thudc (GSP) sb
73/Qb-QLD do Cuc Quén ly Dugc cap ngay 14/02/2023,

- Glay chtng nhan du diéu kién kinh doanh dugc s6 398/DKKDD-BYT do
Bo Y té cap ngay 24/02/2020 (cap diéu chinh):

+ Hoat dong kinh doanh dugc: Xuat khau, nhap khau thuéc.

+ Dia diém kinh doanh tai: S6 915/27/12 Pudng Lé Van Luong, Ap 3, xa
Phudc Kién, huyén Nha Be, thanh phd H6 Chi Minh.

+ Nguoi phu trach chuyén moén: Duogc si dai hoc Pham Ngoc Quang,
Chting chi hanh nghé dugc sé 3825/HCM-CCHND do S¢' Y té thanh phé Hb Chi
Minh cap ngay 17/03/2015. Giay xac nhan hoan thanh 16p cap nhat kién thic
chuy&n mdn trong hanh nghé duoc, cip ngay 11/08/2022.

- Gidy ching nhén dat tiéu chuan thuc hanh tét phan phéi thuéc (GDP) sb
4220/GDP do S& 'Y té thanh phé H6 Chi Minh cip ngay 28/12/2022.

- Gidy chang nhan du diéu kién kinh doanh dugc sé 2964/DPKKDD-HCM
do S¢' Y té thanh phd HO6 Chi Minh cap ngay 28/12/2022:
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+ Loai hinh: Co s& ban budn thudc.

+ Dia diém kinh doanh: S 915/27/12 Pudng Lé Van Luong, Ap 3, xa
Phudc Kién, huyén Nha Be, thanh phd H6 Chi Minh.

+ Nguoi chiu trach nhiém chuyén mén vé Duoc ciia co so: Dugc sy dai hoc
Trinh Thi Héng, Chtng chi hanh nghé duoc s6 4283/HCM-CCHND do S¢ Y té
thanh phé HS Chi Minh cap ngay 25/06/2015. Giay xac nhan hoan thanh 16p cap
nhat kién thic chuy&n mén trong hanh nghé duoc, cip ngay 09/11/2022.

d) Cong ty TNHH ICMD Viét Nam:

- Gidy dang ky kinh doanh: sé 0313493360 do S¢ Ké hoach va Pau tu
thanh phé H6 Chi Minh cép, diang ky 1an dau ngay 30/6/2015, dang ky thay doi
lan tht 17 ngay 22/8/2023:

+ Dia chi tru s¢ chinh tai: Phong 12-01, ting 12, tda nha Pearl 5, S6 5, L&
Quy Dén, phuong V6 Thi Sau, quan 3, thanh phé H6 Chi Minh.

+ Nguoi dai dién theo phap luat cua Cong ty: DAAN FREDERIK
ROEBBERS. Quéc tich: Ha Lan. Chac danh: Tong giam doc; ANDREAS
CHRISTOPHER IGERL. Quéc tich: bic. Chirc danh: Chu tich Cong ty.

- Giay chirng nhan dat tiéu chuan thuc hanh tét bao quan thuéc (GSP) sb
01/GCN-QLD do Cuc Quan 1y Dugc cip ngay 04/01/2022:

+ Pia chi vin phong tai: Tang 7, Toa nha Petro VietNam, s6 1-5 Lé Duan,
phuong Bén Nghé, Quan 1, thanh phd H6 Chi Minh.

+ Dia chi kho bao quan nguyén liéu 1am thudc tai: S6 24, duong 17, khu
phd 3, Qudc 16 13, phuong Hiép Binh Phudc, quan Tha Puc, thanh phé H6 Chi
Minh.

- Gidy chiing nhan du diéu kién kinh doanh duoc s6: 657/DKKDD-BYT do
Bo Y té cap ngay 18/02/2022:

+ Loai hinh: Co s& xuat khau, nhap khau nguyén liéu lam thuéc.

+ Dia chi tru s¢ chinh tai: Tang 7, Toa nha Petro VietNam, s6 1-5 L& Duan,
phuong Bén Nghé, Quan 1, thanh phé H6 Chi Minh.

+ Pia diém kinh doanh tai: S6 24, duong 17, khu phd 3, Quéc 16 13,
phuong Hiép Binh Phudc, quan Tha Buc, thanh phé HO Chi Minh.

+ Nguoi chiu trach nhiém chuyén mén vé Duoc cia co so: Dugc sy dai hoc
Nguyén Thi Luan, Ching chi hanh nghé dugc s6 2823/CCHN-D-SYT do S¢' Y té
thanh phd H6 Chi Minh cap ngay 04/04/2018.

2.2. C4c co s¢ san xuat, kinh doanh my pham:

a) Céng ty TNHH Durgc pham LAP:

- Giay dang ky kinh doanh: s6 00310426895 do S& Ké hoach va Pau tu
thanh phé H6 Chi Minh cép, ding ky 1an dau ngay 03/11/2010, dang ky thay doi
lan tha 8 ngay 16/11/2023:

+ Dia chi tru s¢ chinh tai: 21/56 Tu Lap, phuong 4, quan Tan Binh, thanh
phd Ho Chi Minh.
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+ Nguoi dai dién theo phap luat caa Cong ty: Ong V& Khic Huy, chic
danh: Giam déc.

- Gidy chang nhan du diéu kién san xuat my pham sé 22/HCM-PKSXMP
do S¢ Y té thanh phd HS Chi Minh cap ngay 08/8/2023 (ban cap lai): Dia diém
san xuét tai: 38/3 Ao Déi, khu phd 10, phuong Binh Tri Bong A, quan Binh Tan,
thanh phd H6 Chi Minh.

b) Cong ty cé phan céng nghé sinh hoc Bitechpharm:

- Gidy dang ky kinh doanh: s6 0316030272 do S¢ Ké hoach va Pau tu
thanh phd H6 Chi Minh cap, dang ky 1an dau ngay 22/11/2019, dang ky thay doi
lan tht 2 ngay 24/3/2021:

+ Pja chi try so chinh tai: 18A Ta Xuong, T6 14, khu pho 1, phuong Hiép
Phu, thanh phé Tha Bac, thanh phé H6 Chi Minh.

+ Nguoi dai dién theo phap luat: Ba Bui Thi Thanh Hang, chic danh: Giam
doc.

- Giay chung nhan du diéu kién san xuat my pham s6 202/HCM-DKSXMP
do S¢ Y té thanh phé H6 Chi Minh cap ngay 20/5/2022. Bia chi nha may tai: 488
duong Hoang Hitu Nam, phuong Long Binh, thanh phé Thu Buc, thanh phé H6
Chi Minh.

2.3. CAC co 56 san xuat, nhap khau, kinh doanh trang thiét bj y té:

a) Cong ty TNHH MTV Duoc pham PV HEALTHCARE:

- Giay chitng nhan dang ky kinh doanh sé: 0314867900 do S¢ Ké hoach va
Pau tu thanh phd H6 Chi Minh cap, dang ky 1an dau ngay 30/01/2018, dang ky
thay d6i lan thir 3, ngay 20/3/2023:

+ Pja chi try s¢ chinh tai: 4/5 Khu dan cu Van Xuan Dat Viét, Buong sb 5,
phuong Binh Hung Hoa, quan Binh Tan, thanh phé H6 Chi Minh.

+ Nguoi dai dién phap luat: Ba Nguyén Thi Ngoc Phuong, chiic danh:
Giam déc.

- Ho so cong bo du diéu kién mua ban trang thiét bi y té loai B,C,D:

Thong tin vé s cong bd dua diéu kién trang thiét bi y té:
200000077/PCBMB-HCM, ¢ong bd lan dau ngay 26/3/2020; Cap nhat lan 1, ngay
02/10/2023; Cap nhat lan 2, ngay 06/12/2023; Cap nhat lan 3, ngay 08/12/2023.

b) Cong ty TNHH Thé gidi Gen:

- Giay chitng nhan dang ky kinh doanh: s6 0309215120 do S& Ké hoach va
Pau tu thanh phd H6 Chi Minh cép, dang ky 1an dau ngay 30/6/2009, thay d6i lan
thur 6 ngay 08/3/2021:

+ Dia chi tru s¢ chinh: Lo 15-1, Buong N7, Khu céng nghé cao, phuong
Tang Nhon Phu A, thanh phé Thu Bac, thanh phd H5 Chi Minh.

+ Nguoi dai dién theo phap luat caa Cong ty: Ong Nguyén Vian L&, chiic
danh: Chu tich Hoi dong thanh vién.

- Giay chtng nhan 1SO 13485:



+ Gidy chung nhan 1SO 13485: 2017 s6 VN 007254 cap ngay 18/9/2020 do
Bureau Veritas Certification Viét Nam (c6 hiéu luc dén 17/9/2023).

+ Gidy chitng nhan 1SO 13485: 2017 s6 VN 007254 c4p ngay 14/9/2023 do
Bureau Veritas Certification Viét Nam (c6 hiéu luc dén 17/9/2026).

- Ho so cong b du diéu kién san xuit trang thiét bj y té:

Phiéu tiép nhan Ho so cong bd du diéu kién san xuat trang thiét bi y té sé
200000397/PCBSX-HCM cip ngay 24/12/2020; Diéu chinh hd so cong bd du
diéu kién san xuat trang thiét bi y té ngay 24/4/2021 (diéu chinh lan 1).

- Hb so cong bd du diéu kién mua bén trang thiét bi y té: Phiéu tiép nhan
Ho so cong bd du diéu kién mua ban trang thiét bi y té s6: 190000204/PCBMB-
HCM ngay 06/11/2019 do S& Y té thanh phé H6 Chi Minh tiép nhan,

PHAN II. KET QUA KIEM TRA, XAC MINH

|. Cac co sé thanh tra

1. C4c co sé san xuat, nhap khau, kinh doanh thudc, nguyén li¢u lam
thuéde:

1.1. Cong ty Cé phan thiwong mai Dwrgc phdm Quang Minh:

1.1.1. Két qua kiém tra

a) Ho so phap 1y:

cong ty Co6 phan thuong mai Duoc pham Quang Minh c6 du co s& phap Iy
dé hoat dong san xuat, kinh doanh thudc theo quy dinh, co sé da duoc co quan co
tham quyén cap: Giéy chiing nhan dang ky kinh doanh, Gidy ching nhan thuc
hanh tét san xuat thuéc (GMP), Gidy chiing nhan du diéu kién kinh doanh duogc.

b) Vé co cau to chic, nhan sy:

- Theo co s& bao céo, co s& ¢O tong s6 66 nhan su, co cau to chuc gom:
Phong hanh chinh va Giam déc nha may, Phong bao d¢am chat luong, Phong kiém
nghiém, Phong san xuat, Phong dang ky thubc, Phong phét trién R&D, Phong ky
thuat co dién, Phong ké hoach san xuat, Phong ké toan An toan lao dong va moi
truong.

- Poan da kiém tra thyuc t& hd so ctia cac nhan su chu chét (Hop dong lao
dong, Gidy kham sirc khoe dinh ky, chitng chi hanh nghé duoc, Giay chiing nhan
cap nhat kién thac chuyén mén):

+ Nguoi phu trdch chuyén mén: Ba Dung Thi Bich Thuy la Duogc sy dal
hoc c¢6: Chang chi hanh nghé Duoc s6 3548/CCHN-D-SYT-HCM, ngay
03/10/2018 do S¢ Y té thanh phd HO Chi Minh cap; Gidy ching nhan cap nhat
kién thirc chuyén mon do trudong Pai hoc Y Duoc thanh phé H6 Chi Minh cap
ngay 23/12/2019 va ngay 10/02/2023; Gidy kham suc khoe va Hop dong lao
dong.

+ Ngudi phu trach dam bao chat luong: Ba Nguyén Ngoc Khanh An 1a
Duoc sy dai hoc c6: Chung chi hanh nghé Duoc s6 4444/CCHN-D-SYT-HCM do
S6 Y té thanh pho HO Chi Minh cap ngay 23/5/2019; Chimg chi dao tao lién tuc
chuong trinh “Quan ly rui ro trong san xuat duoc pham: Pam bao chat luong
thudc thong qua chudi cung tng” do Vién kiém nghiém thudc Trung uong cap
ngay 28/6/2022; Gidy chitng nhan dao tao lién tuc chuyén dé “Cap nhat kién thuc
chuy&n mdn trong hanh nghé duoc-chuyén dé san xuat va bao quan thudc, nguyén



lam thudc, vac xin, sinh phdm” do Truong dai hoc Y khoa Pham Ngoc Thach cap
ngay 18/11/2021; Giay kham stc khoe va Hop dong lao dong.

+Truong phong san xuat: Ong Nguyén Dinh Phi 1a Duoc sy dai hoc
(Chting chi hanh nghé Dugc s6 407/CCHN-D-SYT-TG (cap diéu chinh lan 1)
ngay 30/9/2022 do S& Y té tinh Tién Giang cip; Gidy ching nhan dao tao lién tuc
do trudng Pai hoc Y khoa Pham Ngoc Thach cip ngay 25/05/2021; Giay kham
suc khoe va Hop dong lao dong.

+ Truong phong kiém nghiém: Ong Tran Thanh Minh 1a Duoc sy dai hoc
(Chting chi hanh nghé Duoc sé 4236/CCHN-D-SYT-BD cép ngay 30/10/2020 do
S Y té tinh Binh Duong; Gidy xac nhan hoan thanh dao tao, cap nhat kién thtc
chuyén mon do Trudng dai hoc Duoc Ha Noi cap ngay 08/5/2023; Giay kham stc
khoe va Hop dong lao dong.

c) Vé co so vat chat, trang thiét bi:

Co s& €6 nha may san xuat thudc tai dia chi: S6 4A Lo Lu, phuong Truong
Thanh, thanh phé Tha Puc, thanh phé H6 Chi Minh. Tai thoi diém kiém tra, co
s& khong dang c6 hoat dong san xuat thuc. Theo bao céo cua co s va kiém tra
thuc té, Poan ghi nhan:

- Nha may san xuit thudc caa co s& dat tiéu chuan thuc hanh tét san xuat
thuéc (GMP-WHO) gém 03 phan xuodng: Phan xuéng thubc kem, thudc nudc
ding ngoai, thuéc nudc udng, vién dan; Phan xuong thudc vién: vién nén, vién
bao, vién nén sui bot, thudc cém sui bot, vién nang cing; Phan xuéng thude nude
v trung (thudc nho mét).

Tai nha may san xuat thudc co trang bi cac hé théng phu trg: Hé thdng xir
ly khéng khi HVAC, hé théng xir Iy khi nén, hé théng xir 1y nuée tinh khiét (RO),
hé théng phong chay chira chay.

- Heé théng kho bao quan: Cong ty c6 hé thong kho bao quan dugc bé tri du
dién tich, thé tich phi hop véi hoat dong ciia co sd gom cac kho nhu sau: Kho bao
quan nguyén liéu, bao bi (mang nhém/PVC, nhan); kho bao bi; kho bao quan
thudc thanh pham. Trong cac kho c6 trang bi gia, ké; hé théng may lanh, nhiét am
ké tu ghi. C6 hé thdng phong chéy, chita chay bao gom cac thiét bi phét hién khoi,
cOi bao, hé théng binh chira chay.

d) Vé viéc quan ly chat lugng thuéc:

- Co s da phan cong can bo phu trach quan ly chat lugng thuéc gom:
Duoc sy phu trach chuyén mén duoc cua co so 1a Dugc sy dai hoc Dung Thi Bich
Thuy, Dugc sy dam bao chit luong thude 1a Duoc sy dai hoc Nguyén Ngoc
Khanh An.

- Co s6 da ban hanh 116 quy trinh dé dam hoat dong san xuat thudc, Poan
kiém tra xac xuat 03 quy trinh quan Iy chat lugng gom: Quy trinh ldy mau thanh
pham; Quy trinh xir ly thanh pham tra vé va Quy trinh thu hdi san pham. 03 Quy
trinh d3 thé hién cac muc theo huéng din thuc hanh tét vé GMP.

- Tai nha may san xuit c6 bo phan kiém tra chat luong thubc vé cac tiéu
chuan: vi sinh, hda hoc va vat 1y dugc ghi nhan trong Gidy chiing nhan GMP; B
phan kiém tra chat lugng thudc ¢ 02 khu vuc vi sinh, khu vuc héa 1y va duogc
trang bi cac thiét bi kiém nghiém nhu: may HPLC, may do do hoa tan, may ly
tam, can phan tich... , tai cac khu vuc kiém nghiém c6 cac huéng dan vé quy
trinh thao tac van hanh céc thiét bi kiém nghiém.



Co s¢ da kiém tra dugc cAc chi tiéu vé vi sinh, héa hoc, vat ly. Riéng chi
tiéu vé kim loai niang, co s khong kiém tra duoc nén da hop ddng voi Cong ty
TNHH khoa hoc TSL dé kiém tra chi tiéu nay (Hop ddng nguyén tic sé
4320/HDPKN ngay 21/5/2020).

- Viéc luu miu thude thanh pham: Co sd ¢6 khu vuc riéng va trang bi gié,
ké dé luu mau thude thanh pham.

- Trong thoi ky thanh tra, co s khong c6 thuoc kém chét luong phai thu
hoi.

d) Thuc hién quy dinh vé san xuét thudc:

- Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023, theo bao céo
co s& san xuat 708 16 thudc cua 32 loai thude. Poan thanh tra kiém tra xac xuét hd
so ctiia 08 16 thube thanh pham, gom:

DThuéc TRANGALA QM (SPK: VD-29348-18): S6 16 0690923, NSX:
07/09/2023, Han dung: 07/09/2025; 2Thubéc KEDERMFA (SPK: VD-24970-16):
s6 16 0291222, NSX: 15/12/2022, Han ding: 15/12/2024; 3Thuéc POLYMAX
(VD-22303-15), s6 16 0200922, NSX: 09/09/2023, Han dung: 29/09/2025; 4
Thuéc RUMENADOL (SPK: VD-21012-14). Sb 16 0311222, NSX: 20/12/2022,
Han dung: 20/12/2025; 9Thuéc DICLOFENAC (SPK: VD-29382-18), sb 16
160623, NSX:19/06/2023, Han dung: 19/06/2025; ®Thuéc KEGYNAN DEPOT
(SPK: VD-23883-15), sb 16 0110823, NSX:17/08/2023, HD: 17/08/2025; "Thudc
EFEMAX (SPK: VD-29283-18), sb 16: 0060822, NSX: 15/08/2022, Han ding:
15/08/2024; ®Thudc POVIDONE (SDK: VD-17712-12), sé 16 0160523, NSX:
25/5/2023, HD: 25/05/2026.

- Kiém tra ho so 16 san xuat cua 08 16 thudc néu trén, Poan thanh tra ghi
nhan:

+ 08/08 16 thudc dwoc san xuét trong thoi gian s6 ding ky con hiéu lyc
hoac gia han glay dang ky luu hanh con hi¢u lyc hodc c6 cong van dugc duy tri.

+ Trong hd so 16 san xuat da co6 hoa don mua nguyén liéu, phleu kiém
nghiém duoc chat, ta dugc; phiéu kiém nghiém thudc thanh pham, mau luu thudc
thanh pham cuaa 08/08 16 thudc.

- Béi chiéu véi hd so dang ky thude, hd so cua 08 16 thude trén da san xuat
tuan thu theo ho so dang ky thudc.

e) Thuc hién cac quy dinh vé dang ky thudc:

- Theo bao cdo, co s¢ dimg tén dang ky 47 thude con hiéu lyc do co sé truc
tiép san xuat va kinh doanh®. Poan thanh tra di kiém tra xac xuat 08 ho so ding

(@) cong ty CPDP Quang Minh (47 thudc), gdm: PMedimax-N (SDK: VD-16369-12), ?Ketodexa (SPK: VD-17158-12) ¥Povidon (SPK: VD-
17712-12), “Gyno pazaryl (SPK:VD-19620-13) % Aclocivis(SPK:VD-19782-13), 9Effebaby, "Efebaby 150 (SPK:893100380523), ®Efebaby
300 (SPK: 893100380523), 9Selmikrons (SPK:VD-19786-13), “Medimax-F(SPK:VD-19787-13), YTrangala (SPK:VD-19788-
13),”Rumenadol (SPK:VD-21012-14) 9Effebaby (SDK: VD-21974-14), “Effebaby 150 (SPK: 893100380423),9Effebaby 250 (SDK:
893100314823), 19 ffebaby 80 (SDK:VD-22302-15), PPolymax (SDK:VD-22303-15), ®Wasfmint 250ml (SPK:VS-4898-15), Natriclorid
500ml (SPK:VS-495-15), D) Asapnano60ml(SPK:VD-23882-15),2YKegynamDepot (SPK:VD-23883-15), 2Effemax 650
(SDK:893100380723), 2Effemax 650 (SPK: 893100380623),29Kedermfa 5g (SDK: VD-24970-16), 2Alphachymotrypsin (SDK:VD-25906-
16),%'Thanh binh 4g (SPK:VD-25907-16),2Tornex 5 ml (SDK:VD-25908-16)Trangala-A 8¢ (SDK:VD-25909-16)*Natri clorid 10 ml
(SPK:VD-27361-17),*Gaumisa 30g (SPK: VD-28353-17),*YRosuvastatin 10 mg (SPK:VD-28354-17),*2Rosuvastatin 20 mg (SPK:VD-
28355-17),%Diclofenac  (SDK:VD-29382-18),*"Efemax vi 4 vién (SDK:VD-29383-18),®Trangala QM 8 g (SPK:VD-29384-
18),®Medietfikol eye (SPK: VD-29385-18), OFLOMAX 5 ml (SDK:VD-29386-18),*Rumeladol Extra (SPK:VD-30005-18),*Fawagyl
(SPK: VD-32238-19),“"Meditefast (SPK:VD-32239-19), “YAmbroxol 30 mg (SPK:VD-32698-19),*’Kedermfa 5g (SPK:VD-32699-
19),*Naofaramin (SDK:VD-32700-19),“’Genmysone 10g (SPK: VD-33026-19),'Tornex plus 5ml (SDK: VD-33783-19), “)SHIMAX-F lo
15 ml (SDK: VD-34028-20), ’(Up-misa)10g (SPK:VD-23248-15).



ky thubc caa 08 loai thube do co s dimg tén ding ky néu trén, ghi nhan: Co so da
cung cap duoc 08/08 hd so diang ky thudc (ban luu trit tai co s&) cua 08 loai thude
dugc kiém tra, mau nhan, to hudng dan sir dung thude, cong van duy tri hiéu luc
hoac Quyét dinh gia han Gidy dang ky luu hanh cta 08/08 thude dugc kiém tra.

f) Thuc hién cac quy dinh vé kinh doanh:

Co s& ¢6 hoat dong ban thudce do chinh co sé truc tiép san xuat. Poan kiém
tra viéc ban 08 16 thudc néu trén, Poan Thanh tra ghi nhan:

- Co s& cung cap duoc thé kho, hoa don ban hang cua 08/08 16 thude duoc
kiém tra.

- Kiém tra x4c xuét trén danh sach khach hang cua co so, ghi nhan: Co s&
c6 ban cho doanh nghiép va quay thubc, nha thudc. Co s cung cap dugc So theo
ddi thong tin cua khach hang, thé kho, héa don ban hang.

1.1.2. Mét sé han ché, ton tai

a) Cong ty C6 phan thwong mai Dugc pham Quang Minh khong thyc hign
thu tuc dang ky thay doi, bo sung gidy dang ky luu hanh trude khi luu hanh thudc,
nguyén lidu 1am thudc ddi véi cac thay doi lon, thay doi nhé can phé duyét tru6ce
khi thuc hién ddi v&i cac thudc:Thube Effemax, SPK: VD-29383-18, s6 16
0060822, NSX: 150822, Han dung: 150824; Thuéc Polymax 5ml, SDK: VD-
22303-15, s6 16 0200923, NSX: 290923, Han dung: 290925.

b) Ba Nguyén Ngoc Khanh An duoc co sé giao nhiém vu phu trach cong
tac dam bao chat luong thudc cua co sé. Tai chung chi hanh nghé Dugc s6
4444/CCHN-D-SYT-HCM ngay 23/5/2019 cua Ba Nguyén Ngoc Khanh An do
S Y té thanh phd HO6 Chi Minh cp chua c6 pham vi hoat dong san xuat thuéc.

¢) Viéc ban hanh huéng din vé quy trinh thao tac van hanh thiét bi kiém
nghiém chua duoc khoa hoc trong viéc danh sb cac budc thyc hién nén kho kiém
soat viéc thuc hién quy trinh thao tac; Cac mau luu thudc thanh pham chua dugc
theo déi day du nhiét do, do am.

d) Théng tin khach hang trén mot sé6 hoa don ban hang khong ghi theo phap
nhan cua khach hang (quay thudc, nha thubc, cong ty Dugc...) ma ghi ho tén va
dia chi ciia ngudi mua nén kho khan trong viéc Kiém tra, d6i chiéu vé co sé phap
ly ciia khéch hang trong viéc kinh doanh thuéc.

e) Trén gidy ching nhan du diéu kién kinh doanh duoc, gidy ching nhan
dang ky kinh doanh cua co sé chua cap nhat duoc sy thay d6i vé tén dia chi hanh
chinh, cu thé dia chi tru s& chinh trong Gidy chitng nhan du diéu kién kinh doanh
Duoc d3 dugc Bo Y té cip (Pia chi cii: 4A Lo Lu, P. Truong Thanh, Quan 9,
thanh phé H6 Chi Minh; dia chi méi hién nay 1a: s6 4A Lo Lu, phudng Truong
Thanh, thanh phé Thia Buc, thanh phd Ho Chi Minh).

1.2. Céng ty Cé phan Duoc pham An Thién:

a) Bao céo cua Cong ty:

Tai budi 1am viéc ngay 14/12/2023, co s& da bao cao va cung cap cho Poan
thanh tra bao cdo s 325-23/CV-AT ngay 08/12/2023 va co s& bao c4o voi Poan
thanh tra vé cac Poan thim dinh, kiém tra, danh gid, hau kiém dang lam viéc cua
Cuc quan ly Duoc tai co sé nhu sau:

(1) Poan danh gia cp GSP theo Quyét dinh s6 802/QDP-QLD ngay
30/10/2023 (Cong ty C6 phan Duoc pham An Thién d3 c6 bao cao khic phuc va
cho cdp Gidy ching nhan GSP).
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(2) Poan danh gia GMP theo Quyét dinh s6 Quyét dinh s6 821/QD-QLD
ngay 07/11/2023 (Poan kiém tra ciia Cuc Quan 1y Duoc dd dy thao bién ban dénh
gi4, chua c6 két luan danh gia).

(3) Poan kiém tra hau kiém viéc thuc hién cac quy dinh cua phép luat vé
quan ly gia thudc, dang ky thudc va quan ly chat luong thudc theo Quyét dinh sé
842/Qb-QLD ngay 13/11/2023 (Poan kiém tra ciia Cuc Quén 1y Dugc da co bién
ban kiém tra ngay 23/11/2023: viéc thuc hién cac quy dinh cua phap luat vé quan ly
gia thudc, dang ky thudc va quan Iy chat luong tai Cong ty Co phan Dugc pham
An Thién va xac minh tai cac co s¢ li€n quan).

b) Y kién ctia Poan Thanh tra:

- Nbi dung ma 03 Poan ciia Cyc Quan 1y Duoc trién khai, danh gia, kiém
tra, hau kiém tai Cong ty C6 phan Dugc pham An Thién trong thang 11 va thang
12/2023 tring vai cac ndi dung thanh tra tai Quyét dinh s6 45/QD-TTrB ngay
27/11/2023 cua Thanh tra Bo.

- Pé dam bao tranh chong chéo trong hoat dong thanh tra, kiém tra theo
quy dinh tai Chi thi s6 20/CT-TTg ngay 17/5/2017 cua Thu tuéng Chinh phu,
DPoan Thanh tra thong nhat khéng tién hanh thanh tra tai Céng ty C6 phan dugc
pham An Thién.

1.3. Céng ty TNHH Dugc pham va héa chdt Nam Linh:

1.3.1. Két qua kiém tra

a) Ho so phap 1y:

Cong ty TNHH Duoc pham va hoa chat Nam Linh ¢6 du co so phap 1y dé
hoat dong nhap khau, kinh doanh thubc theo quy dinh, co s di duoc co quan cd
tham quyén cap: Gidy chiing nhan ding ky kinh doanh, Gidy ching nhan thuc
hanh tot bao quan thudc, nguyén liéu 1am thubc (GSP), Gidy chang nhan du diéu
Kién kinh doanh dugc.

b) V& co cau t6 chuc, nhan su:

- Theo co s bao cdo, co s ¢O tong s6 35 nhan su bao gom co cau: Ban
Giam doc gom 02 ngudi; B phan quan Iy chat lugng (02 nguoi); B phan Ké
toan hanh chinh (08 nguoi); Bo phan thau (02 nguoi); Bo phan ban hang (08
nguoi); Bo phan xuat nhap khau (02 ngudi); Bo phan kho, giao nhan (11 nguoi).

Poan di kiém tra thuc té hd so cia cac nhan su chu chét (Hop dong lao
dong, Giay kham sic khoe dinh ky, ching chi hanh nghé duoc, Giay chiing nhan
cap nhat kién thtrc chuyén mon):

+ Ngudoi phu trach chuyén mén GSP: Ong Pham Ngoc Quang 14 Dugc s§
dai hoc, Chiing chi hanh nghé duoc s6 3825/HCM-CCHND do S& Y té thanh phé
Ho Chi Minh cap ngay 17/03/2015, Giay xac nhan hoan thanh 16p cap nhat kién
thirc chuyén mén trong hanh nghé duoc, cap ngay 11/08/2022; Giay kham sirc
khoe va Hop ddng lao dong.

+ Ngudi phu trach chuyén mén GDP: Ba Trinh Thi Hong 1a Duoc sy dai
hoc, Ching chi hanh nghé Duoc s6 4283/HCM-CCHND do S¢ Y té thanh phd Ho
Chi Minh cap ngay 25/6/2015. Gidy xac nhan hoan thanh Iép cap nhat kién thtc
chuy&n mén trong hanh nghé dugc, cap ngay 09/11/2022 va Giay kham stc khoe
va hop dong lao dong.

c) Vé co so vat chat, trang thiét bi:
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- Co s6 €0 tru so chinh, Vian phong giao dich va kho GSP tai s6 915/27/12
Puong Lé Van Lu’O'ng, Ap 3, x@ Phuac Kién, huyén Nha Bg, thanh ph H6 Chi
Minh. Theo bao céo va kiém tra thuc té tai co sd, ghi nhan:

Kho bao quan thudc dat GSP dugc bé tri tai tang 1 caa toa nha. Kho thube
tong dién tich khoang 150 m? trong d6 c6 01 kho bao quan thudc ¢ diéu kién
thuong (112.59 m?), 02 kho bao quan & diéu kién lanh 2-8°C dién tich 38 m?, kho
duoc trang bi gi4, ké, thiét bi ghi nhiét d6, d6 am tu ghi, 07 thiét bi theo d&i nhiét
d6; Co so c6 trang thiét bj van chuyén thudc gom: 01 xe ban tai, thing xop, da
kho.

d) V& viéc quan ly chét lwong thudc:

- Co so di phan cong can bo tham gia viéc quan ly chat lugng thudc gom:
Duogc sy phu trach chuyén mon dugc GSP 1a Dugc sy dai hoc Pham Ngoc Quang,
Duoc sy phu trach chuyén mén kho GDP 1a Duoc sy dai hoc Trinh Thi Hong va
tha kho thude 13 Duogc sy dai hoc Duong Thi Thao.

- Co s¢ da ban hanh cac quy trinh thao tac chuin dé dam bao hoat dong
nhap khau, kinh doanh thudc, Poan kiém tra xac xuat 03 quy trinh quan Iy chat
luong gom: Quy trinh bao quan, van chuyén hang bao quan dic biét, Quy trinh
sap Xep hang hoa trong kho, Quy trinh dong goi, giao hang gui hang. 03 Quy trinh
d4 thé hién cac muc theo huéng dan thuc hanh tét vé GSP.

- Céc thuoe duoc kiem tra co du phiéu kiém nghiém (COA) cia nha san
Xuat.

- Trong thoi ky thanh tra tir 01/01/2022 dén 30/9/2023, co s6 khéng cé 16
thudc kém chat lugng phai thu hoi.

d) Thuyc hién cac quy dinh vé dang ky thudc:

- Theo bao cdo, co sé dung tén ding ky Iwu hanh 08 thudc con hiéu luc
gom: YAllipem 100 mg (SPK:VN-22156-19),2Allipem 500 mg (SPK: VN-
22157-19), 9Thuéc Hericad 150 mg (SPK: QLSP-H03-1176-19); “Thudc
Hericad 440 mg (SDPK: QLSP-H03-1177), YAvegra Biocad 400 mg/4 ml (SDK:
SP3-1202-20), ®Avegra Biocad 400 mg/l16 ml (SPK: SP3-1203-20),
NTemozolomid 100 mg (SPK: VN2-626-17), ®Sendatron 5 ml (SPK: VN-22374-
19).

- Poan kiém tra xac xuat hd so ding ky thudc cua 05/08 loai thuéc gom:
DThudc Hericad 150 mg (SPK: QLSP-H03-1176-19); ?Thubc Hericad 440 mg
(SDK: QLSP-H03-1177), ¥ ThuAvegra Biocad 400 mg/4 ml (SDK: SP3-1202-
20), YAvegra Biocad 400 mg/16 ml (SDK: SP3-1203-20), ¥ Temozolomid 100 mg
(SDK: VN2-626-17).

Kiém tra ho so diang ky cta 05 thudc néu trén, ghi nhan: Co so da cung cap
dugc 05/05 ho so dang ky thudc (ban luu trit tai co sé) cua 05 loai thue duoc
kiém tra gdom: Mau nhan, to hudng dan sir dung thude, cong van duy tri hiéu luc
hoac Quyét dinh gia han Gidy ding ky luwu hanh cta 05/05 loai thudc dugc kiém
tra.

e) Thuc hién cac quy dinh vé kinh doanh:

el) Viéc nhap khau thudc: Co s¢ bao cdo, trong thoi ky thanh tra co so
nhap khau 14 loai thubc theo tong sé 98 to khai hai quan. Poan kiém tra xac xuat
10/98 to khai hai quan cua 10 loai thuéc, gom: 9Thude Allipem 100 mg (SPK:
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VN-22156-19), sé to khai HQ: 105530582513; 2Thubc Allipem 500 mg (SPK:
VN-22157-19), sb tor khai HQ: 105609589851 9 Avegra Biocad 4 ml (SPK: SP3-
1202-20), sb to khai HQ: 105466651362; “Avegra Biocad 16 ml (SPK: SP3-
1203-20); 9Herticad 150mg (SPK: QLSP-H03-1176-19), Sé TKHQ:
105467069261; ®Herticad 440 mg (SPK: QLSP-H03-1177-19), sb to khai HQ:
105467069261; “Sendatron Sml (SPK: VN-22374-19), sé6 to khai HQ:
104641838600; ®Temozolomid Ribosepharm (SPK: VN2-626-17), sb to khai
HQ: 105430388010; 9Pecabine 500 mg (SPK: VN3-53-18, sb t& khai
HQ:105546827740; Ypms-Entecavir 0,5 mg (SDK: VN3-298-20), sé to khai HQ:
105725967800.

- Poan thanh tra ghi nhan, co s& da cung cip duoc 10 ho so nhap khau bao
gom: Pon hang nhap khau thudc doc (ddi véi thude doc), Hop dong ngoai, To
khai hang héa nhap khau, Hoa don ngoai, van don, Packing List, COA.

e2) Kiém tra viéc xuat ban thudc: Poan kiém tra xac xuat viéc ban 04/10 16
thudc: YThude Hericad 150 mg (SPK: QLSP-H03-1176-19, so 16: 402010123);
AThudc Hericad 440 mg (SPK: QLSP-H03-1177, s6 16: 402181222), ¥Avegra
Biocad 400 mg/16 ml (SBK: SP3-1203-20, sd 16 401030223), YTemozolomid
(SPK: VN2-626-17, sb 16: 2J6001), ghi nhan co s¢ da cung cap dugc cho Poan:
Thé kho, hoa don xuat ban thudc, béo céo ban hang cua 16 thudc kém theo.

1.3.2. Mgt s6 han ché, ton tai:

a) To huéng dan st dung thudc va nhan hop thude thiéu chix thude déc:
Thudc Entecavir 0,5mg, SPK: VN3-298-20, s6 16: 647675, NSX: 08/2022, HD:
08/2025, Cong ty dang ky, san xuat 1a Pharmascience Inc-Canada.

b) Thubc khdng cé to huéng dan sir dung bang tiéng Viét: Thudc
Temozolomid Ribosepharm 100 mg, SPK: VN2-626-17; NSX: 17/8/2022; HD:
31/8/2025; S6 16: 236001

- Tai thoi diém thanh tra (15/12/2023), 16 thudc nhap khau sé 236001 khéng
c6 to hudng dan st dung bang tiéng Viét, chi co to huéng dan sir dung bang tiéng
Puc. Sau khi nhap khau, co s da xuat ban: 13.785 vién, con lai trong kho: 11.075
vién, s thudc con lai duoc co s¢ da bao quan trong khu biét trir cua co so va co
s dd c6 van ban g cac co s¢ dé thu lai thude (dén ngay 25/01/2024, Cong ty da
thu lai duoc: 1.466 vién); tong sé thudc hién co so dang bao quan trong kho la
12.541 vién.

- Kiém tra ho so ding ky thubc: Thuéc Temozolomid Ribosepharm 100
mg, SPK: VN2-626-17 do Céng ty TNHH Dugc pham va hoa chat Nam Linh
dung tén dang ky va trong hd so ding ky thudc c6 to huéng dan sir dung thude
bang tiéng Viét duoc Bo Y té phé duyét.

- V& hd so nhap khau cua 16 thuc: Co s dd cung cip dugc hd so nhap
khau cua 16 thudc Temozolomid Ribosepharm 100 mg: Sé 16: 236001, ngay san
Xuat: 17/8/2022, han dung: 31/8/2025, sé luong: 24.860 vién gom: YPon hang
nhap khau sé 7960 e/QLD-KD ngay 22/11/2022 cua Cuc quan 1y Duoc; 2Hop
d6ng ngoai HIKMA-NAMLINH-2022/01 ngay 01/10/2022 ky gira Hikma
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Pharma GmBH (Puc) véi Cong ty TNHH Dugc pham va héa chat Nam Linh (s6
lwgng: 30.000 vién); ®Phiéu kiém nghiém (COA) thanh pham cua 16 2J6001; YTo
khai hai quan sé 105430388010 ngay 04/5/2023 (sé luong nhap: 24.860 vién):
Hoa don ngoai s6 20230226 ngay 26/4/2023; 9Packing List (Phiéu dong g6i);
Van don (Air Waybill).

1.4. Cong ty TNHH ICMD Viét Nam:

1.4.1. Két qua kiém tra

a) Ho so phap 1y:

Cong ty TNHH ICMD Viét Nam cé dt co s& phap 1y dé hoat dong nhap
khau, kinh doanh nguyén liéu 1am thudc theo quy dinh, co sé dd dugc co quan cé
tham quyén cap: Gidy chiing nhan dang ky kinh doanh, Gidy ching nhan thuc
hanh t6t bao quan thuéc, nguyén liéu l1am thuéc (GSP), Gidy chiing nhan du diéu
Kién kinh doanh dugc.

b) Vé co cau to chic, nhan sy:

- Theo co s& bao cdo, co s& ¢ tong s6 21 nhan vién, 01 Giam déc dicu
hanh, 02 Duoc sy dai hoc (gom 01 Duoc sy phu trach chuyén mén, 01 Dugc sy
dai hoc 1am tha kho) va mét sé nhan vién 1am nhiém vy khac.

- Poan da kiém tra ho so ctia cac nhan su chu chdt (Hop dong lao dong,
gidy kham suc khoe dinh ky, Chang chi hanh nghé Duoc, Giay chiing nhan cap
nhat kién thtc chuy&n mén):

+ Nguoi phu trach chuyén moén: Ba Nguyén Thi Luan 1a Dugc sy dai hoc
c6: Chung chi hanh nghé Dugc s6 2823/CCHN-D-SYT do S¢ Y té thanh phd Hb
Chi Minh c4p ngay 04/04/2018, Giay chirng nhat cap nhat kién thic chuyén mén
ngay 29/3/2021

+ Thu kho GSP: Ba Nguyén Pham Anh Tu 1a Dugc sy dai hoc

¢) Vé co so vat chat, trang thiét bi:

- Co so €0 try s¢ chinh tai: Phong 12-01, tang 12, toa nha Pearl 5, S6 5, Lé
Quy Pén, phuong V6 Thi Sau, quan 3, thanh phé H6 Chi Minh.

- Co s6 ¢6 kho bao quan nguyén liéu 1am thuéc tai dia chi s6 24, duong 17,
khu phé 3, Qudc 16 13, phuong Hiép Binh Phudc, quan Tha Buac, thanh phd Ho
Chi Minh. Theo b&o céo cua co s& va kiém tra thuc té, Poan ghi nhan: Kho duoc
xay dung kién cd, co két cau bé tdng cbt thép. Kho bao quan nguyén liéu khoang
1000 m? gém 02 ngin, ngan 01 c6 dién tich khoang 350 m?, ngan con lai ¢d dién
tich khoang 650 m2 Trong kho c6 b tri cac khu vuc cho nhap, cho xuat, bao
quan va biét trir. Trong kho c6 trang bi nhiét, am ké tu ghi, cd thyuc hién theo doi
nhiét do, 4o 4m theo quy dinh.

d) V& viéc quan ly chat luong nguyén liéu lam thudc:

- Co so da phan cong Duoc sy dai hoc la Ba Nguyén Thi Luan phu trach
chuyén mon kho GSP va Duoc sy dai hoc Nguyén Pham Anh T lam tha kho
GSP.

- Co s¢ da ban hanh cac quy trinh thao tac chuin dé dam bao hoat dong
nhap khau, kinh doanh nguyén liéu 1am thubc, Poan kiém tra xac xuat 04 Quy
trinh: Quy trinh ‘nhap hang tai kho, quy trinh xuat hang hoa tai kho, quy trinh danh
gia nha cung cap, quy trinh ton trir va bao quan hang hoa. 04 Quy trinh da thé
hién cac muc theo hudng dan vé thuc hanh tét GSP.
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_- Trong thoi ky thanh tra, co s¢ khong c¢6 16 nguyén li¢u nhap khau nao bi
thu hoi.

d) Thuc hién cac quy dinh vé kinh doanh nguyén liéu 1am thudc:

- Viéc nhap khau nguyén liéu lam thudc: Theo bao céo cua co s, trong
thoi ky thanh tra (tir ngay 01/01/2022 dén 30/9/2023), co s& ¢d nhap khau 82 lan
nhap khau cta 27 nguyén liéu 1am thude, Poan kiém tra x4c xuat ho so nhap khau
cua 10 16 nhap khau nguyén liéu 1am thubc, gom: YGlibenclamide (SPK: VD-
32391-19/VD-32392-19), sb 16: 2308374, NSX: 14/6/2023, HD: 12/6/2028:
2PharSQ Base DS 30 (SPK: VD-23335-15), s6 16: D33100B, NSX: 24/02/2023,
HD: 23/02/2026; ®Piracetam (SPK: VD-34264-20), sd 16: 104042226, NSX:
27/4/2022, HD: 01/04/2027; “Piracetam (SPK:VD-34264-20), s6 16: 113072328,
NSX:11/7/2023, HD: 11/8/2028; ®Dicafos D14 (SPK: VD: 29991-18), s6 16:
D33340A, NSX: 03/03/2023, HD: 02/03/2026; ®Avicel RC 591 NF (SPK: VD-
30933-18), sb 16: 217441947, NSX: 01/5/2023, HD: 30/4/2025; "Enanapril
(SPK: VD-34905-20/VD-34906-20), s6 16: 3100200034, NSX: 01/9/2022, HD:
01/9/2025; ®Tadanafil (SPK: VD-34835-20), s6 16: 1101112227, NSX: 11/2022,
HD: 11/2025; 9Cefpodoxim (SPK: VD-31753-19), s6 16: CPP-2305039, NSX:
05/2023, HD: 04/2026; 9Sildennafil (SPK: 893110053123), sb 16: 101062328,
NSX: 10/6/2023, HD: 06/2026.

Kiém tra viéc nhap khau 10 16 nguyén liéu lam thudc néu trén, Poan
Thanh tra ghi nhan, co sé da cung cap dugc 10/10 bo hd so nhap khau nguyén
liu bao gdm: Hop ddng ngoai, To khai hang hda nhap khau, Hoéa don ngoai, van
don, Packing List, COA cua nguyén ligu.

- Viéc xuat ban nguyén lidu lam thuéc: Kiém tra viéc xuat ban 10 16 nguyén
liu duoc kiém tra néu trén, ghi nhan: Co s cung cap duoc hop dong nguyén tac
véi Cong ty co phan xuat nhap khau y té thanh phé H6 Chi Minh, thé kho, hoa
don xuat ban nguyén liéu theo quy dinh.

1.4.2. Mt s6 han ché, ton tai:

a) Tai thoi diém thanh tra tai co s¢ (ngay 18/12/2023), théng tin Cong ty
C6 phan Xuét nhap khau y té thanh phé H6 Chi Minh 1a co s& ban budn cua Cong
ty TNHH IMCD Viét Nam chua dugc Cuc Quan 1y Duoc céng bd trén cong
thong tin dién tir cia Cuc Quan 1y Dugc va Bo Y té.

Cong ty cung cap dugc cho Poan Coéng vin sé 01/2024/CV-IMCD ngay
05/01/2024 giri Cuc quéan 1y Dugc vé viéc cdng bd co so ban budn mua thudc cua
co s& nhap khau nhung khong dugc quyén phan phdi, dén ngay 14/3/2024, thong
tin vé co s& ban budn mua thudc, nguyén ligu lam thudc cia co sé ¢d quyén nhap
khau nhung khong dugc thuc hién quyén phan phéi thudc, nguyén liéu lam thudc
tai Viét Nam dé phan phéi caa Cong ty TNHH IMCD Viét Nam la Cong ty Co6
phan Xuat nhap khau Y té thanh phé H6 Chi Minh (dia chi tru s¢ chinh: 181
Nguyén Dinh Chiéu, phuong V8 Thi Sau, Quan 3, thanh phd H6 Chi Minh) da
dugc cdng bd kém theo Cong vin sé 286/QLD-KD ngay 14/3/2024 cta Cuc Quan
1y Duoc tai dia chi: https://dav.gov.vn va tai dia chi: https://moh.gov.vn.

b) Bia chi tru s& Van phong hién tai chua phu hop véi thong tin ghi trén
gidy chung nhan GSP va Giay chang nhan du diéu kién kinh doanh Duoc (Pia chi
Van phong lam viéc hién tai Phong 12-01, tang 12, tda nha Pearl 5, S6 5, L& Quy
Pon, phuong V6 Thi Sau, quan 3, thanh phd H& Chi Minh; théng tin trong gidy
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ching nhan GSP va Gidy chiing nhan du diéu kién kinh doanh Duoc: tang 7, toa
nha PetroVietNam, s6 1-5 L& Duan, phuong Bén Nghé, Quan 1, Tp. Ho Chi
Minh).

Cong ty dd c6 van ban gui Cuc Quan Iy Dugc ngay 05/01/2024 dé xin diéu
chinh thong tin thay d6i dia chi try s& chinh cua co s trén Gidy chiing nhan du
diéu kién kinh doanh Dugc.

2. Céc co s¢ san xuat, kinh doanh m§ pham:

2.1. Cong ty TNHH Duroc pham LAP:

2.1.1. Két qud kiém tra

a) Ho so phap 1y:

Cong ty TNHH Duoc pham LAP ¢6 du co so phap 1y dé hoat dong san
XUat kinh doanh m§ pham theo quy dinh, co s d dugc co quan cd tham quyen
cap: Gidy ching nhan dang ky kinh doanh do S& Ké hoach va Pau tu thanh phd
Ho Chi Minh cap, Giay chiing nhan da diéu kién san xuat my pham do So Y té
thanh phd H6 Chi Minh cap.

b) Vé co cau to chic, nhan sy:

- Theo co s6 bdo cdo, co s& c6 tong sé 20 nhan su, co cau té chic gom:
Giam dbc, truang b phan san xuat, trudng bo phan kiém tra chat luong, truong
phong kinh doanh, truong phong tai chinh-ké toan, thu kho, nhan vién san xuat,
nhan vién kiém tra chat lugng.

- Poan di kiém tra thuc té hd so ctia cac nhan su chi chét (Quyét dinh phan
cdng nhiém vy, ban md ta céng viéc, Gidy kham stc khoe va hop dong lao dong):

+ Nguoi phu trach san xuat: Ba Nguyén Thi Hoai Thu, trinh do chuyén
mon 1a k§ su cong nghé thyc pham.

+ Nguoi kiém tra chat lugng: Ba Huynh Duong Linh, trinh do chuyén mén
la k¥ su cong nghé hoa hoc.

c) Vé co so vat chat, trang thiét bi:

- Co s ¢6 tru so chinh tai dia chi s6 21/56 Ty Lap, phuong 4, quan Tan
Binh, thanh phé H6 Chi Minh.

- Xudng san xuat my pham tai 38/3 Ao D6i, khu phd 10, phuong Binh Tri
Pong A, Quan Binh Tan, thanh phé H5 Chi Minh. Theo bo céo cua co s va
kiém tra thuc té, Poan ghi nhan:

+ Tai thoi diém kiém tra, co s khong dang hoat dong san xuat my pham.
Co s¢ €6 nha may san XUAt my pham duogc b tri tai noi cao rdo, khang trang, sach
s&. Xuong san xuat my pham tai tang 1, ting 2, gom céc khu vuc: Khu vuc tiép
nhan nguyén liéu, khu vuc can nguyén liéu, tron, nhii hoa, kiém tra chét luong,
ban thanh pham, déng goi thanh pham pham. Bé mat twdng va tran nha phang
nhan, san nha nhan, thuan tién cho viéc vé sinh nha xudéng.

+ Co s6 €06 bd tri cac kho: Kho thanh pham, kho nguyén liéu, kho ban thanh
pham, thanh pham. Cé khu vuc riéng dé bao quan cac chat d& chay nd. Khu bao
quan dam bao sach sé, khé rao.

d) V& viéc quan ly chat luong my pham:

- Co s da phan cong can bo phu trach quan ly chéat lwgng my pham gom:
Ba Nguyén Thi Hoai Thu lam truéng bo phan san xuat; Ba Huynh Duong Linh
lam truong bo phan kiém tra chat luong.
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- Co s da ban hanh mot sé tai liéu, quy trinh phuc vu hoat dong san xut,
kinh doanh ctia co s¢ nhu: Tai liéu ty thanh tra noi bo; HO so 16 san pham; Cac
quy trinh thao tac chuan: Quy trinh soan thao, trinh bay va quan Iy hd so, tai liéu;
Quy trinh dao tao nhan vién, quy trinh vé sinh ca nhan, quy trinh vé sinh khu vuc
san xuat, quy trinh v¢ sinh dung cu san Xuat, quy trinh vé sinh may maoc san xut,
quy trinh danh s 10, quy trinh lap hd so 16 san pham, quy trinh nhap nguyén li¢u
va bao bi, quy trinh kiém tra chat lwong san pham, quy trinh thu héi san pham, xt
ly hang tra ve, giai quyet khiéu nai..

- Co s6 di kiém tra chat luqng san pham my pham ¢ mot s chi tiéu cam
quan nhu: trang théi, mau sic, mui va do pH. Doi véi cac chi tiéu co s¢ khong tu
Kiém tra dugc (gidi han kim loai nang va vi sinh vat trong my pham) Cong ty da
ky hop dong kiém nghiém véi Trung tam kiém nghiém thuéc, my pham, thuc
pham, Ban quan Iy an toan thuc pham thanh phé Ho Chi Minh.

d) Thuyc hién viéc cong bb san pham my pham

- Trong thoi ky thanh tra, co s& san xuat 83 san pham my pham, cac san
pham nay duoc Sé Y té thanh phé Ho Chi Minh tiép nhan va cong bd con hiéu
luc, trong d6: 21/83 san pham my pham do co s ding tén cong b va chiu trach
nhiém dwa san pham ra thi trudong, 62/83 san pham my pham do cac co s& khac
dung tén cong b va chiu trach nhiém dua san pham dura san pham ra thj trueong.

- Poan kiém tra xac xuat 10 bd hd so cong bd san pham my pham cua 10
san pham my pham cu thé: VA100-LOTION RETINOL, PNANG OI - DAU GOl
HUONG NUOC HOA; ®MQ SKIN-ADVANCED RENEWAL CREAM;
YARNA-SUNCREAM; %E-COSMETIC-FACE WASH GEL, 6)EUROPE
COSMETIC-PREMIUM DAY FACE CREAM "MINH LADY BEAUTY-KEM
NAM TAO PO; ®¥XM-WHITENING BODY CREAM; 9L'NAPH-SUNSCREEN;
OMINHI-PERFUME.

Kiém tra ho so cong bo san pham my pham caa 10 san pham my pham néu
trén, ghi nhan co sé da cung cap duoc cho Poan: 10/10 hd so cong bd san pham
my pham: Phan 1. Tai liéu hanh chinh va tom tat san pham, phan Il. Chat luong
nguy@n liéu, phan I1l. Chét luong san pham, phan IV. An toan, hiéu qua; 10/10
san pham trén c6 phiéu tiép nhan cong bb san pham my pham con hiéu lyc.

e) Thuc hién cac quy dinh vé san xuat my pham:

- Trong thoi ky thanh tra, co so san xuat 83 16 san xuat cua 83 san pham my
pham. Poan kiém tra xac xuat 10 hd so 16 san xuat my pham caa 10 san pham my
pham, gom: YA100-LOTION RETINOL, sb 16: 003, NSX: 19/9/2023, HD:
19/9/2026; PNANG OI-DAU GOI HUONG NUOC HOA, s6 16: 001, NSX:
22/11/2022, HD: 22/11/2025; ¥ MQ SKIN-ADVANCED RENEWAL CREAM,
s6 16: WL01WQO036, NSX: 11/3/2022, HD: 11/3/2025; “ARNA-SUNCREAM, s6
16: 001, NSX: 10/12/2022, HD: 10/12/2025; SE-COSMETIC-FACE WASH
GEL, sb 16: 001, NSX: 09/11/2022, HD: 09/11/2025; ®EUROPE COSMETIC-
PREMIUM DAY FACE CREAM, s6 16: 001, NSX: 22/05/2023, HD: 22/5/2026;
"MINH LADY BEAUTY-KEM NAM TAO DO, sé 16: 01012023, NSX:
13/01/2023, HD: 13/01/2026; ®XM-WHITENING BODY CREAM, sé 16: 001,
NSX: 22/09/2022, HD: 22/9/2025; 9L'NAPH-SUNSCREEN, S6 16: 001, NSX:
25/7/2023, HD: 25/7/2026; *MINHI -PERFUME, sé 16: 001, NSX: 20/8/2023,
HD: 20/8/2026.
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- Kiém tra xac xuat 10 hd so 16 san xuat my pham cua 10 san pham my
pham néu trén ghi nhan: Co s& cung cip dugc 10/10 hd so 16 san xuét caa 10 16
san pham; C4c 16 my pham kiém tra co ban di san xuit theo hd so cong bd cua
san pham; Cac san pham khéng con ton kho.

f) Thuc hién cac quy dinh vé kinh doanh:

- Co so khong c6 hoat dong nhap khau my pham va mua my pham tir cac
co s& khac. Co sd chi c6 hoat dong kinh doanh cac cac san pham my pham do
chinh co s& minh san xuét.

- Poan kiém tra viéc xuat ban 10 16 san pham caa 10 san pham my pham
dugc kiém tra néu trén, ghi nhan: Co so cung cap dugc bdo cao xuat, nhap, ton,
thé kho, ho4 don ban hang cuia cac san pham. Sé liéu xuat, nhap, ton thyc té phu
hop vai s6 lidu so sach, hoa don.

2.1.2. Han ché, ton tai:

Cong ty TNHH Dugc pham LAP di san xuat san pham my pham E-
Cosmetic Face wash gel, s6 16 001, ngay san xuat: 09/11/2023 (sé phiéu cong bé:
000826/23/CBMP ngay 20/3/2023 do S¢ Y té thanh phé H6 Chi Minh tiép nhan
va cong bd) c6 thanh phan Butylen glycol khéng cd trong hd so cong bd san pham
my pham.

2.2. Cong ty Cé phan cdng nghé sinh hoc Bitechpharm:

2.2.1. Két qua kiéem tra

a) Ho so phap 1y:

Cong ty Co phan cong nghé sinh hoc Bitechpharm ¢ du co sd phap 1y dé
hoat dong san xuat, kinh doanh my pham theo quy dinh, co s da dugc co quan co
tham quyén cip: Gidy chiang nhan ding ky kinh doanh do S& Ké hoach va Pau tu
thanh phé H6 Chi Minh cap, Gidy chiing nhan du diéu kién san xuat my pham do
S¢ Y té thanh phd HS Chi Minh cap.

b) V& co cau t6 chuc, nhan su:

- Theo co sd b&o cdo, co s¢ ¢6 tong sd 10 ngudi dugc bd tri 1am viéc tai
nha may san xuat my pham, trong d6 ba V4 Thi Lé, Dugc sy cao dang dugc giao
nhiém vy Truong bo phan kiém soat chat luong; ba Pinh Thi Huong, k¥ su hoa
duoc giao nhiém vu 13 Trudng bod phan san xuét.

- Kiém tra hd so nhan sy (nguoi phu trach san xuat, nguoi kiém tra chat
lugng my pham) ciia co s néu trén, ghi nhan co sé da cung cip duoc hop dong
lam viéc, gidy kham stc khoe, bang cap chuyén mén caa tirng nhan vién.

c) Vé co so vt chat, trang thiét bi:

- Co so ¢0 try so chinh tai dia chi s6 18A Ta Xuong, T 14, khu phé 1,
phuong Hiép Phd, thanh phé Tha Buc, thanh phd HS6 Chi Minh.

- Nha may san xuat my pham c6 dia chi tai s6 488 duong Hoang Hitu Nam,
phuong Long Binh, thanh phé Thu Buc, thanh phd H6 Chi Minh. Theo béo céo
cta co s¢ va kiém tra thuc té, Poan ghi nhan:

+ Tai nha may san xuit ctua co s¢ c6 day truyén san xuat my pham dang
wot. Nha may san xuit gdm cac khu vuc chinh: Phong chuan bi nguyén liéu,
phong bao bi sach, phong pha ché, phong chiét rét, phong déng géi; phong bao bi
cap 1,2, kho bao quan va vian phong.
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+ Nha may san xuat c6 mot s6 trang thiét bi chinh nhu: May chiét rét 01
voi ban ty dong, may khuay tron, khuay ddo, gia nhi¢t, may ly tam, kinh hien vi,
tu am CO2, may dap SEAL, h¢ thong airbox khu khuan, hé thong pass box khir
Khuan.

d) V& viéc quan ly chat luong my pham: v q

- Co s¢ da phan cong ba V6 Thi Lé, Duoc sy Cao dang lam nhiém vy kiém
soat chat lugng san pham my pham, kiém tra nguyén liéu dau vao san xuat, giam
sat can nguyén liéu, kiém tra cam quan (mau sac, mui vi). Hién tai co s¢ chua c6
hoz}t dong tu kiémﬁ nghiém, kiém tra Qhét lugng san pham. Dol véi viéc ki@m tra
chat luong san pham, co s¢ ky hop dong dich vu phan tich, thu nghiém mau véi
Cong ty co6 phan khoa hoc cong ngh¢ AVETEK dé kiém tra cac chi tiéu vé Vi
sinh va kim loai nang (Asen, Chi, Thuy ngan). ’

- Co s¢ da ban hanh mot so tai liéu, quy trinh phuc vu hoat dong san xuat,
kinh doanh cua co s¢ nhu: Noi quy xudng san xuat; Noi quy phong san xuat-pha
che; Noi quy phong can; Noi quy phong chiét rot; Noi quy phong dong goéi, noi
quy phong chay chira chdy, quy dinh phong chay chira chay.

d) V& viéc cong bd san pham my pham: q 7

- Trong thoi Ky thanh tra, co s& san xuat 30 san pham my pham, cac san
pham nay duoc S¢ Y té thanh phé H6 Chi Minh tiép nhan va céng bd con hiéu
lyc. Trong d6: C6 21/30 san pham do co sé ding tén cdng bo va chiu trach nhiém
dua san pham ra thi truong, cd 09/30 san pham my pham con lai do 03 Cong ty
khac dung tén cdng bd va chiu trach nhiém dua san pham dwa san pham ra thi
truong.

- Poan kiém tra xac xuat 06 bo ho so cong bd san pham my pham caa 06
san pham my pham, cu thé: YCORDYCEPS DETOX MASK ?PEELING ACNE
SERUM; ®RETINOL NIGHT CREAM; “NANO SILVER 9DAU GOl LEAF
HOMES; ®VITAMIN B5 ghi nhan co s& da cung cip duoc cho Poan: 06/06 hd
so cong bd san pham my pham: Phan 1. Tai liéu hanh chinh va tom tat san pham,
phan Il. Chat luong nguyén liéu, phan Ill. Chat luong san pham, phan V. An
toan, hiéu qua; 06/06 san pham trén cé phiéu tiép nhan cong bd san pham my
pham con hiéu lyc..

e) Vé viéc thuc hién cac quy dinh san xuat my pham:

- Trong thoi ky thanh tra, co sé san xuat 30 16 san xuat cua 30 san pham my
pham. Poan kiém tra xac xuét 06 ho so 16 san xuat my pham cua 06 san pham my
pham cu thé: YCORDYCEPS DETOX MASK, sb 16: 010623, NSX: 25/6/2022,
HD: 25/6/2025; 2PEELING ACNE SERUM, sé 16: 010623, NSX: 01/06/2023,
HD: 01/06/2026; ®RETINOL NIGHT CREAM, s6 16: 040723, NSX: 04/07/2023,
HD: 04/7/2026; “NANO SILVER, sb 16:010823, NSX: 01/08/2023, HD:
01/08/2026; Y DAU GOI LEAF HOMES, s6 16: 010923, NSX: 01/09/2023, HD:
01/09/2026; OVITAMIN B5, s6 16: 200923, NSX: 20/9/2023, HD: 20/9/2026, ghi
nhan: Co so cung cap duoc 06/06 hd so 16 san xuat cua 06 16 san pham; Cac 16
my pham kiém tra da san xuit theo hd so cong b cua san pham; 06/06 Phiéu két
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qua thir nghiém cua 06 16 duoc kiém tra; Mau luu san pham thuc té caa 06/06 san
pham my pham.

f) Vé viéc luu hanh my pham:

- Co so khong c6 hoat dong nhap khau my pham va mua my pham tir cac
co s& khac. Co sd chi ¢6 hoat dong kinh doanh cac cac san pham my pham do
chinh co s& minh san xuét.

- Poan kiém tra viéc xuat ban 06 16 san pham cta 06 san pham duoc kiém
tra, ghi nhan: Co s& cung cp dugc bao cdo xuat, nhap, ton, thé kho, hoa don ban
hang cua cac san pham. Sé liéu xuat, nhap, tén thuc t& phd hop véi sb lidu so
sach, hoa don.

2.2.2. Mét sé han ché, ton tai:

a) Cong ty Co phan cdng nghé sinh hoc Bitechpharm d3 san xuat my pham
Peeling acne serum sé 16 010623, NSX: 01/06/2023, Han dung: 01/06/2026,
Phiéu cong bé san pham my pham s6 2192/22/CBMP-HCM ngay 28/6/2022, san
pham nay c6 cong thizc khong dang nhu ho so cong bd san pham my pham: Trong
ho so 16 san xuat san pham my pham sir dung nguyén liéu MC-Salicare c¢6 thanh
phan Dextrin va Nicacinamide khong cé trong hd so cong bd san pham my pham.

b) Trong hd so 16 san xuit san pham thiéu thong tin vé s 16 nguyén liéu.
Viéc quan Iy sb ton kho chua quan 1y dén sé 16, rd sé 16 trong phiéu can nguyén
licu. Hé thong danh sb 16 chua phu hop, khé thuc hién.

3. Tai 02 s& san xuat, nhap khau, kinh doanh trang thiét bi y té:

3.1. Céng ty TNHH MTV Duroc pham PV HEALTHCARE:

3.1.1. Két qud kiém tra

a) Ho so phap 1y:

Cong ty TNHH MTV Duoc phim PV HEALTHCARE c6 du co s& phap Iy
dé hoat dong nhap khau, kinh doanh trang thiét bi y té theo quy dinh, co s¢ da
dugc co quan cd tham quyén cap: Gidy chuang nhan diang ky kinh doanh, Ho so
cong bd du diéu kién mua ban trang thiét bj y té do S¢ Y té thanh pho Ho Chi
Minh tiép nhan va cong bé.

b) Co ciu t6 chuc, nhan su:

Theo co s& bao céo, hién nay co sé co 06 ngudi, gom: Ba Nguyén Thi
Ngoc Phuong, chirc vu: Giam dbc, trinh d6 chuyén mdn 1a Ctr nhan Céng nghé
sinh hoc; Ba Lé Thi Thanh Hai, trinh d6 chuyén mon 1a Duoc sy dai hoc; 01 nhan
vién dang ky, 01 nhan vién kinh doanh, 01 nhén vién vian phong, 01 ké toan.

Kiém tra ho so nhan sy chi chét cua co so, co s da cung cap dugc cho
Poan: Hop ddng, gidy kham sic khoe, bang cdp chuyén mén cia Giam ddc
Nguyén Thi Ngoc Phuong va Ba Lé Thi Thanh Hai, phu trach chuyén mon.

¢) Co s& vat chat, trang thiét bi:

- Co s& ¢0 tru so chinh tai s6 4/5 Khu dan cu Van Xuén Dit Viét, Buong sb
5, Phuong Binh Hung Hoa, Quan Binh Tan, Thanh pho H6 Chi Minh,
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- Co 36 ¢6 kho bao quan trang thiét bi y té tai dia chi s0 4/5 Khu dan cu
Van Xuan Dt Viét, Buong s6 5, Phu’O'ng Binh Hung Hoa, Quén Binh Tan, Thanh
phé H6 Chi Minh. Theo bao céo va kiém tra thuc té tai co so, Poan ghi nhan: Co
s& ¢6 kho bao quan trang thiét bi y té tai ting 02 cua toa nha, tai dia chi 4/5 Khu
dan cu Van Xuan Dt Viét, Puong s6 5, phuong Binh Hung Hoa, quan Binh Tan,
thanh phé H6 Chi Minh. Kho bao quan c6 dién tich khoang 20 m co s& ¢6 cung
cap duoc hop dong thué kho va hop dong thué phuong tién van chuyén trang thiét
bi y té. Trong kho c6 trang bi ké, diéu hoa nhiét 6, am nhiét ké tu ghi.

d) Viéc quan ly chat luong: Co s& di quan Iy, theo ddi xuat nhap ton san
pham trén may tinh, c6 thé truy xuat ngudn gdc 16 san pham khi duoc yéu cau.

d) Viéc dang ky, cong bo san pham trang thiét bi y té:

- Theo bao céo, trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023,
cong ty TNHH MTV Dugc pham PV Healthcare d cong bé 05 miat hang trang
thiét bi y té thuoc loai B, gom: “Nuéc mat nhan tao (Sodium Hyaluronate Eye
Drops HIGHFRESH EYE DROPS), S6 cong bb: 230000291/PCBB-HCM:;
2Nuéc mat nhan tao (EASIFRESH EYE DROPS), S6 coéng bé:
230000840/PCBB-HCM; ¥Nuéc mit nhan tao (EASIMIST EYE DROPS), Sé
cong bé: 230000841/PCBB-HCM; ¥Nuéc mét nhan tao (EASIMIST PLUS EYE
DROPS), S6 cong bb: 230000842/PCBB-HCM:; ®Dung dich nhé mat (ATRO-I),
Sé cong bd: 230000843/PCBB-HCM.

- Kiém tra thdng tin vé hd so cong bd caa 05 loai trang thiét bi y té néu trén
ctia co sd, ghi nhan co s& da cung cap duoc cho Poan: Gidy dang ky luu hanh tu
do (FSC), Gidy uy quyén ciia nha san xuat, tai liéu ky thuat, mau nhan, hudng dan
st dung, két qua phan loai, 1ISO 13485. Cé4c théng tin vé 05 san pham, co s¢ da
cong khai trén cong thong tin cua Bo Y té tai dia chi: https://dmec.moh.gov.vn va
Iuru trit bd ho so ban cing (ban in) xuat trinh cho Poan kiém tra.

e) Thuc hién cac quy dinh vé kinh doanh trang thiét bi y té:

- Theo bao céo va kiém tra thuc té tai co so, ghi nhan: Trong thoi ky tir
01/01/2022 dén 30/09/2023, co s& da nhap khau 03 16 san pham cua 02 loai trang
thiét bi y té gdm: YSan pham EASIMIST EYE DROPS (230000841/PCBB-
HCM), s6 16: N23E24; 9san pham EASIMIST EYE DROPS (230000841/PCBB-
HCM), sb 160 N23H34; ¥San phdm EASIFRESH EYE DROPS
(230000840/PCBB-HCM), s6 16: N23G08.

- Poan kiém tra viéc nhap khau, kinh doanh cua co s& ddi véi 03 16 san
pham ghi nhan:

+ Viéc nhap khau: Co sé cung cap dugc Hop dong ngoai, to khai hai quan,
hoa don ngoai, COA cuia 03 16 san pham trén.

+ Viéc ban hang: Co s di xuat ban tron 16 cho cac co sd da dugc cong bd
du diéu kién mua ban trang thiét bi y té loai B,C,D, cu thé: San pham EASIMIST
EYE DROPS: Bi xuat ban tron 16 cho Céng ty TNHH Duoc pham va thiét bi y té
Dién Phuc; San pham EASIFRESH EYE DROPS: Pi xuét ban tron 16 cho Cong
ty TNHH Duoc pham trang thiét bj y té Song Hiéu.

3.1.2. Han ché, ton tai:

Kiém tra thong tin vé ho so cong bd 05 trang thiét bi y t& néu trén cua co
S0, co 8¢ da cung cap dugce cho Doan: Gidy dang ky luu hanh ty do (FSC), Glay
1y quyén caa nha san xuat, tai liéu ki thuat, mau nhin, huéng dan su dung, két
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qua phan loai, 1SO 13485, co s¢ da cong khai trén cong thdng tin cua Bo Y té tai
dia chi: https://dmec.moh.gov.vn va luu trit bo hd so ban cung (ban in) Xuét trinh
cho Poan kiém tra. Tuy nhién mau nhin di coéng bd vai mbi san pham con dang
tén tai 02 loai nhdn (Nhan phu tiéng Viét in riéng va nhan phu tiéng Viét in trén
hop).

Ngay 26/02/2024, co s¢ c6 bao cao giai trinh da bo noi dung nhan phuy, chi
con lai nhéan co tleng Viétin trén san pham va da duoc cap nhat trén hé thdng dich
vu cdng truc tuyén vé quan ly trang thiét bi y té cua Bo Y té tai dia chi:
https://dmec.moh.gov.vn.

3.2. Cong ty TNHH Thé gidi Gen:

3.2.1. Két qud kiém tra:

a) Ho so phap 1y:

Cong ty TNHH Thé gidi Gen c6 du co sé phap 1y dé hoat dong nhap khau,
kinh doanh trang thiét bi y té theo quy dinh, co sé da duoc co quan c6 tham quyén
cap: Glay chuang nhan dang ky kinh doanh, Ho so cong bb du diéu kién mua ban
trang thiét bi y té, Ho so cong bo du diéu kién san xuat trang thiét bi y té do S¢ Y
té thanh phé H6 Chi Minh tiép nhan va cong bé.

b) V& co cau t6 chtc, nhan su:

- Theo bao céo, co so ¢ tong s6 28 nhan sy bao gom: Ban giam ddéc va
nhan vién 1am viéc tai nha may san xuit c6 06 ngudi; bo phan kiém soat chat
luong 03 ngudi; bd phan nghién ctu va phat trién 05 ngudi; bd phan kho 02
nguoi; bo phan ké hoach cung tng 03 ngudi va bo phan ky thuat 01 nguoi va
nhan vién lam nhiém khac.

- Poan kiém tra hd so ctia cac nhan su cha chét gom: Ong Duong Thanh
Quang, Truong phong hanh chinh nhan sy kiém nhiém truong phong kho; Ba
Tran Mai Quynh Anh, Truong phong dam bao chat luong (QA/QC); Ong Bui
Van Hiép, Truong phong nghién ctu phat trien; Ong Nguyén Duy Khéanh, Truéng
Xuong san XUA.

- Co s& da xuat trinh va cung cip duoc cho Poan cac van ban: Quyét dinh
bd nhiém, bang cap chuyén mén, so yéu ly lich, Gidy kham sic khoe, hop dong
lao d6ng caa cac nhan sy chu chdt néu trén.

¢) Vé co so vt chat, trang thiét bi:

- Co s6 ¢4 tru s¢ chinh va nha may san xuét tai dia chi: L6 15-1, Buong N7,
Khu céng nghé cao, phuong Tang Nhon Pha A, thanh phd Thi Buc, thanh phé
Ho Chi Minh. Theo bao céo caa co so va kiém tra thyuc té, Poan ghi nhan:

+ Nha may san xuit cia co sé nam trong khuén vién c6 téng dién tich
khoang 5170 m? gom cac khu vuc: khu vuc san xuat tai tang 2 c6 dién tich 259,45
m?, khu vuc lab nghién cau 40,42 m2, khu vuc kiém nghiém khoang 84 m?, céc
kho bao quan khoang 85 m?, khu vuc phu tro (tang 3 khu vuc san xuat) va khu
vuc van phong. Ngoai ra con c¢6 xudng san xuat thuc pham bao vé suc khoe &
tang 1 va khu vuc nghién cau tai tang 2 caa toa nha chinh.

+ Khu vuc san xuét: Day chuyén duoc thiét ké theo nguyén tic mot chiéu,
thuan cho viéc di chuyén dbi voi nguoi, nguyén vat liéu, ban thanh pham, thanh
pham; c6 khong gian phu hop cho viéc lip dat thiét bi, dat d¢é nguyén liéu/san
pham va thao tac van hanh/vé sinh/bao tri/bao dudng. Cu thé, day chuyén san
Xuat trang thiét bj y té gébm c6 cac phong c6 cap sach D 1a phong thay d6 2,
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airlock nhan vién, hanh lang sach, phong can, phong pha ché kit, phong pha ché
bang vét thuong; cac phong cip E 1a phong dém, thay dd6 1 nam/nit, sanh nhap
nguyén liéu, bao bi, phong déng goi cap 2, sanh xuat thanh pham.

Nha xudng dugc xdy dung khung san bé tong, tuong xay, cia nhua 10i
thép- kinh. San duoc son phu 16p epoxy mau trang. Cac goc canh dugc bo tron.
Céc miéng cap/gié hoi: Cap trén, hoi dudi; khu vuc hanh lang 1 s6 hdi trén tai céc
phong nho khong sinh bui. Bén chiéu sang: do sang tai khu vuc san Xuat 300-500
lux, gan miéng mica trong SUOt che kin méang dén dé dé vé sinh va khéng tich bui.

+ Kho bao quan: Kho nam & tang 1 gém c6: 01 Kho nguyén liéu c6 dién
tich khoang 35 m?, chiéu cao 3,2 m gdm céac khu vuc: Kiém nhap, biét trir nguyén
licu, loai bé nguyén liéu, bao quan nguyén liéu; 01 Kho thanh pham cé dién tich
khoang 35 m?, chiéu cao khoang 3m gom céc khu vuc nhap, xuat, bao quan. San
pham hu hong, thu hdi duoc bao quan trong ta riéng co khoa an toan; 01 Kho vat
licu, bao bi cé dién tich khoang 20 m2, chiéu cao 3,4 m, gém céc khu vuc bao
quan, biét trir va loai bo.

+ Cac kho duoc Xay du’ng khung bé tong, san xi mang lat gach, dugc trang
bi gia ké va cac nhiét am ké. Tat ca cac kho co diéu hoa cuc bo, diéu kién moi
truong trong kho dugc theo ddi hang ngay.

- Trang thiét bi san xuat: Thiét bi san xuat dugc bé tri theo yéu cau san
xuat. Cac thiét bi dugc 1am bing inox, d& vé sinh va khdng théi nhiém vao san
pham. C4c thiét bi déu c6 huéng dan van hanh, st dung, vé sinh. Cac thiét bi do
nhiét do, dd am, ddng hd do chénh ap duogc hiéu chuan dinh ky theo quy dinh cua
Ccong ty.

d) Vé viéc quan ly chat luong trang thiét bj y té:

- Viéc ban hanh cac quy trinh, quy dinh: Co s& da ban hanh 89 quy trinh,
quy dinh phuc vu cho hoat dong san xuat, kinh doanh cuaa co s6.

- Poan kiém tra xac xuat mot sé quy trinh, hudng dan cia co s& di ban
hanh gom: Quy trinh ban hang, quy dinh ndi quy xudng san Xuat quy trinh can,
san Ié nguyén lidu va tra nguyén liéu vé kho, quy trinh danh sé 16, ngay san xuat
va han dung, quy trinh tén trix ban thanh pham, san pham cho dong goi, xur Iy du
ché pham va chét thai trong Cong ty, quy trinh truy vét d6i véi san pham bat
thuong, quy trinh ldy mau kiém tra vi sinh nha xuong, quy trinh kiém tra
Mycoplasma, quy trinh hudng dan kiém tra giGi han vi sinh, quy trinh xuét nhap
kho va bao quan hang hoa.

- Phong kiém nghiém: Co so di phan cong ba Tran Mai Quynh Anh, trinh
d6 chuyén mén la Car nhan sinh hoc 1am Truéng phong dam bao chat lugng san
pham (QA/QC).

B6 phan kiém nghiém nam tach biét so véi khu vuc san xuat va kho bao
quan, géom khu vyc kiém nghiém héa ly va vi sinh c6 tong dién tich khoang 84
m2,

Khu vuc kiém nghiém vi sinh c6 dién tich khoang 25 m? nam ¢ tang 2 toa
nha chinh, khung bé tong, san xi mang son phu 16p epoxy. Phong vi sinh co 1
AHU va loc Hepa H13. Phong thay db lan 2, phong & mau, phong kiém nghiém vi
sinh cd cap sach D. C6 cac trang thiét bi kiém nghiém: Tu lanh, 10 vi séng, bé 6n
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nhiét, vortex, block gia nhiét, 3 ti An toan sinh hoc, 2 ta 4m, 2 kinh hién vi, noi
hap tiét tring.

Khu vuc kiém nghiém hod Iy c6 dién tich khoang 59 m? duoc bd tri riéng
biét so Vi toa nha chinh, san xi ming lat gach, tudng tran lap panel gom khu luu
mau, khu can mau va xir Iy mau. Khu can miu duoc st dung cho kiém nghiém
hoa 1y va pha méi truong cho kiém nghiém vi sinh; c6 trang bi cac thiét bj kiém
nghiém: 02 ta mat, ta am -35°C, ta dung hda chat, may khudy tir gia nhiét, bép
dun, bép dun binh cau, vortex, ti say ddi luu, can phan tich 2 sb, can phan tich 4
sb, bé on nhiét, ta hat, budng UV, may say. Phong kiém nghiém hoa ly c6 cap do
sach E va c6 02 diéu hoa.

d) Vé viéc dang ky, cong bd san pham trang thiét bi y té:

- Theo béo cdo, co so ¢o ding ky, cong bd 05 loai trang thiét bi y té, trong
do:

+ 01/05 loai dugc cap gidy dang ky luu hanh: B kit tach chiét huyét twong
giau tiéu cau (New-PRP Pkit), S6 dang ky: 2100051 DKLH/BYT-TB-CT.

+ 04/05 san pham cong bé 1 trang thiét bi y té loai A,B: YB6 Kit tach chiét
té bao goc tr md ma, 230001565/PCBB-HCM; ?Bang vét thuong dang Gel, Sb
cong bd: 180001973/PCBA-HCM; ¥Biang vét thuong dang gel, sé6 CB:
22000942/PCBA-HCM; “Test chan doan nhanh vi khuan Helicobacter Pylori, Sb
CB: 220000751/PCBA-HCM.

- Poan thanh tra kiém tra 05 b hd so dang ky, cong b trang thiét bi y té
néu trén caa co so ghi nhan: Co sd da cung cap duoc hd so ding ky va ho so cong
b ban cung luu tai co so. Poan kiém tra da ddi chiéu giira ban ciing va thong tin
trén Céng thong tin dién tir Bo Y té ghi nhan da c6 du thdng tin vé ding ky va
cong bé tiéu chuan &p dung cua trang thiét bi y té bi y té theo quy dinh.

e) Veé viéc thyc hién san xuat trang thiét bi y té:

- Theo béo céo, trong thoi ky thanh tra tir ngay 01/01/2022 dén ngay
30/9/2023, co s& di san xuat 41 16 san pham cua 03 loai trang thiét bi y té.

- Poan thanh tra da kiém tra xac xuat 06 16 san xuat cua 03 loai trang thiét
bi y té, gdm: UNew PRPPro Kit 1 6ng hoat hoa (SPK: 210005 1DKLH/BYT-TB-
CT), s6 16: 0010622, NSX: 20/6/2022, HD: 06/06/2023; 2Bo dung cu New-
PRPPro Kit Ver.10 (SBK: 2100051DKLH/BYT-TB-CT), sb 16: 0010623, NSX:
05/06/2023, HD:29/02/2024; ®New PRPPro Kit 2 6éng hoat hoa (SPK:
2100051DKLH/BYT-TB-CT), sb 16: 0010922, NSX: 28/9/2022, HD: 06/9/2023;
“B6 dung cu New-PRPPro Kit Ver.11 (SPK: 2100051DKLH/BYT-TB-CT), s6
16: 0010623, NSX: 06/06/2023, HD: 29/2/2024; Bing vét thuong dang Gel BC-
A Gel (SCB: 180001973/PCBA-HCM), s 16: 0010122, NSX:19/01/2022,
HD:19/01/2023; ®Test chan doan nhanh vi khuan Helicobacter Pylori (SCB:
220000751/PCBA-HCM), sb 16: 0010423, NSX: 14/4/2023, HD: 14/4/2024.

Kiém tra x4c xuat 06 16 san xuat caa 03 loai trang thiét bi y té néu trén, ghi
nhan: Co sé dd cung cip duoc bd hd so 16 san xuat caa 06/06 16 san pham duoc
kiém tra; Cung cap duoc du hoa don mua nguyén liéu, phiéu kiém nghiém nguyén
liéu.

f) Thuc hién cac quy dinh vé kinh doanh trang thiét bj y té:
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Poan kiém tra viéc ban 06 16 san pham néu trén, ghi nhan co s¢ di cung
cap dugc cho Poan: Thé kho va danh sach khach hang, hop dong, héa don ban
hang kém theo.

3.2.2. M4t sé han ché, ton tai:

a) Quy trinh ban hang chwa c6 phan vé danh gia khach hang mua san pham
trang thiét bi y té loai B, C, D da c6 cong bd du diéu kién mua ban trang thiét bj y
té loai B,C,D.

b) Do thay d6i vé hanh chinh, hién nay thdng tin vé dia chi cua co so 1a
thanh phd Thu Bac chua dugc cap nhat trong mot sb tai liéu da duoc cong bd.

¢) Cong ty TNHH Thé gidi Gen di ban cac san pham 1 trang thiét bj y té
thuoc loai B cho Cong ty TNHH G-World (dia chi: 91 duong s6 7, phuong An
Phd, thanh phdé Tha Bic), cu thé: New PRP pro Kit 1 6ng hoat héa: Sé luong 55
hop, héa don sb: 00000143 ngay 17/8/2022; B dung cu New-PRP Pro Kit
Ver.11: S6 luong 50 hop HD sb: 00000282 ngay 18/09/2023; New PRP pro Kit 2
6ng hoat hoa: S6 lugng 20 6ng, s6 HD: 00000030 ngay 22/02/2023.

Tuy nhién, tai thoi diém thanh tra, Cong ty TNHH G-World chua cong bd
du diéu kién mua ban trang thiét bi y té thudc loai B,C,D theo quy dinh.

I1. Két qua xac minh tai 02 co sé c6 lién quan:

1. Cong ty TNHH G-World:

1.1. H6 so phap 1y:

- Gidy chiing nhan dang ky doanh nghiép s6 0317481327 do S& Ké hoach
va Pau tu thanh phé H5 Chi Minh cép, dang ky lan dau ngay 19/9/2022, ding ky
thay d6i l1an thir 2 ngay 28/4/2023.

+ Pia chi try s¢ chinh: S6 91 dudng sé 7. Phuong An Pha, thanh phd Thu
P, thanh phd H6 Chi Minh.

+ Nguoi dai dién phap luat: Ong Lam Chi Cudng, Chire vu: Giam ddc

- Thong tin hd so cong bd du diéu kién mua ban trang thiét bi y té loai
B,C,D s 240000009/PCBMB-HCM ngay 08/01/2024 duoc cong bo tai S& Y té
thanh phd H6 Chi Minh.

1.2. Két qua xé&c minh:

Ngay 09/01/2024, Poan Thanh tra dd moi Cong ty TNHH G-World lam
viéc, ghi nhan: Céng ty TNHH G-World dd mua trang thiét bi y té thuoc loai B
(Bo kit tach chiét huyét tuong giau tiéu cau (New-PRP Pro Kkit), S6 dang ky:
2100051DKLH/BYT-TB-CT) Ia thiét bi y té dugc phan loai B tir Cong ty TNHH
Thé giéi Gen dé phan phéi khi Cong ty TNHH G-World chua thuc hién thu tuc
cong b du diéu kién mua ban trang thiét bi y té thudc loai B,C,D theo quy dinh.

2. Van phong dai dién Pharmascience Inc tai TP. H6 Chi Minh (dai dién
Nha san xudt, Céng ty ding ky la Pharmascience Inc-Canada):

2.1. Ho so phap 1y:

Nha san xuit, co s& dang ky 1a Cong ty Pharmascience Inc-Canada (dai
dién 1a Vian phong dai dién Pharmascience Inc tai TP. H6 Chi Minh):
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- bia chi tru s& Van phong dai dién: Lau 8, s6 308-308C, duong Pién Bién
Phu, Phuong 04, Quan 3, thanh phd H& Chi Minh.

- M4 s6 doanh nghiép: 79-00280-01

- Gidy phép thanh lap Vin phong dai dién cua thuong nhan nudc ngoai tai
Viét Nam: S6 79-00280-01 do S& Cong thwong thanh phd H6 Chi Minh cap ngay
31/5/2023.

- Pai dién lam viéc véi Poan 1a Ba Vii Thi Hanh Yén, Truéng phong ding
ky thudc (CCCD sé: 040185000444), 1am viéc theo thu uy quyén ngay 11/4/2024
cua Ong Nguyén Vii Khanh, 1a nguoi ding dau ctia Van phong dai dién Cong ty
Pharmascience Inc tai TP. H5 Chi Minh).

- Nguoi ding dau Van phong dai dién: Ong Nguyén Vii Khanh, Qudc tich:
Canada, Ho chiéu: AY255707 cap ngay 02/05/2023, Noi cap: Thanh pho H6 Chi
Minh.

2.2. Két qua xéac minh:

- Ngay 12/4/2024, Poan Thanh tra lam viéc véi Cong ty TNHH Duoc
pham va hoa chat Nam Linh (co s& nhap khau 16 thuc Entecavir 0,5mg, SPK:
VN3-298-20, sb 16: 647675, NSX: 08/2022, HD: 08/2025) va Vin phong dai dién
Cong ty Pharmascience Inc tai TP. HO6 Chi Minh (co so dang ky thudc Entecavir
0,5mg, SPK: VN3-298-20) vé ndi dung thubc Entecavir 0,5mg, SPK: VN3-298-
20, s6 16: 647675, NSX: 08/2022, HD: 08/2025, thudc do Cong ty ding ky, san
xuat 12 Pharmascience Inc-Canada; Cong ty nhap khau 1a Cong ty TNHH Duoc
pham va hoa chat Nam Linh: Trén to huéng dan st dung thudc va nhan hop thude
thiéu chit thuc doc theo quy dinh.

- Poan Thanh tra tién hanh 1ap bién ban vi pham hanh chinh d6i vdi Cong
ty Pharmascience Inc-Canada dai dién la Van phong dai dién Pharmascience Inc
tai TP. H6 Chi Minh vé hanh vi chua cap nhat noi1 dung chix thudc doc trén nhan
thude, to hudéng dan st dung thudc dbi véi thude pms-Entecavir 0,5 mg (SPK:
VN3-298-20).

- Yéu cau nha san xut, Cong ty dang ky 12 Pharmascience Inc-Canada (dai
dién 13 Van phong dai dién Pharmascience Inc tai TP. H5 Chi Minh) phdi hop
Cong ty TNHH Duoc pham va hoa chat Nam Linh tam ding luu hanh 16 thube
néu trén va thuc hién viéc cap nhat chir thudc doc 1én nhin thudc, to huong dan str
dung thudc theo dung quy dinh sau khi dugc Cuc Quan 1y Dugc phé duyét noi
dung cép nhat trudc khi luu hanh thuéc pms-Entecavir 0,5 mg (SPK: VN3-298-
20) néu trén.

PHAN Ill. KET LUAN

I. Nhirng mat tich cwe da dat dwgec:

1. Vé co s6 phdp Iy:

1.1. Céc co s6 san xudt, nhdp khdu, kinh doanh thuéc, nguyén liéu lam
thuoc®?:

a) Vé Gidy chimg nhan dang ky kinh doanh: 03/03 co s¢ dugc thanh tra da
dugc S& Ké hoach va Pau tu thanh phd HO6 Chi Minh cép gidy chimg nhan ding
ky kinh doanh.

@ 03 co s¢ san xuét, nhap khéu, kinh doanh thuéc, nguyén ligu 1am thuéc: Cong ty ¢6 phan thwong mai Dugc pham Quang
Minh, 2Céng ty TNHH Dugc pham va h6a chat Nam Linh, 9Cong ty TNHH IMCD Viét Nam (Trir Cong ty Co phan Duoc
pham An Thién da dwoc néu tai Myuc 1.2, Phan 11 cua bao cao)
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b) Céc céan cu phap 1y thudc linh vuc Duoc:

- 01/03 co s6 san xuét thude 13 Cong ty c6 phan thuong mai Dugc phém
Quang Minh da dugc Cuc Quan 1y Dugc cap Gidy chtng nhan thyc hanh tdt san
xuit thuéc (GMP), dugc B Y te cap Gidy chimg nhan du diéu kién kinh doanh
duogc voi loai hinh co sé san xudt thude.

- 02/03 co s& nhap khéu, kinh doanh thudc, nguyén li¢u lam thudc®: 02/02
co s dugc Cuc Quan 1y Duoc cép Giéy chig nhan dat tiéu chuén thuc hanh tt
bao quan thubc, nguyén liéu lam thudc (GSP) va Bo Y té cap Giéy chtirng nhan du
diéu kién kinh doanh dugc véi loai hinh co s¢ nhap khau thuoc nguyén liéu lam
thuoe; 01/02 co s6™ duge S¢ Y t€ thanh phd HO Chi Minh cép Gidy chimg nhan
thue hanh tot ban budn thude (GDP) va Gidy ching nhan du diéu kién kinh doanh
dugc véi loai hinh co sé ban budn thude.

1.2. Céc co sé sdan xudt, kinh doanh my phcfm(S) 02/02 co so san Xudt my
pham dugc S& Ké hoach va Pau tu thanh ph6 H6 Chi Minh cép g1ay ching nhan
kinh doanh; 02/02 co s& duge S& Y té thanh phé H6 Chi Minh cip Gidy ching
nhan du diéu kién san xuat my pham.

1.3. Céc co s6 san xudt, nhdp khau, kinh doanh trang thiét biy 16©®: 02/02
co s dugc S& Ké hoach va Pau tu thanh pho H6 Chi Minh cap glay ching nhén
kinh doanh; 02/02 co sé dd cong bd du dleu kién mua ban trang thiét bi y té loai
B,C.,D hoac cong bo du diéu kién san xuét trang thiét bi y té trén hé thong dich vu
cong truc tuyén vé quan 1y trang thiét bi y té tai dia chi: https://dmec.moh.gov.vn.

Nhu véy, 07/07 co s6() dugc thanh tra c6 day du co so phap ly trong hoat
dong san xuat, nhap khau, kinh doanh thudc, nguyén liéu lam thudc, my pham,
trang thiét bi y té phu hop vdi loai hinh co sé kinh doanh va pham vi kinh doanh
cua cac co s6 theo quy dinh.

2. Vé co céu t6 chire, tinh hinh nhén suw:

2.1. Cdc co sé san xudt, nhdp khdu, kinh doanh thuéc, nguyén lidu lam
thudc:

- Céc co s& dugc thanh tra co co cau to chirc, nhan su phu hop theo quy mo
hoat dong ciia co 8, co s& ¢ cac nhan sy cha chdt nhu: Ngudi phu trach chuyén
moén vé duoc, nguoi dam bao chat luong thude, nguyén liéu 1am thudc, thu kho.
Tai thoi diém thanh tra cac Duoc sy dai hoc phu trach chuyén mon tai co s& kinh
doanh duoc co ban d3 ¢6 mat dé 1am viéc v6i Poan thanh tra.

- Héng nam, nhan vién dugc tap huin, dao tao lai, cap nhat kién thuc
chuyén mén. Céc co s¢ da luu va cung cdp hd so nhan nhan su chu chdt gdm co:
Bang cap chuyén mén, ching chi hanh nghé duoc, hop dong lao dong, so yéu ly
lich, gidy kham sirc khoe theo quy dinh.

2.2. Cdc co s6 san xudt, kinh doanh my pham:

@ DCong ty TNHH Duogc phim va héa chat Nam Linh, 2Cong ty TNHH IMCD Viét Nam.

) Cong ty TNHH Duoc phim va héa chit Nam Linh.

) 02 co s6 san xuat, kinh doanh my phdm gdm: YCéng TNHH Dugc pham Lap Viét Nam, 2Coéng ty C6 phan Céng nghé sinh
hoc Bitechpharm.

® 02 co s6 san xudt, nhap khau, kinh doanh trang thiét bi y té gdm: YCéng ty TNHH MTV Duoc pham PV Healthcare, 2Cong
ty TNHH Thé gisi Gen.

™ 07 co s gdbm: VCoNg ty cb phan thuong mai Duoc phim Quang Minh, 2Céng ty TNHH Duoc phiam va héa chit Nam Linh,
9Cong ty TNHH IMCD Viét Nam, 9Céng TNHH Dugc pham Lap Viét Nam, 9Céng ty Cé phan Céng nghé sinh hoc
Bitechpharm, 9Céng ty TNHH MTV Duoc phim PV Healthcare, ’Cong ty TNHH Thé gioi Gen.
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- Céc co s san xuat my phadm c6 phan cong ngudi phu trach san xuat, phu
trach dam bao chit luong, thu kho va phan cong cong cac nhan su khac dap tng
véi loai hinh san xuit, kinh doanh cta tung co sd.

- Céc co s ¢6 luu hd so nhan sy chi chdt nhu: Ngudi phu trach san xuét,
nguoi kiém tra chat luong san pham my phiam gém: Quyét dinh phan cong nhiém
vy, ban mo ta cong viée, giéy kham surc khoe, béng cép chuyén mon, so yéu ly
lich, hop déng lao dong.

2.3.Cdc co s6 san xudt, nhdp khdu, kinh doanh trang thiét b y té:

- Céc co s ¢o co cau to chire, nhan sy ¢6 trinh do chuyén mon phi hop voi
tung loai hinh san xuét, kinh doanh cta co sé minh.

- Céc co s ¢o luu hd so nhan su chu chot cia ngudi phu trach san xuat,
nguoi kiém tra chat lugng trang thiét bi y té, phu trach kho: Quyét dinh phan cong
nhiém vu, ban mé ta cong viéc, giay kham suc khoe, bang cap chuyén mén, so
yéu ly lich, hop dong lao dong.

3. Vé co s6 vt chit, trang thiét bi:

3.1. Cdc co sé san xudt, nhdp khdu, kinh doanh thudc, nguyén liéu lam
thuéc:

- Co so san xuat thudc dd xay dung nha xuong, trang bi cac day truyén san
xuat thudc thudc pham vi da duoc co quan cé tham quyén phé duyét, co khu vuc
kiém tra chat luong riéng biét vo1 khu san xuét, co hé thong phu trg va hé thong
xu 1y chit thai dam bao phuc vu tdt hoat dong san xuét. Kho bao quan thude ¢6
cac khu vuc kiém nhap, cho xuét, khu vuc bao quan, khu vuc bi¢t trit theo quy
dinh; khu vuc bdao quan thube duoc trang bi hé théng gia, k¢, palet bao quan
thudc, diéu hoa, nhiét ké, am ké tu ghi, thuc hién ghi chép, theo ddi nhiét do, do
am dinh ky.

- Cac co so kinh doanh thudc, nguyén liéu lam thube ¢6 hé thong kho phu
hop voi loai hinh kinh doanh duoc co quan tham quyén tham dinh cap phép, Kho
bao quan thudc, nguyén liéu lam thude cé cac khu vuc kiém nhép, chd xuat, khu
vuc bdo quan, khu vuce biét trit theo quy dinh; khu vuc bao quan thude duge trang
bi hé thong gia, ké, palet bao quan thudc, diéu hoa, nhiét ké, am ké tu ghi, thuc
hién ghi chép, theo doi nhiét do, do am dinh ky.

3.2. Cdc co s6 san xudt, kinh doanh my pham:

- Céc co sO san xudt my pham duogc S0 Y té thanh phd Ho Chi Minh cap
Glay ching nhan du diéu kién san xuit my pham co xudng san xuét, cac day
chuyen san xudt va kho co diéu kién dap tmg véi quy mé san xuat va hang hoa
san xuat, co diéu kién vé sinh sach s& dugc bd tri tai noi cao réo, khang trang,
sach s&, gom céac khu vuc phil hop.

- V& hé théng kho: Cac co sd ¢ bd tri cac kho nhu: Kho thanh pham, Kho
nguyén liéu, kho ban thanh pham, thanh pham. C6 khu vuc riéng dé bao quan cac
chat d& chay n6. Khu bao quan dam bao sach s&, khd réo.

3.3. Cdc co s6 san xudt, nhdp khau, kinh doanh trang thiét bi y té:

- Déi véi co sd nhap khau, kinh doanh trang thiét bi y té: Co s ¢ kho bao
quan trang thiét bi y té. Trong kho c6 trang bi ké, diéu hoa nhiét do, am nhiét ké
tu ghi. Co s& c6 phuong tién van chuyén trang thiét bi y té phu hop véi loai hinh
kinh doanh cua co so.
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- Pi véi co sé san xuat, kinh doanh trang thiét bj y té: Co s¢ san xuat c6
khu vuc san xuit dugc danh gia ISO theo quy dinh: DAy chuyén duoc thiét ké
theo nguyén tic mot chiéu, thuan cho viéc di chuyén déi véi nguoi, nguyén vat
liéu, ban thanh pham, thanh pham; c6 khéng gian phu hop cho viéc lap dat thiét
bi, dit dé nguyén liéu/san pham va thao tac van hanh/vé sinh/bao tri/bao dudng.
Cu thé, day chuyén san xuét trang thiét bi y té gdm c6 cac phong c6 cap sach D 14
phong thay d6 2, airlock nhan vién, hanh lang sach, phong can, phong pha ché kit,
phong pha ché bang vét thuong; cac phong cdp E 1a phong dém, thay d6 1
nam/nit, sanh nhap nguyén liéu, bao bi, phong dong gbi cip 2, sanh xuit thanh
pham. C6 hé théng kho bao quan phu hop véi hoat dong cua co sé. Cac kho duoc
duoc trang bi gia ké va cac nhiét am ké co diéu hoa cuc b, diéu kién moi truong
trong kho dugc theo ddi hiang ngay.

4. Viéc quan 1y chat lwong thudc, nguyén liéu 1am thudc, m§y pham,
trang thiét bi y té:

4.1. Cdc co sé san xudt, nhap khau, kinh doanh thuéc, nguyén liéu lam
thubc:

- Céc co s¢ da phan cong can bd cd6 chuyén mon phu trach cong tac dam
bao chat lugng thudc, nguyén li¢u lam thude, tha kho thude theo quy dinh.

- V& quy trinh thao tac chudn: Cac co s& da ban hanh hé thng cac quy trinh
thao tic chuan phut hop véi pham vi kinh doanh va tiéu chuan thuc hanh tdt san
xuat thuéc (GMP), tiéu chuan thuc hanh t6t bao quan thudc (GSP) va tiéu chudn
thuc hanh t6t phan phéi thudc (GDP) nhu: Quy trinh kiém nhap thudc, nhap khau
thudc, kiém soat chat luong thube, bao quan thudc, kiém ké hang hoa, kiém soat
thong tin khach hang va nha cung cép, cip phat thudc, ban thude, van chuyén
thudc, thu hoi san pham. Cac tai liéu va quy trinh duoc phé duyét boi ngudi co
tham quyén, dugc ban hanh t&1 cac by phan lién quan; céc tai licu dugce luu trir,
kiém soat theo quy dinh. Cac don vi 4p dung cac quy trinh di ban hanh vao thuc
té hoat dong san xuat, kinh doanh cua co sd.

- V& san xuit, bao quan, kinh doanh thudc: Cac co s co ban da ap dung
nguyén tic tiéu chuan thuc hanh t6t san xuat thudc, thuc hanh tét bao quan thude,
thuc hanh tot phan phéi thuéc nham dam bao chat luong thude san xuét, dua ra thi
truong phu hop véi tiéu chuan chat luong thude di duoc cip sé dang ky luu hanh;
tuan thu cac quy trinh k¥ thuat trong san xuét, kiém tra chat luong, bao quan, tiéu
chuan chét luong thude.

- Thanh phém duoc kiém nghiém dat ti€u chuan trude khi xuat xuong, dua
ra luu hanh trén thi trudng theo quy dinh. DA luu hd so kiém nghiém thudc, phiéu
kiém nghiém, luu mau thudc theo quy dinh.

-Viéc luu mau thudc thanh pham: Co sé c6 khu vuc riéng luu miu thude
thanh phém, co trang bi gia, k¢.
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- Trong thoi ky thanh tra tir 01/01/2022 dén 30/9/2023, cac co s& dugc
thanh tra bao cdo khong cé thudc bi dinh chi lwu hanh, thudc bj thu hoi theo yéu
cau cila co quan quan 1y nha nudc.

4.2. Poi voi co s6 san xudt, kinh doanh my pham:

- Céac co s6 da phan cong can b c¢6 chuyén moén phu trach bd phéan san
xuat, kiém tra chéat lugng san phAm my pham. D3 ban hanh mot sb tai liéu, quy
trinh phuc vu hoat dong san xuat, kinh doanh nhu: Tai liéu tu thanh tra ndi bd,
Hb so 16 san pham va cac quy trinh thao tic chuén.

- Co s di kiém tra chit luong my phidm mot sd chi tiéu cam quan nhu:
Trang thai, mau sdc, mui va d6 pH va ky hop dong kiém nghiém véi cac don vi
kiém nghiém dé kiém nghiém san pham my pham do co s& minh san xuét.

4.3. Poi voi cdc co sé san xudt, nhdp khau, kinh doanh trang thiét bi y té:

- Céc co s¢ da theo doi xuét nhap ton trén may tinh, c6 thé truy xuat nguon
gbc 16 san pham trang thiét bi y té khi duoc yéu cau.

- Co so san xuat da xay dyung, ban hanh céc ‘quy trinh thao tac chuan cho
hoat dong san xuat, kinh doanh ctia co sé. Phong kiém nghiém va phong dam bao
chét lugng cta co sé san xuat kiém tra duoc cac tiéu chuan chat luong do co so
minh da ban hanh.

5. Viéc thye hién cac quy dinh vé ding ky thudc, cong b sin pham m§y
pham, trang thiét biy té:

~5.1. Tai cdc co so san xudt, nhdp khau, kinh doanh thuéc, nguyén liéu lam
thuoc:

- Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023, tong s6 ¢6 02
co sO' co hoat dong dang ky thudc, dimg tén dang ky 55 thudc con hiéu lyc, gom
01 co s& san xuét thude 1a co sé dang ky thudc do co s minh tryc tiép san xuat 1a
Cong ty Co phan thuong mai duoc phadm Quang Minh (ding ky 47 thudc); 01 co
so 13 co so dung tén dang ky thube doi véi thude nhap khau 1a Cong ty TNHH
Duoc pham va hoa chat Nam Linh (ding ky 08 thudc).

- Poan thanh tra kiém tra xac xuat 13 ho so dang ky thudc cua 13 loai thude
do cac co s ding tén dang ky, ghi nhan: Cac co s¢ da cung cép dugc 13/13 hd so
dang ky thuoC (ban luu trir tai co s¢) cua 13 loai thudc dugc kiém tra, gom Quyét
dinh cap 5O dang Ky, gia han s6 dang ky, Cong van duy tri hiéu lyc s6 dang ky
thudc (néu c0), hd so diang ky thudc, cac tai liéu bd sung, mau, nhan to huong dan
st dung thude di duoc Cuc Quan 1y Duoc phé duyét theo yéu cau ciia Poan thanh
tra caa 13/13 thube duoc kiém tra.

5.2. Tai cdc co s6 san xudt, kinh doanh my pham:

- Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023, céc co so di
cong bd 113 san pham my pham dugc S¢ Y té thanh phd H6 Chi Minh tiép nhan
va cong bd con hiéu luc.

- Poan Thanh tra kiém tra xac xuat 16 bo ho so cong bd san pham my
pham cta 16 san phém my phém ghi nhéan: Céc co s dé cung cap dugc 16/16 hd
so cong bd san phim my pham Bo6 ho so thong tin san pham (PIF), gom: Phan L.
Tai liéu hanh chinh va tom tit san pham, phan II. Chat luong nguyén liéu, phan
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I1I. Chét lugng san pham, phan IV. An toan, hiéu qua; 16/16 san pham dugc kiém
tra trén c6 phiéu tiép nhan cong b san pham m¥ pham con hiéu lyc.

5.3. Tai cdc co s& san xudt, nhdp khau, kinh doanh trang thiét bi y té:

-Trong thoi Ky thanh tra, cac co s da dang ky, cong bd 10 loai trang thiét
bi y té, trong d6 c6 01/05 loai trang thiét bi y té duoc cap gidy dang ky luu hanh,
09/10 loai trang thiét bi y t& dugc céng bé 1a trang thiét bi y té thudc loai A,B.

- Poan thanh tra kiém tra 10 b hd so diang ky, cong bd trang thiét bi y té
ctia cac co sd ghi nhan: Cac co sé di cung cp dugc 10/10 hd so dang ky, cong bd
(ban ctng luu tai co s&). Doan thanh tra da ddi chiéu giira ban cang va théng tin
trén cong thong tin dién tir B6 Y té ghi nhan di c6 du théng tin vé dang ky va
cong bé tiéu chuan &p dung cua trang thiét bi y té.

Péi voi trang thiét bi y té nhap khau: Co so cung cap duoc Gidy ding ky
lwu hanh ty do (FSC), Gidy ty quyén cta nha san xuat, tai liéu ky thuat, mau
nhan, huéng dan sir dung, két qua phan loai, ISO 13485, co s¢ da cong khai trén
cong thdng tin caa Bo Y té tai dia chi: https://dmec.moh.gov.vn va luu trit bo hd
so ban ctng (ban in) xuét trinh cho Poan thanh tra.

6. Viéc thuc hién cac quy dinh vé san xuit thuéc, my pham, trang thiét
biy té:

6.1. Cdc co s& san xudt, kinh doanh thuéc:

Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023, ¢6 01 co s& san
xuat thudc dugc thanh tra 13 Cong ty c6 phan thuong mai duoc pham Quang
Minh, co s& da san xuat 708 16 thubc cua 32 loai thudc. Poan thanh tra kiém tra
X4c Xuat viéc thuc hién cac quy dinh vé san xuat thuéc cua 08 16 thudc thanh
pham cua 08 loai thudc, ghi nhan:

- 08/08 16 thudc duoc san xuat trong thoi gian sé dang ky con hiéu luc.

- Co sé dd cung cp duoc hoa don mua nguyén liéu, kiém nghiém nguyén
lidu, ta duoc; hd so san xuat 16 thudc; phiéu kiém nghiém thanh pham, miu luu
thudc thanh pham cuaa 08/08 16 thude dugc Kiém tra.

- Poan kiém tra da kiém tra viéc chap hanh quy dinh vé san xuat thudc qua
hd so 16 san xuat, dbi chiéu véi hd so dang ky thudc 08 16 thude trén co ban da
san xuat tuan tha theo hd so ding ky thudc.

6.2. Cdc co s¢ san xudt, kinh doanh my pham:

- Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023, Poan thanh tra
da tién hanh thanh tra tai 02 co sé san xuat, kinh doanh m§ pham®.

- Céc co so dd dugc SO Y té thanh phd H6 Chi Minh tiép nhan va cong bd
113 Phiéu cong bd san pham my pham. Cac co so d thyc hién san xuéat 113 san
pham m§ pham. Poan thanh tra kiém tra xdc xuat hd so 16 san xuat 16 16 san
pham m¥ pham ghi nhan: Céc co s& d4 cung cap duoc 16/16 ho so 16 san xuat cua
16 10 san phém d3 xudt trinh duoc Phiéu cong bb san pham my phém hd so
thong tin san pham my pham (PIF), ho so san xuat cua tung 16 san pham nguyen
liu dat tiéu chuan chét lugng ctia nha san xuét; co sd ¢ bd phén kiém tra chat
lugng dé kiém tra chit luong ctia nguyén liéu, ban thanh pham, san pham cho
dong goi va thanh pham, luu mAu san pham theo quy dinh; thuc hién san xuat my

® Gdm: Cong ty TNHH Dugc pham LAP, Cong ty ¢é phin cdng nghé sinh hoc Bitechpharm
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pham theo thanh phan cong thuc da dang ky trong hd so cong my pham dd duoc
co quan c6 thAm quyén cap phleu cong bd my pham

6.3. Cdc co s6 san xudt trang thiét bi y té:

- Trong thoi ky thanh tra tir ngay 01/01/2022 dén ngay 30/9/2023, ¢6 01 co

s¢ san xuat trang thiét bi y té 1a Cong ty TNHH Thé gisi Gen da san xuat 41 16
san pham cua 03 loai trang thiet biy té. , ,

- Doan thanh tra da kiém tra xac xuat 06 16 san xuat cua 03 loai trang thict
bi y t€ ghi nhan: Co s¢ da cung cap duoc 06/06 bd ho so 16 san xuat cua 06 16 san
pham dugc kiem tra. Cung cap dugc du héa don mua nguyén li¢u, phieu kiem
nghiém nguyén liéu. . )

7. Viéc thuc hién cac quy dinh vé nhiap khau, kinh doanh, lwu hanh
thudc, nguyén liéu 1am thudc, my pham, trang thiét bi y té:

1.1. Tai cac co so san xudt, nhap khau, kinh doanh thuéc, nguyén lieu lam
thuéc:

a) Viéc ban thude ddi véi co s co hoat dong san xuat, kinh doanh thudc:

C6 01 co so san xuat thudc 1a Cong ty c6 phan thuong mai Duoc pham
Quang Minh, co sé ban thudc do co sd minh truc tiép san xuat cho cac don vi
kinh doanh duoc, don vi khdm, chita bénh. Poan Thanh tra kiém tra xac xuat 08
16 thudc cua 08 loai thude. Co sd da xuét trinh duoc hop dong béan thubce, thé kho,
s6 theo ddi thong tin cua khach hang, hoa don ban thudc, thyc hién gia ban thudc
khong cao hon gia thudc da ké khai v6i co quan c6 tham quyen.

b) Déi Véi cac co s co hoat dong nhap khau, kinh doanh thudc, nguyén
liéu 1am thudc: Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/9/2023, téng
s6 ¢6 02 co s, trong d6: Co 01 co sé nhap khau thude va 01 co sd nhap khau
nguyén liéu l1am thudc® da nhap khau 14 thuée, 27 nguyén liéu lam thubc

- Poan thanh tra kiém tra xac xuat ho so nhap khau 10/98 to khai hai quan
cua 10 thudc va ho so nhap khau 10 nguyén liéu 1am thudc, ghi nhan: Céc co so
da xuat trinh duoc ho so nhap khau thudc, nguyén lidu 1am thuoc gom: Pon hang
nhap khau, to khai hai quan, hoa don ngoai, phiéu déng hang, van don, Phiéu
kiém nghiém:; thuc hién mua thudc, nguyén liéu 1am thude theo don hang da duogc
phé duyét, hop ddng ngoai da ky két.

- Thubc, nguyén lidu 1am thubc sau khi nhap khau vé dugc ban cho céc co
s& kinh doanh duoc, co sd y té. Cac co sd di cung cap duoc thé kho, bao céo ban
hang, ho4 don ban hang, hop dong béan hang.

7.2. D6 Vi cdc co sé san xudt, kinh doanh my pham:

- C6 02 co s& san xuat my pham chi c6 hoat dong ban cac cac san pham my
pham do chinh co s& minh san xuat.

© 02 co s¢ nhap khiu, thudc, nguyén ligu 1am thude: DCong ty TNHH Dugc pham va hda chat Nam Linh, 2Cong ty TNHH
IMCD Viét Nam

(19 HCong ty TNHH Duoc phdm va héa chat Nam Linh nhap khiu 14 thude, 2Cong ty TNHH IMCD Viét Nam nhap khéu 27
nguyén liéu lam thuéc.
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- Poan da kiém tra x4c xuét viéc ban hang 16 16 san xuat cua 16 san pham
my pham duoc kiém tra, ghi nhan: Céc co s& cung cap dugc béo céo xuét, nhap,
t6n, thé kho, hoa don ban hang cua cac san pham. Sé liéu xuat, nhap, ton thuc té
phil hop véi s6 lidu s6 sach, hoa don.

7.3. Déi véi cdc co s6 san xudt, nhdp khau, kinh doanh trang thiét bi y té:

a) D6i voi viéc nhap khau trang thiét bi y té:

Trong thoi ky thanh tra tir ngay 01/01/2022 dén 30/09/2023, c6 01 co s6 1a
Cong ty TNHH MTV Dugc pham PV Healthcare da nhap khau 03 16 san pham
cua 02 loai trang thiét bi y té thuoc loai B.

- Poan kiém tra viéc nhap khau, kinh doanh caa co so ddi véi 03 16 san
pham ghi nhan: B4i véi viéc nhap khau, co s¢ cung cap dugc Hop ddng ngoai, to
khai hai quan, hoa don ngoai, COA cua 03 18 san pham trén.

b) Déi véi viée ban trang thiét bi y té:

Poan di kiém tra viéc ban cac san pham trang thiét bi y té d6i vai 03 16 san
pham néu trén, ghi nhan co s¢ da cung cap dugc cho Poan: Thé kho va danh sach
khach hang, hop dong, hoa don ban hang kém theo.

II. Ton tai, han ché:

1. Tai cac co s¢ dugc thanh tra, xac minh:

1.1. C6 phan thirong mai Duwoc phdam Quang Minh:

a) Cong ty khong thyuc hién tha tuc ding ky thay d6i, bo sung Gidy ding ky
luu hanh trude khi luu hanh thudc, nguyén liéu 1am thudc d6i véi cac thay doi
|6n, thay doi nho can phé duyét trudc khi thuc hién ddi voi cac thude: Thude
Effemax, SPK: VD-29383-18, s6 16 0060822, NSX 150822, HSD 150824; Thudc
Polymax 5ml, SBPK: VD-22303-15, s6 16 0200923, NSX: 290923, Han dung:
290925.

b) Ba Nguyén Ngoc Khanh An, Duogc sy dai hoc, duoc co so giao phu trach
cong tac dam bao chat luwong thubc. Tai ching chi hanh nghé Duoc s
4444/CCHN-D-SYT-HCM ngay 23/5/2019 do S¢ Y té thanh phé Ho Chi Minh
cap chua c6 pham vi hoat dong san xuat thuéc.

c) Cong tac dam bao chat lwong thudc con mot sd ton tai: Cac huéng dan
vé quy trinh thao tac van hanh thiét bi chwa dugc bién muc danh s6 khoa hoc (chi
gach dau dong cho timg budc thao tac) nén khé kiém soat viéc thuc hién quy trinh
thao tac; Cac mau luu thudc thanh pham chua dugc theo ddi nhiét do, do am.

d)Thong tin khach hang trén hoéa don ban hang khong ghi theo phap nhan
cua khach hang (quay thudc, nha thudc, cong ty Dugc...) ma ghi ho tén va dia chi
ctia ngudi mua nén kho trong viéc kiém tra, ddi chiéu vé diéu kién kinh doanh cua
khéach hang theo héa don ban hang.

d)Trén mot sé gidy to caa Cong ty chwa cap nhat duoc su thay doi vé dia
chi hanh chinh, cu thé dia chi tru s¢ chinh trong Gidy ching nhan du diéu kién
kinh doanh Duoc da dugc Bo Y té cap (Pia chi cii: 4A Lo Lu, phuong Truong
Thanh, Quan 9, thanh phé H6 Chi Minh, dia chi méi hién nay la: s6 4A Lo Lu,
phuong Truong Thanh, thanh phd Tha Puc, thanh phd HS Chi Minh).

1.2. Céng ty TNHH Duroc pham LAP:
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Co so dd san xuat san pham my pham E-Cosmetic Face wash gel, sé 16
001, ngay san xuat: 09/11/2023 (sé phiéu coéng bd: 000826/23/CBMP ngay
20/3/2023 do S¢ Y té thanh pho HO Chi Minh tiép nhan va cong bo) ¢é thanh
phan Butylen glycol khdng c6 trong hd so cong bd san pham my pham.

1.3. Cong ty Co phan cong ngh¢ sinh hoc Bitechpharm:

a) Co so da san xuat my pham Peeling acne serum sb 16 010623, NSX:
01/06/2023, Han ding: 01/06/2026, Phiéu cong b san pham my pham s
2192/22/CBMP-HCM ngay 28/6/2022 ¢ cong thic khong dung nhu hd so cong
bd san pham my pham: Trong hd so 16 san xuat san pham my pham st dung
nguyén liéu MC-Salicare cé thanh phan Dextrin va Nicacinamide khéng c6 trong
ho so cong bd san pham my pham.

b) Trong ho so 16 san xuat san pham thiéu théng tin vé sb 16 nguyén liéu.
Viéc quan Iy s6 ton kho chua quan 1y dén sé 16, chua rd s6 16 trong phiéu can
nguyén liéu. Hé thong danh so 16 chua phu hop, khé thuc hién: DD MM YY.

1.4. Cong ty TNHH ICMD Viét Nam:

a) Kiém tra viéc xuat ban 10 nguyén liéu lam thuoc dugc kiém tra, ghi
nhan: co sd cung cap duoc hop dong nguyén tic voi Cong ty Co phan Xuat nhap
khau y té thanh phé H6 Chi Minh kém theo thé kho, hoa don xuét ban nguyén
liéu.

- Co s6 xuit trinh dugc thdng bao sé 01/IMCD ngay 22/02/2022 thdng béo
danh sach khach hang 1a co s& ban budn cua co s nhap khau nhung khong co
quyén phan phdi nguyén liéu 1am thudc tai Viét Nam gai Cuc Quan 1y Duoc.

Tuy nhién dén thoi diém thanh tra, thdng tin Cong ty C6 phan Xuét nhap
khau y té thanh phd H6 Chi Minh 1a co s¢ ban buén cua Céng ty TNHH IMCD
Viét Nam chua dugc Cuc Quan 1y Dugc cdng bo trén trang website. Tai budi lam
viéc ngay 11/01/2024, Coéng ty cung cidp dugc cho Poan Coéng vin sb
01/2024/CV-IMCD ngay 05/01/2024 giri Cuc quan 1y Duoc hdi cong vin thong
bao co s& ban budn.

Pén ngay 14/3/2024, thong tin vé co s¢ ban budn mua thudc, nguyén liéu
lam thudc cta co sé ¢ quyén nhap khau nhung khong duoc thuc hién quyén phan
phdi thudc, nguy@n liéu 1am thudc tai Viét Nam dé phan phéi caa Cong ty TNHH
IMCD Viét Nam la Cong ty C6 phan Xuat nhap khau Y té thanh phé Ho Chi
Minh (dia chi try s¢ chinh: 181 Nguyén Pinh Chiéu, phuong V6 Thi Sau, Quan 3,
thanh phé H6 Chi Minh) da dugc cong bd kém theo Cong van sb 286/QLD-KD
ngay 14/3/2024 cua Cuc Quan ly Duoc tai dia chi: https://dav.gov.vn va tai dia
chi: https://moh.gov.vn.

b) Co s& chua cap nhat dia chi try sé chinh hién nay trong Gidy ching nhan
du diéu kién kinh doanh Dugc: Pia chi hién nay 1a Phong 12-01, ting 12, toa nha
Pearl 5, S6 5, Lé Quy Pon, phuong V6 Thi Sau, quan 3, thanh phé Ho Chi Minh
chua phu hop véi thdng tin trong giay chiing nhan GSP va Gidy chung nhan du
diéu kién kinh doanh Duoc da duoc Bo Y té cap (1a Tang 7, tdoa nha
PetroVietNam, sé 1-5 L& Duan, phuong Bén Nghé, Quan 1, Tp. H6 Chi Minh).
Thoi dlem thanh tra, Cong ty da chuyen Dia chi vin phong dén dia chi tai: Phong
12-01, tang 12, toa nha Pearl 5, Sé 5, Lé Quy Pén, phuong V8 Thi Sau, quan 3,
thanh phé Ho Chi Minh.
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Tai budi 1am viéc ngay 11/01/2024, co sé dd cung cip dugc cho Poan
thanh tra Pon dé nghi giri Cuc Quan 1y Dugc ngay 05/01/2024 dé xin diéu chinh
thong tin thay d6i dia chi tru s& chinh cia co sé trén Gidy chung nhan du diéu
kién kinh doanh Duoc.

1.5. Cong ty TNHH Durgc pham va hoa chat Nam Linh:

a) To huong dan st dung thudc va nhan hop thiéu chir thuée déc ddi véi
thudc Entecavir 0,5mg, SPK: VN3-298-20, s 16: 647675, NSX: 08/2022, HD:
08/2025, Cong ty dang ky, san xuat: Pharmascience Inc-Canada, Cong ty nhap
khau va ké khai gia thuc: Cong ty TNHH Dugc pham va hoa chat Nam Linh.

b) Pbi véi thubc Temozolomid Ribosepharm 100 mg, SPK: VN2-626-17;
NSX: 17/8/2022; HD: 31/8/2025; Sé 16: 216001

- Tai thoi diém thanh tra (15/12/2023), 16 thuoc nhap khau sé 2J6001 khdng

c6 to hudng dan str dung bang tiéng Viét, chi co to huéng dan sir dung bang tiéng
Puc. Sau khi nhap khau, co s da xuat ban: 13.785 vién, con lai trong kho: 11.075
vién, s thudc con lai duoc co s¢ dd bao quan trong khu biét trit cua co so va co
s dd co van ban giri cac co so dé thu lai thude (dén ngay 25/01/2024, co so da
thu lai duoc: 1.466 vién); tong sé thudc hién co s dang bao quan trong kho 1a
12.541 vién.

- Kiém tra h6 so dang ky thuoc: Thubc Temozolomid Ribosepharm 100 mg
(SPK: VN2-626-17) do chinh Cong ty TNHH Dugc pham va hoa chat Nam Linh
nhap khau dimg tén dang ky va trong ho so dang ky thude da cé to hudng dan st
dung thudc bing tiéng Viét duoc Bo Y té phé duyét.

1.6. Cong ty TNHH Thé gidi Gen:

a) Quy trinh ban hang chwa c6 phan vé danh gia khach hang mua san pham
trang thiét bi y té loai B,C,D di c6 cong bd du diéu kién mua ban trang thiét bi y
té loai B,C,D.

b) Do thay d6i vé hanh chinh, hién nay théng tin vé dia chi cia co so 1a
thanh phé Thu Bac chua dugc cap nhat trong mot sb tai lieu da duoc cong bo.

c) Cong ty TNHH Thé gi¢i Gen ban hang cho Cong ty TNHH G-World
(dia chi: 91 duong sb 7, phudong An Phd, thanh phd Thu Buc), cu thé: New PRP
pro Kit 1 6ng hoat héa: Sb lwong 55 hop, hoa don sb: 00000143 ngay 17/8/2022;
Bo dung cu New-PRP Pro Kit Ver.11: Sb luong 50 hop HP sb: 00000282 ngay
18/09/2023; New PRP pro Kit 2 6ng hoat hoa: S6 lugng 20 6ng, s6 HD:
00000030 ngay 22/02/2023; Céc san pham nay la trang thiét thiét bj y té thuoc
loai B dugc mua khi Cong ty TNHH G-World chua cong bd du diéu kién mua ban
trang thiét bi y té thuoc loai B,C,D.

1.7. Céng ty TNHH MTV Duoc pham PV HEALTHCARE:

Kiém tra thong tin vé hd so cong bd 05 loai trang thiét bi y té, co s da
cung cip dugc cho Poan: Gidy dang ky luu hanh ty do (FSC), Gidy uy quyén cua
nha san xuat, tai liéu ky thuat, mau nhan, huéng dan sir dung, két qua phan loai,
ISO 13485, co s¢ da cong khai trén coéng thdng tin cia Bo Y té tai dia chi:
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https://dmec.moh.gov.vn va luu trir bo hd so ban cang (ban in) xuat trinh cho
Poan kiém tra. Tuy nhién mau nhin di céng bd véi mdi san pham con dang tdn
tai 02 loai nhdn (Nhan phu tiéng Viét in riéng va nhan phu tiéng Viét in trén hop).

Ngay 26/02/2024, co sé ¢6 bao cao giai trinh da bo ndi dung nhan phu, chi
con lai nhan c6 tiéng Viét in trén san pham va da duoc cap nhat trén hé théng dich
vu cdng truc tuyén vé quan ly trang thiét bi y té cua Bo Y té tai dia chi:
https://dmec.moh.gov.vn.

1.8. Cong ty TNHH G-World (la co so diroc Xac minh)

Ccong ty TNHH G-World di mua trang thiét bj y té thuoc loai B (Bo kit
tach chiét huyét twong giau tiéu cau (New-PRP Pro kit), S& ding ky:
2100051DKLH/BYT-TB-CT) tir Cong ty TNHH Thé giéi Gen dé phan phéi khi
chua thyc hién thu tuc cng bd du diéu kién mua bén trang thiét bi y té thuoc loai
B,C,D theo quy dinh.

1.9. Van phong dai dién Pharmascience Inc tai TP. Hé Chi Minh, dai dién
Nha sdn xudt, Céng ty dang ky la Pharmascience Inc-Canada (la co s¢ dwoC Xac
minh)

Nhé san xuat, Cong ty dang ky la Pharmascience Inc-Canada (dai dién nha
san xuat va Cong ty dang ky thudc 1a Van phong dai dién Pharmascience Inc tai
TP. HO Chi Minh) chua cap nhat noi dung chit thubc doc trén nhan thudc, to
huéng dan su dung thude d6i véi thudc pms-Entecavir 0,5 mg (SPK: VN3-298-
20).

2. Khé khan, vwéng mac trong céng tac quan 1y:

2.1. Béi voi mot sb thude, sé dang ky thude hét hiéu e, duoc Cuc Quan ly
Dugc ¢ Cong van duy tri hiéu luc sb dang ky luu hanh, Quyét dinh cap gia han
Gidy dang ky Iuu hanh. Tuy nhién céc thong tin vé duy tri hoic gia han hiéu luc
gidy dang ky luu hanh khong duge duoc thé hién day du trén nhan san pham thuéc
(chua duoc quy dinh thdng tin bat budc trong Thong tu vé nhan thudc). Nén dya
trén san pham kho xac dinh duoc hiéu lyc caa S6 ding ky.

2.2. Viéc cong bé thdng tin vé co sd ¢6 quyén nhap khau nhung khong duoc
thuc hién quyén phan phéi thudc, nguyén liéu 1am thudc tai Viét Nam con cham:
Theo quy dinh, trong thoi han 03 ngay 1am viéc, ké tir ngdy nhan duoc théng béo
clia co so (thoi diém tiép nhan tinh theo déu cong van dén), Bo Y té c6 trach nhiém
cdng b trén Cong thong tin dién tr ctia don vi théng tin vé co sé ban budn mua
thudc caa co so ¢o quyén nhap khau nhung khong dugc thuc hién quyén phan phoi
thudc, nguyén ligu.

2.3. Viéc duyét mau nhan, to huéng dan si dung thudc dbi véi thuée pms-
Entecavir 0,5 mg, SDK: VN3-298-20 khi cap, gia han gidy ding ky luu hanh
chua duoc ra soat chat ché (thiéu chit thudc doc trén nhan thude, to huodng dan sur
dung thudc).
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PHAN IV. CAC BIEN PHAP XU LY THEO THAM QUYEN DA AP
DUNG:

|. Xi phat vi pham hanh chinh:

Tt cac tdn tai cla cac co s& dugc duogc thanh tra, xdc minh néu trén tai
Muc II PHAN III ctia Bio c4o. Poan Thanh tra di lam viéc vdi cac co sd va tién
hanh 18p bién ban vi pham hanh chinh, da ban hanh 07 Quyét dinh xtr phat vi
pham hanh chinh ddi v&i 06 t6 chirc va 01 cd nhan voi tong s tién la:
372.500.000 dong, cu thé:

1. Quyét dinh xu phat vi pham hanh chinh s6 01/QD-XPHC ngay
19/01/2024 xtr phat Cong ty TNHH Duoc pham LAP, sé tién: 70.000.000 dong
(Bang chir: Bay muoi triéu dong chan):

Vi pham quy dinh tai Biém b, Khoan 1, Biéu 70 cua Nghi dinh s6
117/2020/ND-CP ngay 28/9/2020 cua Chinh phu vé xtr phat vi pham hanh chinh
trong linh vuc y té 1a: “San xuat my pham c6 cong thize khéng diing nhir ho so
cong b sdn pham my phdm ”.

2. Quyét dinh xir phat vi pham hanh chinh s6 02/QD-XPHC ngay
19/01/2024 xtr phat d6i v6i Cong ty CO phan cong ngh¢ sinh hoc Bitechpharm, s6
tién: 70.000.000 déng (Bang chir: Bay muoi triéu dong chén):

Vi pham quy dinh tai Piém b, Khoan 1, Diéu 70 cua Nghi dinh s6
117/2020/ND-CP ngay 28/9/2020 cua Chinh phu vé xtr phat vi pham hanh chinh
trong linh vuc y té 1a: “San xudt my pham c6 cong thizc khéng ding nhw ho so
cdng bé sdn pham my pham”.

3. Quyét dinh x&r phat vi pham hanh chinh s§ 03/QD-XPHC ngay
19/01/2024 xtr phat Céng ty TNHH G-World, s6 tién: 30.000.000 dong (Bang
chir: Ba muoi triéu dong chin):

Vi pham quy dinh tai Piém b, Khoan 3, Piéu 75, Nghi dinh s6
117/2020/ND-CP ngay 28/9/2020 ctia Chinh phii vé xtr phat vi pham hanh chinh
trong linh vuc y té 1&: “Mua ban trang thiét bj y té thugc logi B,C,D khi chwra thuc
hién thu tuc cong bo dui dieu Kién mua ban theo quy dinh Cua phap lugr”.

4. Quyét dinh xur phat vi pham hanh chinh sO 04/Qb-XPHC ngay
02/02/2024 xu phat Cong ty C6 phan thuong mai duoc pham Quang Minh, so
tién: 100.000.000 ddng (Béng chir: Mot tram triéu dong chan):

Vi pham quy dinh tai: Piém ¢, Khoan 3, Piéu 56 cua Nghi dinh s
117/2020/ND-CP ngay 28/9/2020 ciia Chinh phu vé xr phat vi pham hanh chinh
trong linh vuc y té, duoc stra doi, bod sung tai Piém b, Khoan 13, DPiéu 2, Nghi
dinh s6 124/2021/NP-CP ngay 28/12/2021 cua Chinh phu la: “Khong thuc hi¢n
thu tuc dang ky thay doi, bo sung gidy dang ky luu hanh véi co quan nha nwée cé
tham quyén va dwoc phé duyét triede khi luu hanh thudc, nguyén lidu lam thudc
déi voi cac thay doi 1om, thay doi nhé can dwoc phé duyét”.

5. Quyét dinh xi&r phat vi pham hanh chinh s 06/QD-XPHC ngay
15/04/2024 xtr phat Van phong dai dién Pharmascience Inc tai TP. H6 Chi Minh
(dai dién Nha san xuat, Cong ty ding ky 1a Pharmascience Inc-Canada), sé tién:
80.000.000 dong (Bang chit: Tam muoi triéu déng chin):

Vi pham quy dinh tai: Piém ¢ Khoan 3 Diéu 56 Nghj dinh 117/2020/ND-
CP quy dinh xtr phat vi pham hanh chinh trong linh vuc y té, dugc sira ddi, bd
sung tai Piém b Khoan 13 Diéu 2 Nghi dinh sé 124/2021/ND-CP ngay
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2,8/ 12/2021 cua Chinh phu quy dinh xir phat vi pham hanh chinh trong linh vyc y
‘Khong thuc hién thu tuc dang ky thay doi, bo sung gidy dang ky heu hanh véi

co' quan nha nuée c6 tham quyén va dwgc phé duyét trudc khi luu hanh thuéc,

nguyén liéu lam thuéc doi véi cdc thay doi I6n, thay déi nho can dwoc phé duyet

6. Quyét dinh xir phat vi pham hanh chinh s6 09/QD-XPHC ngay
24/5/2024 xi phat Cong ty TNHH Duoc pham va hoa chit Nam Linh, sd tién:
15.000.000 déng (Bang chit: Mu6i nam triéu dong‘chan)

Vi pham quy dinh tai: Biém d Khoan 1 Di¢u 58 Nghi dinh 117/2020/NDb-
CP ngay 28/9/2020 cua Chinh pht quy dinh xur phat vi pham hanh chinh trong
linh vuc y t€ 1a: “Mua, ban thuoc vi pham chat lwong o muc do 3 theo quy dinh
cua phdp lugt’. ,

7. Quyét dinh xu phat vi pham hanh chinh s6 05/QD-XPHC ngay
02/02/2024 xu phat Ba Nguyén Ngoc Khanh An, s6 tién: 7.500.000 dong (Bang
chi: Bay triéu nam tram nghin d()ng)v: ‘ ’

Vi pham quy dinh tai: Diém b, Khoan 2, Diéu 52, Nghi dinh so
117/2020/ND-CP ngay 28/9/2020 cua Chinh phu: “Hdnh nghé duoc ma khong co
ching chi hanh nghé dwoc hodc trong thoi gian bi twdc quyén sw dung chimg chi
hanh nghé duwoc tai vi tri cong viéc phai co chung chi hanh nghé duoc theo quy
dinh cua phdp ludt”. ) )

II. Chuyén thong tin vi pham chat lwgng thuoc téi Cuc quan ly Dwoc
xir Iy theo thAm quyén:

- Thanh tra B c6 Cong vian so 290/TTrB-P3 ngay 04/4/2024 vé viéc
chuyén thong tin, tai liéu vé 16 thudc Temozolomid Ribosepharm 100 mg, SPK:
VN2-626-17; NSX: 17/8/2022; HD: 31/8/2025; S6 16: 216001 do do Cdng ty
TNHH Duoc pham va hoa chat Nam Linh dung tén dang ky va nhap khau vi
pham khdng c6 to huéng dan st dung bang tiéng Viét dén Cuc Quan 1y Dugc dé
xem xét, xtr Iy theo tham quyén.

- Cuc Quan 1y Duoc c¢6 Cong vian s6 1310/QLD-CL ngay 08/5/2024 thdng
bao thu hoi thudc Temozolomid Ribosepharm 100 mg, S6 16: 236001 (ly do:
thudc vi pham mirc d6 3) va Cong van sé 1455/QLD-CL ngay 17/5/2024 vé viéc
xt ly thuéc Temozolomid Ribosepharm 100 mg dong y véi dé nghi ciia Cong ty
TNHH Dugc pham va héa chat Nam Linh vé viéc khic phuc d6i véi 16 thudce véi
bién phép thay thé to hudng dan st dung tiéng Puc bang to huéng dan sir dung
bang tiéng Viét theo dung ho so dang ky thude di duoc phé duyét.

PHAN V. KIEN NGHI

1. Poi véi cdc co s san xudt, kinh doanh thudc, my pham, trang thiét bi y
té duwoc thanh tra, kiém tra xdc minh:

1.1. Nghiém tuc, kiém diém, ra soat khic phuc nhiing tdn tai d3 dugc néu
tai Muc II, PHAN 11l va c¢6 van ban b&o cdo giri Thanh tra BO Y té trudc ngdy
31/7/2024.

1.2. Nguoi chiu trach nhi¢m trudc phap luat, nguoi phu trach chuyén mon
cua co sé tang cuong hoat dong tu thanh tra, kiém tra, giam sat cac hoat dong lién
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quan dén san xudt, kinh doanh thudc, my pham, trang thiét bi y té theo dang quy
dinh cua phap luat.

1.3. Chu dong cap nhat, nghién ctu va thuc hién dung quy dinh cta phéap
luat vé san xuat, kinh doanh, dam bao chat lugng thudc, my pham, trang thiét bi y
té.

2. Cuc Quan Iy Duoc:

2.1. Ra soét, sira doi bd sung quy dinh vé thong tin trén nhan thudc nhu viéc
bd sung s6 vin ban hoic sb quyét dinh viéc gia han hoic duy tri hiéu luc sé dang
ky lwu hanh trén nhén thudc.

2.2. Kip thoi cong bd cac thdng tin thudc trach nhiém cua Bo Y té (Cuc
Quan Iy Duoc) nhu thong tin Vé co s ban budn mua thudc caa co s ¢o quyén
nhap khau nhung khong duoc thuc hién quyén phan phdi thudc, nguyén liéu 1am
thuée.

2.3. Tang cuong Viéc ra sodt, tu kiém tra d6i véi hoat dong tham dinh, hoic
phé duyét nhan thudc, to hudng dan sir dung thude nhu viéc bd sung chir thude doc
d6i vai thudc phai kiém soat dic biét 1én nhan thuéc va to huéng dan sir dung
thuéc.

Trén day 1a Két luan thanh tra viéc thuc hién cic quy dinh ctia phéap luat vé vé
dang ky, luu hanh, quan 1y chat luong thudc, nguyén liéu 1am thudc, my pham;
hoat dong cong bd, phan loai, ding ky lwu hanh, san xuét, xuat nhap khau, kinh
doanh trang thiét bi y té tai mot s co s& san xuat, nhap khéu, kinh doanh c6 lién
quan trén dia ban thanh phé H6 Chi Minh.

Noi nhdn:

- Bo trudng Bo Y té (dé b/c);

- Thir truéng D& Xuan Tuyén (dé b/c);

- Thanh tra Chinh phu (dé b/c);

- Cuc Quan 1y Dugc (dé p/h);

-S&' Y t& TP.HCM (dé p/h):

- Céc co sé dugc thanh tra (dé t/h);

- Cong thong tin dién tir BO Y té (dé cong khai);
- Luu: TTrB, P5, Poan thanh tra.
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