BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phuc
S6: 9958 /QLD-CL Ha Néi, ngay 31thdang 10 nam 2023
V/v kiém tra viéc Iuu hanh thudc
gia Tobramycin

Kinh guri:
- S& Y té céac tinh, thanh phd tryc thuoc Trung vong
- Cac phuong tién thong tin dai chung.

Cuc Quan Iy Duoc nhan dugc cac van ban:

- S6 1022/CV-DHT dé ngay 18/10/2023 ctia Cong ty cd phan Duoc pham Ha
Tay vé viéc bao cao thudc gia Tobramycin.

- S6 1046/CV-DHT d& ngay 27/10/2023 ciia Cong ty ¢6 phan Dugc pham Ha
Tay vé viéc bo sung, diéu chinh thong tin cuia CV s6 1022/CV-DHT.

Theo d6, Cong ty di tién hanh 14y mAu tai cho thude si khu vuc Quén 10 thanh
phd H6 Chi Minh va kiém tra chat luong 01 16 thudc nho mét Tobramycin trén nhan
ghi s6 16 051023, NSX: 051023, HD: 051025. Cong ty da kiém tra mau thudc néu trén
khong dat tiéu chuén chat lugng vé cac chi tiéu Dinh tinh, Pinh lugng (khong chira
hoat chat Tobramycin). Cong ty cling d6i chiéu mau nhin giita thudc that Tobramycin
do Cong ty san xuat va san pham c6 bao bi twong tu dang lwu hanh trén thi truong va
bao cdo mot s6 dic diém, dau hiéu phan biét (phy luc dinh kém).

Xét thdy day 1 truong hop phan anh thudc gia thudc nho mit Tobramycin do
Cong ty C6 phan Dugc pham Ha Tay san xudt c6 nguy co gy ton hai nghiém trong
dbi véi stre khoe nguoi sir dung, dé dam bao an toan cho nguoi st dung, Cuc Quan ly
Duoc c6 ¥ kién nhu sau:

1. S6 Y té cac tinh, thanh phd truc thuéc Trung vong:

- Thong béo cho cac co sd kinh doanh, str dung thudc khong duoc budn ban sir
dung 16 thuéc nho mat Tobramycin trén nhin ghi s6 16 051023, NSX: 051023, HD:
051025 c6 dau hiéu vi pham néu trén. Trudng hop dang kinh doanh 16 thudc néi trén,
dé nghi ngimg kinh doanh va thong bao cho co quan chitc nang biét, phdi hop xur 1y 16
thudc trén theo quy dinh;

- Chi dao Trung tdm Kiém nghiém tryc thudc ting cuong ra soat, kiém tra lay
mau thudc nhé mat chira Tobramycin. Trudong hop phat hién 16 thuéc nho mat
Tobramycin trén nhan ghi s6 16 051023, NSX: 051023, HD: 051025 néu trén, khan
truong kiém tra chat lugng va bao cao kip thoi dé xir 1y theo quy dinh.

- Kiém tra va giam sat cac don vi thuc hién thong bao nay; xir Iy nhitng don vi
vi pham theo quy dinh hién hanh;



- Phéi hop véi cac co quan chirc ning lién quan ting cuong kiém tra, gidm sat
xac minh ngudn gdc hoa don ching tir mua ban 16 thude trén, kip thoi phat hién viéc
san xuat, budn ban va sir dung 16 thuéc nho mat Tobramycin trén nhin ghi s6 16 051023,
NSX: 051023, HD: 051025 c6 d4u hiéu vi pham néu trén;

- Bao cédo két qud kiém tra, thanh tra vé Cuc Quan 1y Dugc va cac co quan chirc
nang co lién quan.

2. Pé nghi Vién kiém nghiém thudc Trung wong, Vién kiém nghiém thubc Hd
Chi Minh ting cudng ra soat, kiém tra ldy mAu thudc nho mit chira Tobramycin.
Trudng hop phat hién 16 thudc nho mét Tobramycin trén nhan ghi s6 16 051023, NSX:
051023, HD: 051025 néu trén, khan truong kiém tra chat luong va bao cao kip thoi dé
xur 1y theo quy dinh.

3. Dé nghi Cong ty c¢6 phan Duoc Ha Tay phdi hop v6i cac don vi kiém tra chat
luong (VKN thude Trung wong, VKN Ho Chi Minh, cac Trung tim Kiém nghiém tinh)
dé 1dy mau 16 thuéc nho mat Tobramycin trén nhan ghi s 16 051023, NSX: 051023,
HD: 051025 néu trén kiém tra chat luong theo quy dinh va bao cao kip thoi dé xur Iy
theo quy dinh.

4. Pé nghi cac phuong tién thong tin dai ching (dai truyén hinh, truyén thanh,
béo chi...) thong bao nodi dung cong vin ndy, dé nghi ngudi tiéu dung dimg ngay viéc
stt dung thudc nho mat Tobramycin trén nhan ghi sb 16 051023, NSX: 051023, HD:
051025 ¢6 dau hiéu vi pham néu trén; phat hién va thong bao cho co quan chiic nang
vé thude trén dé xir Iy theo quy dinh.

Cuc Quan 1y Duoc thong béo dé cac don vi biét va thuc hién./.
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Phu luc

DPAC PIEM, DAU HIEU PHAN BIET GIUA THUOC GIA VA THUOC THAT
DO CONG TY CO PHAN DUQC PHAM HA TAY CUNG CAP
(Kem Cong van so 9958 /QLD-CL ngay31 thang 10 nam 2023 cua Cuc Quan ly Duoc)

STT Tiéu chi San pham that cia DHT San pham gia
NSX: 061023 NSX: 051023
(®) Thude ke don
—~ (®) Thusc ke don
< <>
1 | Hop dung TOBRAMYCIN TOBRAMYCIN
, . 0,3%
thuoc i THLIGE: O ek THUGC NHO MAT
Hép 1lox5mi
Z
é
LSX: 051023 LSX: 051023
HD: 061025 HD:051025
2| Nhian dan lo
- Sau dong “Xem to' huong d?}n - Sau dong “Xem to huong dan
sir dung thudc kem theo” c6 déu | s dung thude kem theo” khong
cham «.” ) ¢6 dau chim «.” )
- Tén co s¢ san xuat khong in | - Tén co s¢ san Xuét indém.
dam. - Sau “P. La khé&” khong c6 dau
- Sau “P. La khé” c¢6 ddu phay “,” | phay «,” ’
- C6 cac diu cach gitta SPK. - Khong c6 dau céch gitra SDK.
- buong gach ngang dudi tén co | - Buong gach ngang dudi tén co
sO san xudt bat dau o cudi chir | s& san xuat bat dau & dau chir
“C” va két thiic ¢ dau chit “Y”. | “C” va két thuc ¢ cudi chit “Y”.




STT Tiéu chi San pham that cia DHT Sén pham gia
0,3% 0,3%
Chi djnh, céch dung, chéng Chi dinh, cach dung, ehdng
chi dinh va céc théng tin chi dinh va céc théng tin
khac: khac:
Xem trong t& hudng din s Xem trong t& hudng din sir
dung thufc kém theo. dung thuéc kém theo
PE XA TAM TAY TRE EM.
BOC KY HUONG DAN sUT BE x:::ﬂ TAYT::::'&
DUNG TRUGC KHI DUNG. DI)BONGC kst acd“xl-lG I DUNG:
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SOK: VD - 22471 - 15
Co ad sdn xull: _
cONG TY CP DUGC PHAM HA TAY
TS dan pho a8 4, P La Kha,
Q. Ha Bong, TP. Ha Noi J

- Sau dong “Noi kho, nhiét do
dudi 30°C” c6 dau cham *“.”

- Ma vach: Khoang céch gitra
cac chir s6 déu nhau.

TOBRAMYCIN
0.3%

’ Thanh phén:
M&i lp 5mli chura:
Tebramyecin sulfat tuong
ung vdi tobramycin....... 15mg

‘ Nude cét pha tiém vd......Smli
Tiéu chudn ap dyng:

‘ TCCs. |
Béo quan:

| Ngi khd, nhigt do dudi 30°C. |

- Sau dong “Noi kho, nhiét do
duédi 30°C” khong c6 dau cham
- Ma vach: Khoang cach giira cac
chit s6 khong déu nhau.

TOBRAMYCIN
0,3%

Thanh phén:
M&i lo 5mi chida: |
Tobramycin sulfat tuaong

ung véi tobramyecin....... 15mg |
Nudc cét pha tiém vd......5ml
Tiéu chuin ap dung:

TCCS.

Béo quan:

Nai khé, nhiét 46 dudi 30°C

—
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STT Tiéu chi San pham thit cia DHT San pham gi
Kich thuéc: 16x60mm Kich thudce: 15x60mm
- Sé 16 SX:051023 HD: 061025 -S4 16 SX: 051023 HD: 051025
“So0 16 SX:, HD:” khong in dam. Chir “So 16 SX:, HD:” in dam.
- Chtr “TCCS” khong in dam. - Chr “TCCS” in dam.
- Chir “Xem trong to huéng dan sir | - Chir “Xem trong to huéng dan
dung thudc kém theo” khong in st dung thudc kém theo” in
dam. dam.
2| Nhan dan lo
Chiéu cao lo: 52mm Chiéu cao lo: 55mm
bay lo c6 chit HATAPHAR Paylo c6 cht VT
cung biéu tuc,mg@
3 Lo dung thudc




