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MTNISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc l1dp - Tu do - Hanh phuc
DRLG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang Vo - Ha Noi - Viét Nam
Tel: 84.24.37366483/38464413 - Fax: 84.24.38234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thuéc : Vinsalmol 5

Name of Drug:

Thanh phan chinh, ham lwgng :  Salbutamol (dwéi dang Salbutamol sulfat) 5mg/2,5ml
Active Ingredients, Strength:

Qui cach déng goi, bao ché : Hop 2 vix 10 bng x 2,5ml; hép 5 vi x 10 éng x 2,5ml;
Packing Size, Dosage form: Dung dich khi dung

Tiéu chuan chét lvgng . TCES

Quality Specification:

Han dung : 36 thang

Shelf- life:

Sb gidy phép Iwu hanh sadn pham (SPK): VD-30605-18

Marketing Authorization Number: i

S6 quyét dinh © 442/QP-QLD Ngay cap: 05/07/2018
Approval Decision Number: Date of Issuance:

Hiéu lwc cha gidy phép Iwu hanh san pham: c6 gia tri 05 ndm ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky - Congty cb phan dwoc pham Vinh Phc

Name of Marketing Authorization Holder:

Dia chi . S8 777 dwdng Mé Linh, Phuéng Khai Quang, TP. Vinh
Address: Yén, Vinh Phuc - Viét Nam

Tén co s& san xuét . Cong ty cb phan dwoe phdm Vinh Phic

Name of Manufacturer:

Dia chi - Thon Mau Thoéng-P.Khai Quang- TP. Vinh Yén- Tinh

Address: Vinh Phuc - Viét Nam
Tén co s& déng goi ;

Name of Assembler

Dia chi

Address:

Ha Noi, ngay 05 thang 7 nam 2018,
KT. CUC TRUONG CUC QUAN LY DUYQ'C
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
ﬂ:’pg?VUILQENERAL-DIRECTOR

y ©s '1:3}\‘
Ghi chu: (Note) (° 47 & A ..
1- Gidy pheép lvu hanh san pham nay dwoc cap theo diing hd sb :
dang ky thudc da dwoc Bo Y té phé duyét. |

This marketing authorization has been issued in accordance with the dossiek
approved by the Vietnam Ministry of Health.

2- B4t ctv sw thay ddi nao v& ndi dung clia gidy phép phai dwoc
Cuc Quan Ly Duoc - Bo Y té& xac nhan.

B

AL
Any variations of the contents of the marketing authorization are required to be e "YEN TAT DAT

adopted by the Drug Administration of Vietnam.
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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Ty do - Hanh phiic
S6: 737 / QDP-QLD Ha Néi, ngay 09 thang 10 nam 2023
QUYET PINH

Veé viéc ban hanh Danh muc 1017 thudc san xuit trong nuéc
dwge gia han giay dang ky luvu hanh tai Viét Nam - Dot 187

CUC TRUONG CUC QUAN LY DUQC

Can cwr Luat Duoc sd 105/2016/QH13 ngay 06/4/2016;
Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu to chire ciia Bo Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia Bo truéng Bo Y té
quy dinh chirc ning, nhiém vu, quyén han va co cau té chirc ciia Cuc Qudn Iy Duroc
thudc Bo Y té;

Can cit Thong tir s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trieong Bo Y té
quy dinh viéc dang ky luu hanh thuoc, nguyen liéu lam thuoc;

Can cir két ludgn cua Hoi dong tw van cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuoc - B Y 1é;

Theo dé nghi ciia Truong phong Pang ky thuée, Cuc Qudan Iy Durgc.

QUYET PINH:

Pié¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 1017 thubc san xuét trong
nude duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 187, cu thé:

1. Danh myc 918 thudc sén xut trong nudc dugc gia han gidy dang ky lyu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh myc 99 thudc san xuét trong nuéc duoc gia han gidy dang ky luu hanh
hi€u lyc 03 nam (Phu luc 1l kéem theo).

Piéu 2. Co sd san xuit va co sé dang ky thube cé trach nhiém:

1. San xuat thudc theo dung cac ho so, tai lidu di dang ky véi BO Y té va phai in
s6 dang ky duoc Bo Y té Viét Nam cdp 1én nhan thudc.

2. Chi duoc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi ¢ Giéy
ching nhén du diéu kién kinh doanh duoc pham vi kinh doanh thude phai kiém soat dic
biét phu hop véi pham vi hoat dong cua co s¢ dap ung quy dinh tai khoan 5 Diéu 143
Nghi dinh s 54/2017/NB-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6
diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuén chit luong cua thude theo quy dinh tai
Thoéng tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong BO Y té quy dinh vé chat
luong thude, nguyén liéu lam thude.

4. Thyc hién, phdi hop véi co s& nhap khau thyc hién theo dung quy dinh tai
Cong véan s6 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan ly Dugc vé viée kiém tra
chét lugng nguyén li¢u lam thudc nhém sartan ddi véi cac thude thude danh muc tai
Diéu 1 ban hanh kém theo Quyét dinh nay c¢6 chtra duoc chat thuéc nhém sartan

5. Thude dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chwa ndp
hd so cap nhat ndi dung nhén thudc, to huéng dan st dung thude theo quy dinh cua
Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudéng Bo Y té thi phai thyc hién
cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu $6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.



6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay ddi vé ndi dung hanh chinh (bao
g6m ca mau nhan va to huéng dan sir dung thudc) phai san xuat va luu hanh véi cac ndi
dung da dugc phé duyét thay ddi trong hd so gia han.

7. Co s¢ dang ky thude phai biao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thude, nguyén liéu lam thubc. Trong truong hop
khong con dép tng du diéu kién hoat dong, co s¢ dang ky phai ¢6 trach nhiém thuc hién
thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co sO san xuét thuoc phai bao dam céc diéu kién hoat dong clia co so san xuat
trong thoi han hidu lyc cia gidy ding ky luu hanh thude, nguyén liéu lam thudc.

9. Cac thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc tiép
tuc st dung s6 dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cip sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

Pi¢u 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So Y té cac tinh, thanh phé truc thudc Trung wong va Giam
ddc co s6 san xuat va co so dang ky co thudce tai Didu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhin: ‘ CUC TRUONG
- Nhu biéu 4; 0.

- BT. Dz}o Hdng Lan (dé ble);

- TT. Do Xuan Tuyén (d€ b/c); )

- Cuc Quén y - B6 Quoc phong, Cuc Y te - Bo Cong an;
-Cuc Y t€ GTVT - Bo Giao thong van tai,

- Tong Cuc Hai quan - B Tai chinh;

- Bao hiém xa hoi Viét Nam; 2
-Bd Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra “Vii Tufn Cuong
B, Véan phong HPTV cap GDKLH thude, NLLT;

- Vjén KN thudc TU, Vién KN thuoc TP. HCM;

- Tong Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién co6 giuong bénh truc thuée BO 'Y té;

- TI'l]Ilg tam mua sam tap tI'l]Ilg thllOC qllOC g1a

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (T) (02b).




Phu luc I
DANH MUC 918 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - PQT 187
(Kem theo Quyét dinh s6 737 /OP-QLD ngay 09thdng 10nam 2023
cua Cuc Quan ly Dwoc)

ST Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng Tiéu Tudi S6 ding ky S6
T Ham lugng ché goi chuin tho gia han lan
(thang) | (S6 dangky | gia
da cép) han

Q) 2 A @ ) © @) ® ©®

1. Co sé ding ky: Cong ty C6 phan Dugc phim 2/9 (Dia chi: 299/22 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phé
Hd Chi Minh, Viét Nam)

1. 1. Co s san xuat: Cong ty Cé phan Duge phidm 2/9 (Dia chi: 930 C4 dudng C, Khu cong nghiép Cat Lai, cum 2,
Phuong Thanh My Lgi, Quan 2, TP.H6 Chi Minh, Viét Nam)

1 |Nadygenor Arginin aspartat 1g [Dungdich [Hop 20 Ong x 5 NSX 36 893110251923 01
ubng ml (VD-27732-17)

2 |Nadypharlax MJi goi chira Thude bt [Hop 20 Goi x NSX 36 893100252023 01
Macrogol 4000 10g |udng 10,21 g (VD-19299-13)

3 |Allopurinol 300 |Alopurinol 300mg |Vién nén Hop3vix 10 NSX 36 893110252123 01
vién (VD-25103-16)

4 |Atorvastatin 20  |Atorvastatin (dudi |Vién nén Hop3vix 10 NSX 36 893110252223 01
dang Atorvastatin  |bao phim vién; Hop 10 vi (VD-30253-18)

calci) 20mg x 10 vién

5 |Fexnad 180 Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100252323 01

hydroclorid 180mg [bao phim vién (VD-29639-18)

2. Co sé ding ky: Cong ty C phian Dwge Phiam Imexpharm (Dia chi: S6 04 Dudng 30/4, Phuong 1, TP.Cao Lanh, Dong
Thap, Viét Nam)

2.1. Co sor sin xuét: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Dwong (Dia chi: S5 22, Puong s6 2, Khu cong
nghiép Viét Nam - Singapore II, Phuong Hoa Phii, TP.Thi Dau Mét, Tinh Binh Duong, Viét Nam)

6 |Cefoxitinl g Cefoxitin (dudi Thubc bot Hop1Lox1 USP hién 24 893110252423 01
dang cefoxitin pha tiém gam; Hop 10 Lo hanh (VD-26841-17)
natri) 1g x 1 gam.

7 [Ceftizoxim 1g Ceftizoxim (dudi  |Thudc bét |Hop 1 Lox 1g; | USP hién 24 893110252523 01
dang ceftizoxim pha tiém Hop 10 Lox 1g hanh (VD-29757-18)
natri) 1gam

8 [Imedoxim 100 Cefpodoxim (dudi |Vién nén Hop 03 vix 10 | USP hi¢n 24 893110252623 01
dang Cefpodoxim |bao phim Vién hanh (VD-27890-17)
proxetil) 100mg

9 [Imetoxim1 g Cefotaxim (duoi Thudc bt  [Hop 1 Lo x 1 NSX 24 893110252723 01
dang Cefotaxim pha tiém gam, lo thuy (VD-26846-17)
natri) 1g tinh; Hop 10 Lo

x 1 gam, lo thuy
tinh

10 [Imexime 200 Cefixim (dudi dang |Vién nang  |Hop 02 vi x 10 NSX 24 893110252823 01
cefixim trihydrat) |cing vién (VD-30399-18)
200mg

11 |Zanimex 250 Cefuroxim (du6i  |Vién nén Hop2vixSvién| NSX 36 893110252923 01
dang Cefuroxim bao phim (VD-20746-14)
axetil) 250mg

2.2. Co sé san xuét: Cong ty C6 phin Dwge Pham Imexpharm (Dja chi: S6 04, Pudng 30/4, Phuong 1, TP. Cao Lanh,
Tinh Pdng Thép, Viét Nam)
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ST Tén thudc Hoat chit chinh - Dang bao | Quy cach dong Tiéu Tudi So dang ky S6
T Ham lwgng ché go0i chuin tho gia han lan
(thang) | (S6 ding ky gia
di cip) han
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55. Co s¢ dang ky: Cong ty c6 phian Dwgc pham VCP (Pia chi: Thén Thach Ldi, x4 Thanh Xuan, huyén Séc Son, thanh
phd Ha Noi, Viét Nam)
55.1. Co s san xuét: Céng ty c6 phin Duge phdm VCP (Dia chi: Thon Thach L3i, x3 Thanh Xuén, huyén Séc Son, thanh
phé Ha Noi, Viét Nam)

513 [Ceftizoxim 0,5g  [Ceftizoxim (duéi  [Thude bot  [Hop 01 lo; Hop USP 41 36 893110303123 01
dang ceftizoxim pha tiém 10 lo (VD-23726-15)
natri) 0,5g

514 |Skinrocin Mupirocin Thubc md [Hop 1 tuyp 5 g NSX 24 893100303223 01
100mg/5¢g boi da (VD-29213-18)

515 | Viciroxim 1,5g Cefuroxim (dudi Thudc bot Hop 01 lo; Hop USP 41 24 893110303323 01
dang Cefuroxim pha tiém 05 1o; Hop 10 1o (VD-18780-13)
natri) 1,5g

516 |Vitafxim 2g Cefotaxim (dudi Thudc bot Hop 01 lo; Hop USP 41 36 893110303423 01
dang cefotaxim pha tiém 10 1g; Hop 01 lo (VD-20484-14)

natri) 2g

thudc bot pha
tiém + 2 bng
nudc cét pha
tiém 5Sml

56. Co s¢ ding ky: Cong ty ¢6 phian dwgc phim Vinh Phiic (Dia chi: S6 777, duong Mé Linh, phudng Khai Quang,

thanh phé Vinh Yén, tinh Vinh Phuc, Viét Nam)
56.1. Co so san xuét: Cong ty ¢6 phan dwoc phdm Vinh Phic (Pia chi: Thon Mau Théng - P. Khai Quang - TP.Vinh Yén -
T. Vinh Phuc, Viét Nam)

517 | Furunas Flunarizin (duw6oi  [Viénnang |Hop 10 vix 10 NSX 36 893110303523 01
dang Flunarizin clirng vién (VD-29227-18)
dihydroclorid
5,9mg) Smg

518 | Trapadol Tramadol Viénnén [Hop2vix 10 NSX 36 893111303623 01
hydroclorid 37,5mg;|bao phim vién; Hop 3 vi x (VD-19510-13)
Paracetamol 325mg 10 vién; Hop 10

vi x 10 vién

519 Vintolox Pantoprazol (duéi  |Vién nén Hop3vix 10 NSX 36 893110303723 01
dang pantoprazol  |bao tan vién; Hop 10 vi (VD-30607-18)
natri sesquihydrat) [trongrudt |x 10 vién
40mg

520 |Calci Folinat 10ml|Acid folinic (du6i | Dungdich |Hop 2 vix 5 NSX 24 893110303823 01
dang calci folinat  |tiém Ong x 10 ml; (VD-29224-18)
108mg/10ml) Hop 10 vix 5
100mg/10ml Ong x 10 ml

521 |Diclofenac Diclofenac natri Vién nén Hop 10 vix 10 NSX 36 893110303923 01
50mg bao tan vién; Hop 50 vi (VD-29907-18)

trong rugt  |x 10 vién

522 |Diclofenac Diclofenac natri 75 | Dung dich  (Hop 1 vix 10 DDVN V 36 893110304023 01

mg/3 ml tiém Ong x 3 ml; Hop (VD-25829-16)

5vix 10 Ong x
3ml
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ST Tén thudc Hoat chit chinh - Dang bao | Quy cach dong Tiéu Tudi So dang ky S6
T Ham lwgng ché go0i chuin tho gia han lan
(thang) | (S6 ding ky gia
di cip) han
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523 [Lincomycin Lincomycin (dudi |Viénnang |Hop 10vix 10 |DBDVNV 36 893110304123 01
dang Lincomycin  |clng vién; Hop 20 vi (VD-28145-17)
hydroclorid) 500mg x 10 vién
524 [Metronidazol Metronidazol Viénnén |[Hop20vix10 |[DDVNV 36 893115304223 01
250mg vién; Hop 50 vi (VD-28146-17)
x 10 vién
525 |Nisitanol Nefopam Vién nén Hop 3 vix 10 NSX 36 893110304323 01
hydroclorid 30mg  |bao phim vién; Hop 10 vi (VD-28147-17)
x 10 vién
526 [Sismyodine Eperison Vién nén Hop2vix 10 NSX 36 893110304423 01
hydroclorid 50mg  |bao duong |vién; Hop 10 vi (VD-30602-18 )
x 10 vién
527 |Vinfast 120 Fexofenadin Vién nén Hop3vix 10 NSX 36 893100304523 01
hydroclorid 120mg |bao phim vién; Hop 10 vi (VD-29231-18)
x 10 vién
528 |Vinfast 180 Fexofenadin Vién nén Hop3vix 10 NSX 36 893100304623 01
hydroclorid 180mg [bao phim vién; Hop 10 vi (VD-29232-18)
x 10 vién
529 [Vinfast 60 Fexofenadin Viénnén [Hop3vix 10 NSX 36 893100304723 01
hydroclorid 60mg  |bao phim vién; Hop 10 vi (VD-29233-18)
x 10 vién
530 | Vinphacetam Piracetam 1 g/5 ml |Dung dich |HOp2vix 5 NSX 36 893110304823 01
tiém Ong x 5 ml; Hop (VD-25830-16)
10 vi x 5 Ong x
5ml
531 |Vinphacetam Piracetam 400mg  |Viénnang |Hop 10vix 10 |DDVNV 36 893110304923 01
cing vién (VD-28150-17)
532 |Vinphastu Cinarizin 25mg Vién nén Hop 8 vi x 25 DDbVN V 36 893100305023 01
vién; Hop 50 vi (VD-28151-17)
x 25 vién
533 | Vinphatex Cimetidin 200mg | Viénnén |Hop 10vix 10 [DDBVNV 36 893100305123 01
vién; Hop 20 vi (VD-28152-17)
x 10 vién
534 | Vinphatoxin Oxytocin 5 ITU/ml  |Dung dich |Hop 1 vix 10 NSX 36 893114305223 01
tiém Ong x 1 ml; Hop (VD-28703-18 )
5 vix 10 Ong x
I ml
535 | Vinphazin Metronidazol Vién nén Hop 2 vix 10 NSX 36 893115305323 01
125mg; Spiramycin |bao phim vién; Hop 10 vi (VD-29236-18)
750.0001U x 10 vién
536 |Vinprazol Rabeprazol natri Thubc bot Hop1Lo+1 NSX | Lobdt: | 893110305423 01
20mg dong kho Ong dung moi 24 (VD-25327-16)
pha tiém 5ml; Hop 5 Lo; thang;
Hop 10 Lo ong
dung
moi: 24

thang
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ST Tén thudc Hoat chit chinh - Dang bao | Quy cach dong Tiéu Tudi So dang ky S6
T Ham lwgng ché go0i chuin tho gia han lan
(thang) | (S6 ding ky gia
di cip) han
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537 | Vinsalmol Salbutamol (duéi |Dung dich |Hop 2 vix 5 NSX 36 893115305523 01
dang salbutamol khi dung Ong x 2,5 ml; (VD-23730-15)
sulfat) 2,5mg/2,5ml Hop4vix5
Ong x 2,5 ml;
Hop6Vvix 5
Ong x 2,5 ml;
Hop Svix 10
Ong x 2,5 ml
538 | Vinsalmol 5 Salbutamol (duéi  [Dung dich [Hop 2 vix 10 NSX 36 893115305623 01
dang salbutamol khi dung Ong x 2,5 ml; (VD-30605-18)
sulfat) 5 mg/2,5ml Hop 5 vix 10
Ong x 2,5 ml
539 [Vinsolon 4 Methylprednisolon [Vién nén Hop2vix 10 DbVNV 36 893110305723 01
4mg vién (VD-27159-17)
540 [Vinsolon 500 Methylprednisolon |B§t dong Hop 01 lo + 01 NSX 36 893110305823 01
(Duoi dang khd pha tiém [ong dung moi 8 (VD-29912-18)
Methylprednisolon ml; Hop 05 1o +
natri succinat) 05 dng dung moi
500mg 8 ml; Hop 10 lo
+ 10 6ng dung
moi 8 ml
541 [Vinzix Furosemid Dungdich |Hop2vix5 NSX 36 893110305923 01
20mg/2ml tiém Ong x 2 ml; Hop (VD-29913-18)
10vix5 ()ng X
2ml
542 | Vinzix Furosemid 40mg | Vién nén Hop 10 vix 10 NSX 36 893110306023 01
vién; Hop 5 vi x (VD-28154-17)
50 vién; Hop 4
vi x 50 vién
543 [Cammic Acid tranexamic Dung dich [Hop2vix 5 NSX 36 893110306123 01
250 mg/5ml tiém Ong x 5 ml; Hop (VD-28697-18 )
10 vi x 5 Ong x
5ml
544 |Vinphaton Vinpocetin Smg Vién nén Hop 8 vix 25 NSX 36 893110306223 01
vién; Hop 50 vi (VD-29910-18)
x 25 vién
545 | Vincystin 100 Mbi goi 1,5g chira: | Thude com |Hop 25 Goi x NSX 24 | 893100306323 | 01
Acetylcystein 1,5g (VD-29229-18)
100mg
546 | Vinhistin 24 Betahistin Viénnén [Hop3vix 10 NSX 36 893110306423 01
dihydroclorid 24mg vién; Hop 10 vi (VD-28149-17)
x 10 vién
547 | Vinphacetam Piracetam 2g/10ml | Dung dich |Hop 2 vix 5 NSX 36 893110306523 01
tiém Ong x 10 ml; (VD-23091-15)
Hop6vix5

Ong x 10 ml
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ST Tén thudc Hoat chit chinh - Dang bao | Quy cach dong Tiéu Tudi So dang ky S6
T Ham lwgng ché go0i chuin tho gia han lan
(thang) | (S6 ding ky gia
di cip) han
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548 |Clindacine 300  |Clindamycin (duéi | Dung dich |Hop 1 vix 5 NSX 36 893110306623 01
dang Clindamycin |tiém Ong x 2 ml; Hop (VD-18003-12)
phosphat) 5 vix 10 Ong x
300mg/2ml 2 ml
549 [Vincerol 1mg Acenocoumarol 1 Viénnén [Hop3vix 10 NSX 36 893110306723 01
mg vién; Hop 10 vi (VD-28148-17)
x 10 vién
550 | Vincurium Atracurium besylat [Dung dich  |Hop 1 vix 10 NSX 24 893114306823 01
25mg/2,5ml tiém Ong x 2,5 ml; (VD-29228-18)
Hop 3 vix 10
Ong x 2,5 ml
551 [Vincystin 200 Mdi gbi 1,5g chira: | Thube cém | Hop 25 Go6i x NSX 24 | 893100306923 | 01
Acetylcystein 1,5 gam (VD-29230-18)
200mg
552 | Vinhistin § Betahistin Vién nén Hop3vix 10 NSX 36 893110307023 01
dihydroclorid 8mg vién; Hop 10 vi (VD-29235-18)
x 10 vién
553 | Vinphacine Amikacin (dudi Dung dich |Hop2vix5 NSX 36 893110307123 01
dang Amikacin tiém Ong x 2 ml; Hop (VD-28702-18)
sulfat) 500 mg/2ml 5vix 10 Ong x

2 ml

57. Co so diing ky: Cong ty ¢6 phian Dwge Phiic Vinh (Dia chi: L6 CN 4-6.2 KCN Thach That - Quc Oai, Xa Phing X4,
Huyén Thach That, Tp.Ha Noi, Viét Nam)
57.1. Co so san xuét: Cong ty ¢6 phan Duge Phiic Vinh (Dia chi: L6 CN 4-6.2 KCN Thach That - Quc Oai, Xa Phing
Xa, Huyén Thach That, Tp.Ha Nbi, Viét Nam)

554 |Paracetamol 500 |Paracetamol 500mg |Vién nang |Lo x 100 vién; NSX 36 893100307223 01
mg cung Lo x 200 vién; (VD-29257-18)
Lo x 500 vién
555 [Paracetamol 500 [Paracetamol 500mg |Vién nén Lo x 100 vién; NSX 36 893100307323 01
mg Lo x 200 vién; (VD-29919-18)
Lo x 500 vién.
556 |Phazandol Paracetamol 500mg [Vién nén Hop 10 vix 12 NSX 36 893100307423 01
bao phim vién; Hop 15 vi (VD-28163-17)

x 12 vién

58. Co s ding ky: Cong ty ¢ phian Dugc S.Pharm (Bia chi: Puong D1 16 G, khu céng nghiép An Nghiép, xa An Hiép,
huyén Chéau Thanh, tinh S6c Trang, Viét Nam)
58.1. Co 56 san xuit: Cong ty ¢6 phan Dugc S.Pharm (Pia chi: Puong D1 16 G, khu cong nghiép An Nghiép, xi An Hiép,
huyén Chau Thanh, tinh Séc Trang, Viét Nam)

557 [Acetylcystein Mai goi 1,5g chita  [Thude bot  [hdp 30 goi, hop NSX 24 893100307523 01
Acetylcystein 100 g6ix 1,5 (VD-30628-18)
200mg gam

558 |Bromhexin 8mg  |Bromhexin Vién nén Hop3vix 10 NSX 36 893100307623 01
hydroclorid 8mg vién; Hop 20 vi (VD-30629-18)

x 10 vién; Hop
50 vi x 10 vién




MA&u nhan hép Vinsalmol 5 mg
Kich thudc: 165 mm X 30 mm X 77 mm

\‘-, 2,5 ml Chi dinh, chdng chi dinh, li€u diing, cach diing, than trong,
u’d| \. salbutamol sulfat)......5 mg tac dung khéng mong mudn, céc théng tin khdc:
Juoc tigmvd.......... 2,5ml Xin doc to hudng din st dung.
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Khéng dugc tiém
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péjc lap - Tw do - Hanh phiic
S6: 14200e/QLD-PK Ha N¢i, ngay 02 thang 11 nam 2023
V/v thay dbi, b6 sung d6i véi thude
da duoc cap GBKLH

Kinh gtri: Cong ty c6 phan duoc phadm Vinh Phuc
Dia chi: S6 777 dwong Mé Linh, phwong Khai Quang, thanh phé Vinh Yén, tinh
Vinh Phuc

Tré 161 ho so sb tiép nhan sb 30e/2023/TN/TT91 ngay 27/04/2023 va ho SO bd
sung kém theo cac tai liéu li€n quan cua cong ty vé viéc thay d6i, bd sung ddi voi
thuoc da dugc cap gidy dang ky Iuu hanh;

Can ct Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cua Bo 'Y té quy dinh
viéc dang ky luu hanh thudc, nguyen liéu 1am thudc;

Cén ctr Bién ban thim dinh hd so thay d6i/bd sung ciia cong ty, Cuc Quan Iy
Dugc ¢6 ¥ kién nhu sau:

Péng y v6i noi dung dé nghi thay d6i, bo sung duoc phé duyét kém theo cong
van nay doi véi thude Vinsalmol 5, s6 dang ky VD-30605-18.

Ngoai ndi dung dugc phé duyéet, cac ndi dung khac gilt nguyén nhu ho so dang
ky thude luu tai Cuc Quéan 1y Duoc.

Céc nd1 dung thay doi, bo sung néu trén dugc thuc hién ké tur ngay ky cong van
nay. Riéng ndi dung thay d6i, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thue hién theo ndi dung thay doi da duogc phe duyét.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién dung cac quy dinh vé
dang ky Ivu hanh thude./.

Noi nhgn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc trudng (dé b/c); N

- Luu: VT, DKT (BT).

;:Nguyén Thanh Lam



CONG TY CO PHAN DUQC PHAM

VINH PHUC - VINPHACO

S <O PHP
%\ DUGIC PHAM |,
A\VINH PHOC /o

HSPK TP LAN 4:
VINSALMOL 5 (VD - 30605 - 18)

NG HQP SO SANH CAC NOQI DUNG THAY POI VOI
DICH KHi DUNG VINSALMOL 5 (VD - 30605 - 18)

L S
%W N¢i dung Noi dung
T 0i dung ) o
da dwoc phé duyét de nghi thay do6i/bo sung

1 | Thay déi tiéu chuén chit luong thuéc thanh phdm (MiV-PA27)

1.1 | Sbtiéuchuin |0211-B-001-17 0211-B-041-22

1.2 | Céng thuc diéu | C6 ghi lugng ta duge st | Khong ghi lugng ta duge sir

ché dung dung, chi liét ké tén ta dugc va
ghi vira du.

1.3 | Hinh thirc Dung dich trong, dugc | Dung dich trong, dugc dong
déng trong Ong thiy tinh |trong 6ng thiy tinh han kin,
han kin, khong ran nUt, | 1hang ran nut, khong den dAu.
khong den dau

Hoic:

Dung dich trong, dong trong lo
thity tinh, ddy kin bang nit cao
su, ¢6 nip nhém bén ngoai.

1.4 | D0 trong Thir theo DDVN IV (phu | Thit theo DDVN V (phu luc
luc 11.8, phuong phap B) | 11.8, phuong phép B)

1.5 | Thé tich 2,5 ml + 2,875 ml Khoéng nho hon 2,5 ml.

Thi theo DDVN IV (phu | Thit theo DDVN V (phu luc
luc 1.19, phuong phép 1) 11.1)

1.6 | pH Thit theo DDVN IV (phu | Thit theo DDVN V (phu luc
luc 6.2) 6.2)

1.7 | Tap chét lién Phai dat quy dinh - Tap chit D: Khéng dugc

quan 16n hon 1%
- Tap chat khic: Khong
duoc 16n hon 0,5%
- Téng tap: Khong dugce 16n
hon 2%

AT R

1 TR




CONG TY CO PHAN DUGQC PHAM

VINH PHUC - VINPHACO

HSPK TP LAN 4:

VINSALMOL 5 (VD - 30605 - 18)

1.8 | Salbutamol Phai dat quy dinh Khéng dugc 16n hon 0,5%
keton
1.9 | Do vokhuan | Thir theo DDVN IV (Phu | Thir theo DDVN V (phy luc
lyc 13.7), phuong phép | 13.7), phuong phap mang loc
mang loc
1.10 | Pong goi Déng hop2 vix 10 bngx | Hop 2 vi x 10 6ng x 2,5 ml;
2,5ml, 5vix 10 éngx2,5 |hop5 vix 10 éngx 2,5 ml.
= Hop 10 1o x 2,5 ml; hp 2 vix
5lox 2,5 ml
2 Thay dbi lén trong quy trinh sin xudit thudc thanh phéim: Bo sung quy
trinh sin xuit (MaV-9)
2.1 | Quytrinhsan | Day chuyén san xuét déng | Day chuyén san xuit déng lo,
xudt 6ng thily tinh han kin day nut cao su, lién nép nhom
3 Thay dbi lién quan dén bao bi déng gdi so cdp ciia thudc thanh phim vé
khuén: Bé sung thém chit liéu bao bi déng géi (MaV-12, muc c)
3.1 | Chét liéu bao Ong thiy tinh Lo thuy tinh, ntt cao su
bi dong goi
4 Bé sung quy cdch déng géi thudc thanh phim trong bao bi so cip doi véi
thubc vé khuin dang dung dich (MaV-13)
4.1 | Quy cach Hop 2 vix 10 6ng x2,5ml | Hop2vix519px2,5ml
dong goi ) ’ A
Hop 5vix 10 6ngx 2,5ml | Hop 10 1o x 2,5 ml
5 Bé sung mdu nhén cho quy cich lp (MiV-PA2):
51 | Bésungmiu | MAu nhén da dwgc phd | Mau nhén xin bo sung (kém
nhén duyét (kém theo) theo)

S
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CONG TY CO PHAN DUQC PHAM
——__ VINH PHUC - VINPHACO
’:\ 24 P

HS PK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

._;/ —— /’ \\

GO pHA N

!" j\___ll ‘1 Aps

O
/ CONG Tv \\V%?NG SO SANH TIEU CHUAN THANH PHAM DUNG DICH KHI DUNG VINSALMOL 5
’__“ HEO TIEU CHUAN PA PUQC PHE DUYET VA TIEU CHUAN PE NGHI THAY POI

\\Xi T ’/‘\Vh"m da dwoc phé duyét Tiéu chuin dé nghj thay dai Ly do thay dbi
S 18 6iéu chudn: 0211-B-001-17 S6 tiéu chuén: 0211-B-041-22 Cép nhét theo hé

thong ma hoa

cla cong ty
1. YEU CAUKY THUAT 1. YEU CAU KY THUAT
1.1. Cong thire diéu ché: 1.1. Cong thuc diéu ché: - Khéng bit
Cho mot éng 2.5 ml: Cho mdt 6ng 2,5 ml: bugc phai ghi

Salbutamol 5 mg
(Du6i dang salbutamol sulfat)

Natri clorid 22,5 mg
Dung dich HoSO4 1 M 0,0002 ml
Nuée dé pha thudc tiem  vira du 2,5 ml

1.2. Nguyén phu liéu:

- Salbutamol sulfat

- Natri clorid

- Dung dich H>SO4 1M

- Nuée dé pha thube tiém

1.3. Yéu cau chét lugng:

Pat tiéu chuin BP 2016

Dat tiéu chuédn DDVN IV
Dat tiéu chuin DDVN IV
Pat tiéu chuin DDVN IV

Dugc chat

Salbutamol (duéi dang salbutamol sulfat) | 5 mg

Natri clorid

Td duoc
Natri clorid, Dung dich H2SO: 1 M, Nuée | Vira da 2,5
dé pha thudc tiém ml
1.2. Nguyén phu li¢u: Eil|
Salbutamol sulfat Pat tiéu chuén BP 2022

Pat tiéu chuin DDVN V

Dung dich HoSO41 M Dat tiéu chuin DDVN V

Nuéc dé pha thude

tiém

Dat tiéu chuin DDVN V

dd dioc cdp nhdt trong hé so thay déi Vinsalmol 5, ma hé

| (*): Tiéu chudn chat lugng cua dicge chdt va cdc td dwoc

s 2581/TDTN nép ngay 31/05/2022 (MiV-N6)

lugng ta dugce st
dung trong tiéu
chudn  thanh
phdm nén @
dam bao tinh
bao méat cua
cdng thtc bao
ché, Céng ty xin
chi liét ké ta |

duogc st dung.




CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

1.3.1. Hinh thtrc: Dung dich trong, dugc déng trong dng
thiy tinh han kin, khong ran nit, khong den dau.

1.3.2. D9 trong: Dung dich phai trong, khéng c6 céc tiéu
phan khong tan khi kiém tra bing mt thuong.

1.3.3. Thé tich: 2,5ml +2,875ml.

1.3.4. pH: 3,0 +5,0.

1.3.5. Pinh tinh: Ché phdm phai thé hién cdc phép thir dinh
tinh cua Salbutamol sulfat.

1.3.6. Tap chét lién quan: Phai dat quy dinh.

1.3.7. Salbutamol keton: Phai dat quy dinh.
1.3.8. Dinh lugng: Ham lugng Salbutamol (Ci3H21NO3)
phai dat tir 90,0% dén 110,0% so véi luong ghi trén nhan.
1.3.9. Do vd khuén: Phai vo khuan.

2. PHUONG PHAP THU
2.1. Hinh thurc:
Thir bang cam quan, ché phdm phai dat cac yéu cdu da néu
2.2. Bg trong:

1.3. Yéu ciu chit luong:
1.3.1. Hinh thtre: Dung dich trong, dugc déng trong 6ng
thity tinh han kin, khong ran nat, khong den dau.
Hoic dung dich trong, dong trong lo thiy tinh, diy kin
bing niit cao su, ¢6 nip nhém bén ngoai.
1.3.2. P trong: Dung dich phai trong, khong c6 cic tiéu
phan khéng tan khi kiém tra bang mit thudng.
1.3.3. Thé tich: Khong nhé hon 2,5 ml
134 pH: 3,0 50.
1.3.5. Pinh tinh: Ché phim phai thé hién cac phép thir dinh
tinh cta Salbutamol sulfat.
1.3.6. Tap chat lién quan:
- Tap chit D: khong dwoc lom hon 1%.
- Tap chét khac: khéng dwoc 16n hon 0,5%.
- Tong tap: khong dwge lom hon 2%.
1.3.7. Salbutamol keton: Khong dwgc lém hon 0,5%
1.3.8. Dinh lugng: Ham luwong Salbutamol (Ci3H21NOs3)
phai dat tir 90,0% dén 1 10,0% so voi lugng ghi trén nhan.
1.3.9. D¢ v6 khuén: Phai v6 khuén.

2. PHUONG PHAP THU
2.1. Hinh thtre:
Thir bang cam quan, ché pham phai dat cic yéu cau da néu
2.2. Bj trong:

- Cap nhat noi
bd

sung quy cach

dung xin
dong lo

- Cap nhét yéu
cau chat luong
va phuong phép
thr ctia thudc
theo DDVN V,
dap tmg yéu cau
cua thong tu
11/2018/TT-
BYT.

- Viét cu thé yéu
cau chéit luong
cua chi tiéu tap
chat lién quan va
salbutamol

keton

LHZ1 -

2

1™l




CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

Thir theo DPVN IV (phu luc 11.8, phuong phap B).
2.3. Thé tich:

Thir theo DDVN IV (phu luc 1.19, phwong phap 1).
2.4. pH:

Thir theo DDVN IV (phu luc 6.2).

2.5. Pinh tinh:

2.5.1. Phuong phap HPLC: Nhu phan dinh luong.

* Yéu cau: Trong sic ky dd thu duoc & phan dinh
lugng, dung dich thur phai cho pic c6 clung thoi gian luu
v6i pic chinh thu dwgc tir dung dich chuin Salbutamol
sulfat.

2.5.2. Phan (mg ctia gbc sulfat:

Hut 2,5ml dung dich ché phim véao éng nghiém; thém
2,5ml nuéde, thém Iml dung dich acid hydrocloric 2M va
Iml dung dich bari clorid 5%, s& cé tua tréng dugc tao
thanh.

2.6. Tap chat lién quan:
*Piéu kién sic ky:

- Pha dong: Acetonitril — Dung dich dém (22:78)
(Dung dich dém: Hoa tan 2,87g natri heptansulfonat va
2,5g kali dihydrophosphat trong 1000ml nuée, diéu chinh
pH clia hon hop dén 3,65 bang dung dich acid phosphoric

Thir theo DPDVN V (phu luc 11.8, phuong phéap B).
2.3. Thé tich:

Tht theo DDVN V (phu luc 11.1).

2.4. pH:

Thtr theo DDVN V (phu luc 6.2).

2.5. Pinh tinh:

2.5.1. Phuong phap HPLC: Nhu phan dinh lwong.

* Yéu cau: Trong sic ky 6 thu duoc & phan dinh
luong, dung dich thtr phai cho pic ¢6 cung thoi gian luu
v6i pic chinh thu duge tir dung dich chuidn Salbutamol
sulfat.

2.5.2. Phin tmg ctia gbc sulfat:

Hut 2,5ml dung dich ché phdm véo éng nghiém;
thém 2,5ml nude, thém Iml dung dich acid hydrocloric
2M va 1ml dung dich bari clorid 5%. sé ¢é tia tréng duoc
tao thanh.

2.6. Tap chét lién quan:
*Piéu kién sic ky:

- Pha ddng: Acetonitril — Dung dich dém (22:78)

(Dung dich dém: Hoa tan 2.87g natri heptansulfonat va

2,5¢g kali dihydrophosphat trong 1000ml nudc, diéu chinh

' pH ctia hon hop dén 3,65 bang dung dich acid phosphoric

L




CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4

Dung dijch khi dung Vinsalmol 5 (VD - 30605 - 18)

2M)

- Cot sdc ky: C8 (150mm x 4,6 mm; Sum)

- Detector: 220 nm

- Thé tich tiém: 20 ul

- Toc @ dong: 1,0 ml/phut

- Nhiét do cot: Nhiét do phong.

- Thoi gian chay: 25 1in thoi gian luu ciia pic
salbutamol.

* Chuén bj méu:

- Dung dich (1) (dung dich thir): Ddng nhit 10 don vi
ché phdm. Hit 5,0ml dung dich ché phdm cho vao binh
dinh mirc 200ml, thém pha déng vira di dén vach, lic déu.
Loc qua mang loc 0,45um. (dung dich chaa Salbutamol
0.005% w/v).

- Dung dich (2): Hat chinh xéc 1,0ml dung dich (1)
cho vao binh dinh mac 100,0ml, thém pha déng vira du
dén vach, lic déu. Loc qua mang loc 0.45um.

- Dung dich tap B gbc: Cén chinh xac khoang 8mg
chuan Salbutamol tap B vao binh dinh mrc 20ml, hoa tan
va thém vira du béng pha dong, troén déu.

- Dung dich (3): Cén chinh xéc khoang 10 mg chuin
Salbutamol sulfat vao binh dinh mr¢ 20ml, hoa tan va

2M)

- Cot sdc ky: C8 (150mm 4,6 mm; S5pm)

- Detector: 220 nm

- Thé tich tiém: 20 pl

- Tbc dd dong: 1,0 ml/phut

- Nhiét d¢ c6t: Nhiét d6 phong.

- Thoi gian chay: 25 lan thoi gian luu cia pic
salbutamol.

* Chuén bi méu:

- Dung dich (1) (dung dich thir): Pong nhat 10 don vi
ché phdm. Hut 5,0ml dung dich ché phidm cho vao binh
dinh mic 200ml, thém pha dong vira du dén vach, lic déu.
Loc qua mang loc 0.45um. (dung dich chita Salbutamol
0,005% w/v).

- Dung dich (2): Hut chinh xac 1,0ml dung dich (1)
cho vao binh dinh muc 100,0ml, thém pha dong vira du
dén vach, 1ic déu. Loc qua mang loc 0,45um.

- Dung dich tap B gbc: Can chinh xéc khoang 8mg
chuén Salbutamol tap B vao binh dinh mrc 20ml, hoa tan
va thém vira du béng pha dong, trén déu. |

- Dung dich (3): Cén chinh x4dc khodng 10 mg chuén |
Salbutamol sulfat vao binh dinh mirc 20ml, hoa tan va
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

thém vira di bang pha déng, trén déu. Huat 1,0ml dung dich
trén va 1,0ml dung dich tap B géc vao binh dinh mic
100ml, thém pha dong vira du, tron déu. Loc qua mang loc
0,45um. (dung dich c6 chia salbutamol tap B chudn
0,0004% w/v va salbutamol sulfat chuin 0,0005% w/v
trong pha dong).

- Dung dich tap D gdc: Can chinh x4c khoang 5mg
chuén Salbutamol tap D véo binh dinh mtc 200ml, hoa tan
va thém vira di bang pha dong, tron déu.

- Dung dich (4): Hut 1,0ml dung dich tap D gbc vao
binh dinh mtc 100ml, hoa tan va thém vira di bang pha
dong, tron déu. Loc qua mang loc 0,45um. (dung dich c6
chira salbutamol tap D chuin 0,000025% w/v trong pha
dong).

- Dung dich (5): Hat 1,0ml dung dich (2) vao binh
dinh mtrc 10ml, thém pha dong vira da, tron déu. Loc qua
mang loc 0,45um.

- Dung dich miu trang: pha dong.

* Tién hanh:

- Tién hanh sic ky dung dich miu tring (pha dong),

' cac dung dich (1),(2), (3). (4). (5), ghi lai séc ky dd.

- Ti 1€ thoi gian luu tuong ddi cia tap D so véi pic

thém vira du bf"mg pha dong, tron déu. Hut 1,0ml dung dich
trén va 1,0ml dung dich tap B gdc vao binh dinh mtc
100ml, thém pha déng vira du, tron déu. Loc qua mang loc
0,45um. (dung dich c6 chra salbutamol tap B chuin
0,0004% w/v va salbutamol sulfat chudn 0,0005% wi/v
trong pha dong).

- Dung dich tap D gdc: Can chinh x4c khoang 5mg
chuan Salbutamol tap D vao binh dinh mtrc 200ml, hoa tan
va thém vira dii bang pha d6ng, tron déu.

- Dung dich (4): Hit 1,0ml dung dich tap D gbc vao
binh dinh mirc 100ml, hoa tan va thém vira da bang pha
dong, tron déu. Loc qua mang loc 0,45um. (dung dich c6
chira salbutamol tap D chudn 0,000025% w/v trong pha
dong).

- Dung dich (5): Hut 1,0ml dung dich (2) vao binh
dinh mirc 10ml, thém pha déng vira du, tron déu. Loc qua
mang loc 0.45um.

- Dung dich méu tring: pha dong.

* Tién hanh:

- Tién hanh sic ky dung dich miu tring (pha dong),

cac dung dich (1),(2), (3), (4), (5), ghi lai sic ky db.

- Ti 1é thoi gian luu tuong dbi cua tap D so voi pic

WaN\ Q= = /o)




CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

salbutamol (thoi gian luu khoang 2 phat) 1a khoang 2,7.
* Tinh thich hop hé théng: (tiém dung dich (3))
- b6 phén gidi: khong dugc nhé hon 3,0 giita pic
salbutamol va tap chit B.
* (3161 han tap:
Trén sic ky db cua dung dich (1):
- Tap chit D: khong duogc 16n hon 2 lan dién tich pic
cta pic chinh trong sic ky d6 ctia dung dich (4) (1%).
- Tap chat khic: khong dugc 16n hon 0,5 14n dién tich
pic cua pic chinh trong sic ky dd cua dung dich (2) (0,5%).
- Tong tap: khéng dugc 16n hon 2%.
- Gi61 han bd qua cac pic tap co6 dién tich pic nhé hon
dién tich pic chinh trong sic ky dd cua dung dich (5)
(0,1%).
2.7. Salbutamol keton:
* Piéu kién sic ky:
- Cot thép C8; 250cm x 4,6mm; 5um
- Téc do dong : 1,0ml/phat
- Nhiét d¢ cot: 30°C
- Detector UV : 276nm
- Thé tich tiém: 20pl

salbutamol (thoi gian luu khoéng 2 phut) 1a khoang 2.7.
* Tinh thich hgp hé théng: (tiém dung dich (3))
- DO phén giai: khéng duge nho hon 3,0 gira pic
salbutamol va tap chit B.
* (G161 han tap:
Trén sic ky dd caa dung dich (1):
- Tap chit D: khong dugc 16n hon 2 1an dién tich pic
clia pic chinh trong sic ky dd cua dung dich (4) (1%).
- Tap chét khac: khong dugc 16n hon 0,5 14n dién tich
pic ctia pic chinh trong sic ky do cia dung dich (2) (0,5%).
- Tong tap: khéng duge 16n hon 2%.
- G161 han bo qua céc pic tap ¢6 dién tich pic nhé hon
dién tich pic chinh trong sic ky dd ctia dung dich (5)
(0,1%).
2.7. Salbutamol keton:
* Piéu kién séc ky:
- Cot thép C8; 250cm x 4,6mm; Sum
- Tée d6 dong : 1,0ml/pht
- Nhiét do cot: 30°C
- Detector UV : 276nm
- Thé tich tiém: 20ul
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS DK TP LAN 4
Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

- Pha dong A: Tron 1,5 thé tich cua dung dich 2-
propanol va 98,5 thé tich methanol c¢6 chita ammonium
acetat 0,1M dd dugc diéu chinh dén pH 4,5 bang acid
acetic bang.

- Pha dong B: 2-propanol

Chuong trinh dung moi:
Thoigian Pha Pha
(phut) | dong A | dong B Ghichi
(% tt/tt) | (% tt/tt)
f=5 100 0 Ping dong
5-20 100 — | 0— 14 Gradient
86 tuyén tinh
20— 30 86 14 Pang dong

* Chudn bj mau:
- Dung dich (1): Béng nhat 10 don vi ché phim. Hut
5.0ml dung dich ché pham vao binh dinh mic 20ml, hoa

tan va thém vira di bang nudc, tron déu. Loc qua mang loc
0.45um.(dung dich ¢6 chira 0,050% Salbutamol)

- Dung dich (2): Hut 0,18ml nudc vao dng chuin
Salbutamol impurity J (Salbutamol keton), ddy nit va lic
‘déu. (dung dich c6 chtra 0,00025% cua tap Salbutamol

- Pha dong A: Tron 1,5 thé tich cta dung dich 2-
propanol va 98,5 thé tich methanol ¢6 chita ammonium
acetat 0,IM dd duoc diéu chinh dén pH 4,5 bang acid
acetic bang.

- Pha dong B: 2-propanol

Chuong trinh dung moi:

Thoigian Pha Pha
(phut) dong A | dong B Ghichut
(% tt/tt) | (% tt/tt)
b5 100 0 Ding dong
5-20 100 — | 0— 14 Gradient
86 tuyén tinh
20— 30 86 14 Ping dong

* Chuén bi mau:

- Dung dich (1): Ddng nhat 10 don vi ché phdm. Hut
5,0ml dung dich ché phdm vao binh dinh muc 20ml. hoa
tan va thém vira dt bing nudc, tron déu. Loc qua mang loc
0,45pm.(dung dich c6 chtta 0,050% Salbutamol)

- Dung dich (2): Hut 0.18ml nuéc vao éng chuan

Salbutamol impurity J (Salbutamol keton), ddy nut va lac
déu. (dung dich cé chia 0,00025% cta tap Salbutamol |




CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS DK TP LAN 4
Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

keton (Salbutamol tap J) trong nudc)
* Tién hanh:

Tién hanh sic ky dung dich miu tring (nuéc), dung
dich @i chiéu (dung dich 2) va dung dich thtt (dung dich
1) theo chuong trinh gradient, ghi lai sic ky db.

* Tinh thich hop hé thong: Tiém lap lai 6 1dn dung dich
(2):

- RSD cua thoi gian luu < 1,0%; dién tich pic <2,0%

- Heé sb kéo du6i: 0,8 <T<1,5

- 86 dia ly thuyét: N> 1500
* Gi6i han tap: Trén sic ky d6 ctia dung dich (1):

Dién tich cua pic tuong Gng véi tap J khdng duoc 1on
hon dién tich pic chinh trén sic ky d6 cta dung dich (2)
(0,5%).

2.8. Pinh luong:
Tién hanh theo phuong phap HPLC.
* Piéu kién sic ky:

- Cot : C18 (Sum; 4,6mm x 150mm)

- Detector UV: 276nm.

- Téc d6: 1,5ml/phit.

- Thé tich tiém: 20ul.

keton (Salbutamol tap J) trong nudc)
* Tién hanh:

Tién hanh sic ky dung dich mau trang (nudc), dung
dich déi chiéu (dung dich 2) va dung dich thir (dung dich
1) theo chuong trinh gradient, ghi lai sic ky dé.

* Tinh thich hop hé thng: Tiém lap lai 6 1an dung dich
(2):

- RSD cua thoi gian luu < 1,0%; dién tich pic <2,0%

- Hé s6 kéo duoi: 0,8 <T<1,5

- S6 dia ly thuyét: N > 1500
* (G161 han tap: Trén séc ky dd cta dung dich (1):

Dién tich cuia pic twong Ung véi tap J khong dugce 16n
hon dién tich pic chinh trén sic ky do cta dung dich (2)
(0,5%).

2.8. Binh lugng:
Tién hanh theo phuong phap HPLC.
* Piéu kién sic ky:

-Cot: C18 (Sum; 4,6mm x 150mm)

- Detector UV: 276nm.

- Téc d6: 1,5ml/phut.

- Thé tich tiém: 20pl.




CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4
Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

- Pha dong : Methanol - Dung dich dém (15 : 85)

- Dung dich dém: Hoa tan khoang 11,04g natri
dihydrophosphat vao 1000ml nudc, diéu chinh pH téi 3,1
bing acid phosphoric.

- Dung moi pha mau : Dung dich acid acetic 1%
trong nudc.

* Chuén bi mau:

- Dung dich chudn: Can chinh xéc khoang 60mg
chuin Salbutamol sulfat vao binh dinh mc 50ml, hoa tan
va thém vira di bing dung moi pha miu, tron déu. Hut
chinh xéc 5,0ml dung dich trén cho vao binh dinh muec
50ml, dinh mirc vira di bang dung méi pha mau, lic déu.
Loc qua mang loc 0,45um.

- Dung dich thir: Lam ddng nhét 20 don vi ché phém.
Hit 5,0ml dung dich ché phidm vao binh dinh mtc 100ml,
thém vira dii bing dung moi pha mau, trén déu. Loc qua
mang loc 0,45um.

* Tién hanh:

- Tién hanh sic ky lan luot cac dung dich chuan va
dung dich thu.

- Tinh ham luong phin tram Salbutamol trong ché

phém so vdi lugng ghi trén nhan, dua theo cong thire:

- Pha dong : Methanol - Dung dich dém (15 : 85)

- Dung dich dém: Hoa tan khoang 11,04g natri
dihydrophosphat vao 1000ml nuée, diéu chinh pH t6i 3,1
bang acid phosphoric.

- Dung méi pha mau : Dung dich acid acetic 1%
trong nudc.

* Chuan bi mau:

- Dung dich chuin: Cén chinh xdc khoang 60mg
chuén Salbutamol sulfat vao binh dinh mirc 50ml, hoa tan
va thém vira di bang dung méi pha miu, trén déu. Hut
chinh xac 5,0ml dung dich trén cho vao binh dinh muc
50ml, dinh mirc vira di bang dung méi pha mau, lic déu.
Loc qua mang loc 0,45um.

- Dung dich thir: Lam ddng nhit 20 don vi ché phim.
Hut 5,0ml dung dich ché phdm vao binh dinh mirc 100ml,
thém vira i bang dung méi pha méu, tron déu. Loc qua
mang loc 0,45um.

* Tién hanh:

- Tién hanh sdc ky lan lugt cac dung dich chuan va |

' dung dich thir.

- Tinh ham lugng phan trim Salbutamol trong ché |

phidm so véi luong ghi trén nhan, dua theo cong thire:

oy <
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

% Salbutamol =

AT , mex HLc x ft x 0,83 x (100 — H)

Trong do:
AT: Dién tich pic miu thir

me: Khéi luong chuin (mg)

fc: Hé sé pha loang dung
dich chuén
H: Mét khéi luong do sdy
khé cta chudn Salbutamol
sulfat (%)

2xfex100

AS: Dién tich pic mau
chuan

ft : Hé sé pha loang dung
dich thir

Hler lugng
Salbutamol sulfat
(C26H44N2010S) (tinh theo
ché phdm da séy kho) clia

Ham

chuan

% Salbutamol =

AT , mex HLcx ft x 0,83 x (100 — H)

Trong do:

AT: Dién tich pic miu thir
me: Khéi lugng chuin (mg)

fc: Hé s& pha lodng dung
dich chuin
H: Mit khéi lwong do sdy
kho ctia chudn Salbutamol
sulfat (%)

2xfex100

AS: Dién tich pic mau
chuin

ft : Hé sb pha loang dung
dich thir

HLc: lugng
Salbutamol sulfat
(C26H4aN2010S) (tinh theo
ché phim da sdy kho) cua

Ham

chuan

* Quy dinh: Ham lugng Salbutamol (C13H2:1NO3) phai dat
tir 90,0% dén 110,0% so v6i lugng ghi trén nhan.

2.9. Do v6 khuan: Thir theo DPVN IV (phu luc 13.7).
Phuong phap mang loc.

* Quy dinh: Ham luong Salbutamol (Ci13H21NOs) phai dat
tir 90.0% dén 110,0% so v&i lugng ghi trén nhan.

2.9. D6 v6 khuédn: Thir theo DPVN V (phu luc 13.7).
Phuong phap mang loc.

- Dung méi pha loing: nuéc pepton 0,1% c6 pH 7,1 £
0,2.

- S6 lwgng miu thir: 20 dng thube tiém.

- Chuin bi miu ban diu: dung bom tiém vé khuén 14y
1,3ml dung dich trong tirng dng thude tiém & trén dé

tién hanh thir vé6 khuin.

- Ghi rd phuong
phap thir chi tiéu
d6 vo khudn
theo 3
cong vian sb
7711/QLD-CL
ngay
12/06/2020.

yéu cau

- B6 sung théng

I <34k
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS DK TP LAN 4

Dung dich khi dung Vinsalmol 5 (VD - 30605 - 18)

3. DPONG GOI, GHI NHAN, BAO QUAN
-Péng hop 2 vix 10 6ng x 2,5 ml, 5 vix 10 éng x 2,5 ml.
- Nhan ghi 15 rang, ding quy ché.
- Bao quéan: Noi khoé réo, nhiét do6 duéi 30 °C, tranh anh
sang.

- Han dung: 36 thang.

- Rira mang loc 3 lin, mdi lan bing 100ml dung méi
pha loang.

3. DPONG GOI, GHI NHAN. BAO QUAN
- Quy cdch doéng gai:
Hoép 2 vix 10 6ng x 2,5 ml; hép 5 vix 10 éng £l aml
Hop 10 1o x 2,5 ml; hop 2 vix 5 1o x 2,5 mL
- Nhan ghi r rang, ding quy ché.
- Bao quan: Noi kho rdo, nhiét d6 dudi 30 °C, tranh anh
sang.

- Han dung: 36 thang.

tin  quy

déng lo

cach

Ghi chii:
In ddm: N6i dung thay déi




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 1ap - Tw do - Hanh phiic
Sb: 12948¢/QLD-PK Ha Noi, ngay 01thdang 04 nam 20 25
V/v thay ddi, bo sung ddi v6i thude
da cap GPKLH

Kinh gui: Cong ty ¢ phan dugc pham Vinh Phuc

Pia chi: S6 nha 789, dwong Dinh Am, phuong Khai Quang, thanh pho Vinh Yén,
tinh Vinh Phuc, Viét Nam

Tra 161 ho so so t1ep nhan so 117106/TT91 ngay 10/3/2025 va cac tai ligu lién
quan cta cong ty vé viéc thay do6i, bd sung ddi véi thude da duogc cap gidy ding ky
luu hanh;

Cin ctr Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cua Bo Y té quy dinh
viéc ding ky lwu hanh thube, nguyen liéu lam thudc;

Cén ctr Bién ban tham dinh ho so thay doi/bo sung ciia cong ty, Cuc Quan ly
Duoc ¢6 y kién nhu sau:

Pong y v61 noi dung dé nghi thay d6i, bd sung duoc phé duyét kém theo cong
van nay doi voi thude Vinsalmol 5, s6 dang ky 893115305623.

Ngoai n¢i dung dugc phé duyét, cac ndi dung khac gitr nguyén nhu ho so ding
ky thude luu tai Cuc Quan 1y Duoc.

Céc ndi dung thay ddi, bo sung néu trén dugc thuc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay ddi, sau 12 thang ké tir ngdy ky cong van ndy, cong ty
phai thyc hién theo ndi dung thay d6i da duoc phe duyét.

Cuc Quan ly Dugc thong bao dé cong ty biét va thyc hién dung cac quy dinh vé
dang ky luu hanh thude.

Noi nhgn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc truong (dé b/c);

- Luu: VT, DKT ().
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Salbutamol 5 mg/2,5 ml

VINSALMOLHE

RX Thusc ka don

KHONG PUJC TIEM

Dung dijch khi dung
Hop 4 vix 58ng x 25 ml
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Salbutamol 5 mg/2.5 ml

VINSALMOLHE

Rx Prescription drug

Solution for nebulization
NOT FOR INJECTION
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VINPHACO

VINSALMOL-

Salbutamol 5 mg/2,5 ml
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 7: Dung dich khi dung
VINSALMOL 5 (SPK: 893115305623 (VD-30605-18))

G HOP SO SANH CAC NOI DUNG THAY POI CUA SAN PHAM

o_f(CQNG TV \7\WINSALMOL 5 (SPK: 893115305623 (VD-30605-18))

s[ COPHAN |O

+| DUSC PHAM

\ 2\ VINH oL oy Néi dung Noi dung
‘QEN‘T%‘@ da dwgc phé duyét dé nghi thay déi/ bd sung

1 | Thay déi tiéu chuén chét icgng thudc thanh pham (MiV-PA24)

1.1 | 86 hiéu 0211 -B - 041 -22 0211 -B-076 - 01

tiéu chudn

1.2 | Céngthitc | Cho mét 6ng 2,5 ml: Cho 2,5 ml dung dich khi

diéu ché ’ dung: ’
Dugc chat Dugc chat
Salbutamol (dudi dang Salbutamol (duéi dang
salbutamol sulfat) 5 mg Salbutamol sulfat) 5,0 mg
Ta dugc Ta dugce
Natri clorid, Dung dich Natri clorid, Dinatri edetat,
H>S04 1 M, Nuéc dé pha Dung dich acid sulfuric 1 M,
thude tiém Vira di 2,5 ml Nuée dé pha thude tiém Vira du

2,5 ml
1.3 | Nguyén

phu liéu (Liét ké nguyén phu liéu va
tiéu chudn chat heong tuong )
ung)

1.4 | Hinhthte |Hinh thic: Dung dich trong, | Tinh chat: Dung dich trong
dugc dong trong éng thiy | khéng mau dén vang nhat,
tinh han kin, khong ran nut, | dwgc dong trong éng thuy tinh
khong den dau. han kin, khong ran nat, khong

den dau.
Hodc dung dich trong, dong | Hodc:
trong lo thuy tinh, ddy kin |Dung dich trong khong mau
béng niit cao su, ¢6 nip nhém dén vang nhat, déng trong lo
bén ngoai. thuy tinh, ddy kin bing nit cao
su, ¢6 nip nhom bén ngoai.
Hoidc:
Dung dich trong khong mau
dén vang nhat, déng trong ong
nhua han kin.
1.5 | Thé tich Khéng nhé hon 2,5 ml 2,5 ml = 2,75 ml.
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 7: Dung dich khi dung
VINSALMOL 5 (SPK: 893115305623 (VD-30605-18))

1.6 |Tap chét - Tap chét D: khéng dwgc - Tap chat D: khéng dwgc qua
lién quan I6n hon 1%. 1%
- Tap chat khac: khong - Tap chit khac: khong dwgc
dwoc l6m hon 0,5%. qua 0,5%
- Téng tap: khong dwge lén | - Tong tap: khong dwoe qua 2%
hon 2%.
1.7 |Salbutamol |Khong dwge 16m hon 0,5% | Khong dwge qua 0,5%.
keton
1.8 |Pinhtinh | Ché phim phai thé hién efe | Ché pham phai thé hién phép thir
phép thir dinh tinh cta dinh tinh ctia Salbutamol sulfat.
Salbutamol sulfat.
1.9 |Handing, | 3.DPONG GOI, GHINHAN, | III. HAN DUNG, BAO QUAN
bao quan BAO QUAN
; : 5-ml;
¢ 0-%2;5-mkhép-2-vi
x5dox2:5mk
quy-ehé:
- Bao quan: Noi khd rdo, | - Bao quan noi kho rdo, nhiét do
nhiét do dudi 30°C, trdnh anh | duéi 30 °C, tranh dnh sang.
sang. - Han dung: 36 thang ké tir ngay
- Han dung: 36 thang. sdn xudt.
1.10 | Sira déi, b6 | - B4 sung lich sir Stra ddi, bd sung
sung TETP
2 | Thay déi quy trinh phén tich trong tiéu chuén chét lwong thanh pham (MiV-
PA27)
2.1 |Thétich | Thé tich: Thé tich:
Thir theo DDVN V (phu luc | Thir theo DDVN V (phu luc
1L1). 11.1).

(Noi dung chi tiét cua phuong
phdp thir dwoc trinh bay trong
Bdng so sdanh tiéu chudn thanh
phdm Vinsalmol 5 theo tiéu chudn
da duoc phé duyét va tieu chudn
dé nghi thay doi)
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 7: Dung dich khi dung
VINSALMOL 5 (SPK: 893115305623 (VD-30605-18))

2.2 |Tap chét Tap chét lién quan: Tap chat lién quan: Tién hanh
lién quan theo phwong phip HPLC -
DPVN V (phu luc 5.3).

(N6i dung chi tiét ciia (Noi dung chi tiét ciia phwong
phuwong phdp thir duoc trinh | phdp thit duwgc trinh bay trong
bay trong Bang so sdnh tiéu | Bang so sanh tiéu chudn thanh
chudn thanh phdm Vinsalmol | phdm Vinsalmol 5 theo tiéu
5 theo tiéu chudn da dwoc chudn dd dwoc phé duyét va tiéu
phé duyét va tiéu chudn dé chudn dé nghi thay doi)
nghi thay doi)

2.3 |Salbutamol | Salbutamol keton: Salbutamol keton: Tién hanh

keton theo phwong phap HPLC -
DDVN V (phu luc 5.3).

(Néi dung chi tiét clia phuong | (N6i dung chi tiét ciua phuong
phdp thie dwoc trinh bay |phdp thir dugc trinh bay trong
trong Bdng so sdnh tiéu | Bang so sdnh tiéu chuan thanh
chudn thanh phdm Vinsalmol pham Vinsalmol 5 theo tiéu chudn
5 theo tiéu chudn da dwoc phé | da dwoc phé duyét va tiéu chuadn
duyét va tiéu chudn dé nghi | dé nghi thay doi)
thay doi)

2.4 | Dinh tinh 2.5. Dinh tinh: 7. Dinh tinh:
2.5.1. Phwong phdp HPLC: | Tién hanh theo phwong phip
Nhu phin dinh lugng. HPLC - DPVN V (phu luc 5.3):

* Yéu cau: Trong sic ky
dd thu dugc & phan dinh
luong, dung dich thir phai cho
pic ¢6 cung thoi gian luu véi
pic chinh thu dugc tir dung
dich chuén Salbutamol sulfat.

Trong phédn dinh lugng, trén sdc
ky d6 ctia dung dich thir phai cho
pic ¢6 thoi gian luu va phd UV
twong tng vai thoi gian luu va
phé UV cua pic Salbutamol
sulfat thu dugc trén séc ky do cua

dung dich chuin
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CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

HS PK TP LAN 7: Dung dich khi dung
VINSALMOL 5 (SPK: 893115305623 (VD-30605-18))

2.5 |Dinh Dinh lugng: Tién hanh theo | Pinh lugng: Tién hanh theo
lwong phuong phap HPLC. phuong phap HPLC - DDVN V
(phu luc 5.3).
(NGi dung chi tiét ciia phwong | (Ngi dung chi tiét ciia phwong
phdp thir duge trinh bdy | phdp thie dwoc trinh bay trong
trong Bdng so sdnh tiéu | Bang so sdnh tiéu chuén thanh
chuan thanh pham Vinsalmol phdm  Vinsalmol 5 theo tiéu
5 theo tiéu chudn da dwoc | chudn da dwoc phé duyét va tiéu
phé duyét va tiéu chudn dé | chuén d@é nghi thay doi)
nghi thay doi)
2.6 |Vokhuin | P vé khuan: Thit theo V6 khuin: Thir theo DDVN V
DDBVN V (phu luc 13.7). (phu luc 13.7).
Phuong phap mang loc.
(Néi dung chi tiét cia (N6i dung chi tiét ciia phuwong
phwong phdp thir dwoc trinh | phdp thir dwoc trinh bay trong
bay trong Bdng so sanh tiéu | Bang so sdnh tiéu chudn thanh
chudn thanh phém Vinsalmol pham Vinsalmol 5 theo tiéu
5 theo tiéu chudn da dwoc chudn da dwoc phé duyét va tiéu
phé duyét va tiéu chudn dé chudn dé nghi thay doi)
nghi thay doi)
3 Thay déi logi va lwgng td duwgc: Déi véi cdc dang bao ché diic bi¢t khdc nhuw
cic ché pkifm vé khuin (MaV-10 (c))
3.1 | Thay ddi Khéng cé td dwoc Dinatri |- Dinatri edetat
loai ta edetat Nha san xudt: Merck S.L.U.
duoc Dia chi: Poligono Industrial
Merck 08100 Mollet del Valles
(Barcelona), Spain.
Tiéu chuén: EP 11.0
32 | Thay dbi |- Thay doi luong ta dugc
lugng t4 Dung dich acid sulfuric 1 M
duoc
4 | Thay abi lom trong quy trinh sin xudt thudc thanh phim vé khuin (MaV-9)
4.1 |Thay déi |+ Day chuyén san xuit dong |+ Day chuyén san xuat dong
I6n trong |Ong thiy tinh han kin da dugc | Ong thiy tinh han kin xin thay
quy trinh |Phéduyét , dbi ‘ ’
sin  xudt + Day chuyén san xuéi‘t dc'n}g + Day chuyén Sfll'} xué‘}t dong lo,
e lo, ddy nut cao su, lién ndp | ddy nat cao su, lién nap nhom

nhém da dugc phé duyét
(Xem trong tai liéu dinh kém)

xin thay doi

4/5



CONG TY CO PHAN DUQC PHAM HS DK TP LAN 7: Dung dich khi dung

VNG EHECG - VINEHACD VINSALMOL 5 (SPK: 893115305623 (VD-30605-18))
thanh + DAy chuyén san xuit déng
pham 6ng BFS

(Xem trong tai liéu dinh kem)

5 | Thay déi lién quan dén bao bi déng géi so céip ciia thudc thanh ph am vo
khuiin: Bé sung thém chiit liéu bao bi déng géi (MaV-12 (c))

51 |B& sung | Ong thiy tinh Ong nhya LDPE

chat liéu | Nhasan XUAt: Cong ty cb Nha sén xudt: Cong ty cb ph:;’in

bao  bi | Phén thuy tinh Hung Phu Dugc pham Vinh Phic

d6ng g6i Pia chi: L6 L.03, dudng 5‘6 Pia chi: Thon Mau Thong, ’
1, x4 Long Hau, huyén Can | phuong Khai Quang, thanh phd
Gidc, tinh Long An, Viét Vinh Yén, tinh Vinh Phic, Viét
Nam Nam
Lo thuy tinh, nat cao su, nap (Ong nhya LDPE dugce Cong ty
nhom b phin dugce pham Vinh Phuc
Nha san xuét; Shandong san xuét tir hat nhua LDPE cua
Pharmaceutical Glass Co., nha san xuit SIBUR Holding, P
LDy JSC, dia chi 16,

Dia chi: No. 1 Yaobo Road, | Krzhizhanovskogo str., bld. 3,
Yiyuan County, Zibo City, | Moscow, 117218, Russia, tiéu
Shandong Province, P.R. |chuin &p dung EP 11.0)

China

6 | Bé sung quy cich dong goi thudc thanh phéim trong bao bi so cdp doi voi
thuéc vé khuin dang dung dich (MaV-13)

6.1 |BO sung | Hop2vix 10éngx2,5ml | Quy cach dong goi bd sung san
quy cach | Hop 5vix 10 dngx 2,5ml | xuét trén ddy chuyén déng 6ng

dong goi Hop 10 lo x 2,5 ml BFS:
Hop 2 vix 5 lox 2,5 ml Hop 2 vix 5 6ng x 2,5 ml
Hop 4 vix 5 6ng x 2,5 ml

Hop 6 vix 5 éng x 2.5 ml
Hop 10 vix 5 ong x 2,5 ml

7 | Bé sung mau nhin (MiV-PA2):

7.1 |Bd sung |Mau nhin dd dugc phé duyét | Mau nhan xin bd sung (kém

mau nhin | (kém theo) theo)

8 | Bé sung han dimng sau khi mé tiii nhom (MiV-PA)

81 |[B6  sung |Khdngco Han dung sau khi mé tii nhém d6i
han ding v6i dng nhya:

Han dung cta dung dich khi dung
Vinsalmol 5 sau khi mé tii nhom
14 03 thang

sau khi md
ti nhom

5/5



V228
va

1 \\ VINSALMOL 5

'3/' C QN(:) TY \
T hanhghmﬁcﬁh%o n%\)thuoc

Y o D‘
n% E iC
Salb,uta@q dudil dang salbutamel sulfat). ... o wnsssssusnmsisasss 5 mg
SETERY HzSO4 1M, nu6e dé pha thubc tiém vd................... 2,5 ml

Dang bao ché: Dung dich khi dung.

Ta duoc:

Quy cach déng goi:

Hop 2 vix 10 éng x 2,5 ml.

Hop 5 vix 10 éng x 2,5 ml.

Dwgec Iye hoc:

Ma ATC: RO3ACO02

Salbutamol 1a mot chit cha van beta 2 chon loc. O lidu diéu tri, thudc kich thich trén chil van beta
2 cta co phé quan lam gidn phé quan. Véi tac dung khai d4u nhanh chéng (trong vong 5 phut),
thudc diic biét thich hop cho viéc diéu tri va phong ngira céc con hen suyén. Salbutamol c6 thoi
gian tac dung tir 4 dén 6 gid & hau hét cac bénh nhan.

Duwgc dong hoe:

Sau khi phun suong, c6 khoang tir 10 dén 20% hoat chat s& di vao dudng ho hip dudi. Phan con
lai luu gitt trong binh phun swong hodc tich tu trong tui thuc quan. Phan luu gift trong dudng thé
s& dugc hép thu vao md va luu thong trong phdi, nhung khéng dugc chuyén héa bédi phoi.
Salbutamol lién két v6i protein huyét tuong khoang 10%.

Khi vao hé théng tuln hoan, thudc dwoc chuyén héa trong gan thanh chét lién hop sulfat khong co
hoat tinh va dwoc bai tiét ra ngoai chi yéu trong nude tiéu, dudi dang khong bién dbi va chét
chuyén héa khong hoat tinh.

Hau hét 1idu salbutamol dwong x6ng hit dwoc bai tiét trong vong 72 gio.

Chi dinh:

Dung dich khi dung Vinsalmol 5 dugec chi dinh & ngudi 16n va tré em tir 4 tubi tré 1én trong diéu
tri chtng co thit phé quan man tinh khéng dap tmg véi liéu phap thong thuong va diéu tri bénh
hen ning cAp tinh.

Liéu ding - cach ding:

Cdch ding: Vinsalmol 5 1a dang dung dich khi dung dung cho may phun swong hodc thong qua
6ng ndi khi quan. Khong duoc tiém, udng.

Dung dich khi dung Vinsalmol 5 duoc thiét ké dé sir dung 12 khdng pha lodng. Tuy nhién, néu thoi
gian sir dung kéo dai (hon 10 phut) thi c6 thé dugc pha lodng véi dung dich tiém natri clorid 0,9%.
Liéu ding:

Liéu lugng duoc tinh theo salbutamol.

Nguoi I6n: Liéu khoi d4u 5 mg du6i dang mot lidu duy nhét. Diéu tri c¢6 thé duoc lap lai bbn 1an
mot ngay.

- Pidu tri téc nghén duong hd hip nghiém trong véi bénh nhan nhap vién: Liéu ding c6 thé 1én dén

v/
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40 mg va phai duogc theo ddi gidm sat chét ché.

- Véi Béﬁﬁh?éﬁ\ t\ri tai nha: Loi ich cia vi€c ting liéu can phai dugc xem xét, can nhéc so véi

o = n by 2
nguy//qcr/bl W gla “tinh trang bénh 1y tiém an cta bénh nhén. Trong truong hop nay, danh gia
1am %ahg can dftﬂé‘&‘)ge’tf 6t va lidu phap thay thé dugc thuc hién khi duoc chi dinh.

DUO PHAL
Tré &m‘\ i/ \ DHU(//()//
- Tré éig\ 56y

Aén: Liéu dung nhu liéu ngudi 16m.
\\H YLN T \'\

-Tréemt

0i: 2,5 - 5 mg/lan. Pidu tri c6 thé 13p lai 4 1an/ngay

- Tré em dudi 4 tudi: Nén dung dang bao ché khac phi hop hon.

Chong chi dinh:

Qué mAn véi salbutamol ho#c bat ky thanh phin nao cta thubc.

Cac trwong hop than trong khi dung thube:

Dung dich khi dung Vinsalmol 5 diing cho may phun swong nén dugc thuc hién duéi sw chi dan
ctia bac st. Khong duoc tiém hoic udng.

@ nhitg bénh nhan hen suyén ning hoic khong én dinh, thubc gidn phé quan khong phai 1a lidu
phép duy nhét hodc diéu tri chinh. Can phai c6 danh gid 1am sang dinh ky nhu kiém tra chirc ning
phdi vi nhitng bénh nhan ndy c6 nguy co cao cta dot clp, thdm chi gay tir vong. Can phai cin nhic
dén liéu phép diu trj st dung corticosteroid dang udng va/hoic hit. Viéc ting lidu sir dung thubc
gifin phé quan dé giam cac triéu chiing d4 c6 bdo cdo chi ra su suy giam tdm kiém soét hen suyén.
Trong nhitng trudong hop sau, dung dich khi dung Vinsalmol 5 nén dugc stir dung than trong va khi
¢6 chi dinh 13 rang: Rbi loan tim nghiém trong, dic biét 1a nhdi mau co tim; bénh mach vanh, bénh
co tim phi dai va nhip tim nhanh (do tac ddng ctia cac thudc chu vén beta 2); cao huyét 4p ning va
khong dugc diéu tri; phinh mach; cuong giap, bénh tiéu duong kho kiém soat; u té bao héng cau.
Tu kiém tra hing ngay trong kiém soat hen theo cac hudng din vé st dung khi dung salbutamol va
bét ky loai thudc nao khéc cin thiét cho diéu tri hen phé quan 12 rit quan trong @& c6 thé theo doi
tién trinh ctia bénh va hiéu qua cta ca thudc gidn phé quan va thudc chéng viém. Bénh nhannén
duoc hudng dan trong viée do thudong xuyén ty 1€ luu lugng dinh the (PEFR) st dung méy do Juwu
luong dinh cim tay.

Bénh nhén dang diéu tri bang khi dung Vinsalmol 5 & nha nén duoc canh béo rang néu klem sbat
hen suy&n khong dugc cai thién hodc suy giam, hozc néu diéu tri véi thudc gidn phé quan tae dung
ngén tré nén kém hidu qua, hoic can hit véi luong nhiéu hon so véi binh thudng c6 thé can phai
d4nh gi4 1am sang lai va diéu chinh lidu cho thich hop. Trong truong hop ndy, c6 thé can phai
dung thudc chdng viém. Lidu thubc chéng viém c6 thé cin phai ting 1én hogic ubng glucocorticoid
trong thoi gian ngén. Viée tiang liéu st dung thude gidn phé quan dé giam cac tridu ching di c6
bao céo chi ra su suy giam tAm kiém soat hen suy@n, c6 thé de doa dén tinh mang. Vi vay, can phai
tim tro giup y té ngay.

Viéc sir dung salbutamol & bénh nhan hen suyén cép tinh c6 thé dén dén thiéu oxy mau.

Liéu va tAn sudt hit cac thudc chi vén beta 2 tc dung ngén chi nén ting 1én theo chi din ctia bac si
va néu lidu hiéu qua trude d6 khong cho thiy duoc tic dung mong mudn, bénh nhan nén duge tu
vén boi bac s1. Qua lidu thube c6 thé nguy hiém véi cac tac dung khéng mong mudn trén tim, ha

kali méu, thay ddi vi gidc, buén ndn, bon chon, d6 mo hoi, nhirc dau hodc run.
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Anh hugn.g;treg tim mach c6 thé dwoc tim thiy & céc thudc cuong giao cam, trong d6 cé
salbufame\ffee ﬁl\g\b\so bing chimng dua ra vé cac hién twong hiém gip ctia thiéu méu co tim lién
qqan déa \s"aibu&amg

tﬂﬁﬂan& -dang duoc,
hos x;acf%trieh CHah
LN

€nh nhan c6 bénh tim nang (bénh tim thiéu mau cuc bd, loan nhip hodc suy
G idu tri bing salbutamol cin bdo ngay cho bac si néu ho cam thdy dau nguc

4c ctia bénh tim ngay cang x4u di. Can chd y danh gid céc triéu chiing nhu
, vi ching c6 thé c¢6 cin nguyén ctia hd hép hoic tim gay ra.

Dung khi dung Vmsalmol 5 ¢6 thé gy ra ha kali mau. T4c dung nay c6 thé tang 1én khi ding ddng
thoi v6i cac thude nhu xanthin, glucocorticoid, thude loi tiéu va glycosid tim (digoxin). Nong do
kali m4u can duoc theo ddi.

Salbutamol 1am ting glucose mau, cin phai do ndng do glucose mau & nhitng bénh nhan bi dai
thao dudng. Khi hit véi 1idu cao, ndng do glucose mau & bénh nhén dai thdo dudng nén dugc gidm
sat chit ché.

Viéc str dung khi dung salbutamol két hop véi thude khi dung khéng cholinergic da dugc béo cdo
gdy ra bénh gldcdm goc dong clp tinh. Su phéi hop nay cin phai dugc can nhic, dic biét & nhiing
bénh nhén bi glocdm hodc ¢b nguy co bi glocom. Bénh nhan can duoc canh béo.

Phu nit co thai:

Duya trén nghién ciru tién 14m sang va kinh nghiém lam sang 1au dai, salbutamol d cho thdy 1a
khong gdy quéi thai. Néu ngudi me sir dung salbutamol trong thoi gian mang thai, nhip tim cta
thai nhi c6 thé ting 1én. Nhuw mot bién phép phong ngilra, chi nén st dung thubc cho phu nit c6 thai
khi d3 can nhéc that cn thén gitta 1gi ich cho me va nguy co cho thai nhi.

Phu ni¥ cho con bu:

Salbutamol duogc bai tiét qua sita me. Dung lidu cao c6 thé gay ra tac dung khong mong mubdn & tré
ba me. Chi nén st dung thudc cho phu nit cho con bu khi da can nhic that cin than giita loi ich
cho me va nguy co cho tré.

Ngwoi vin hanh mdy mdc, dang ldi tau xe, nguwoi lam viéc trén cao va cdc truong hop khdc:
Thubc c6 thé gay ra céc tic dung khéng mong mudn nhu run rdy tay, bon chdn, nhirc diu, chéng
mit. Do d6, khong nén 14i xe, vdn hanh may méc hay lam viéc trén cao khi gép tac dung khong
mong mudn cta thube.

Twong tac thude:

Khi dung salbutamol nén dwoc ding cén than & nhitng bénh nhan dang stt dung thubc kich thich
giao cam khéc.

Khong nén ké don ddng thoi salbutamol va céc thudc e ché beta khong chon loc. G bénh nhan
diéu tri hen suyén bang cac thudc trc ché beta c6 lién quan dén nguy co co thit phé quan ning.
Didu trj salbutamol ddng thoi v6i cac din xuét xanthin, glucocorticoid, glycosid tim (digoxin) va
thudc loi tiéu 1am ting nguy co ha kali mau (xem thém muc thén trong).

Didu tri salbutamol ddng thdi véi cac thubce chdng trAm cam ba vong c6 thé 1am ting nguy co céc
tac dung khong mong mudn trén tim mach.

Piéu tri salbutamol ddng thoi voi thude corticosteroid 1am ting nguy co ting duong huyét.

Mot sb trudng hop da duoc bo cdo khi két hop salbutamol va ipratropium bromid da lam ting

nguy co bénh glécdm gbe déng cép tinh.

v/




, /a{ w0 ﬂb@f‘ﬂi\ ic triéu chung thong thucmg nhét 1a: Thay d01 vi giac (kho chlu va bat
thuomg) Va*ph&m 'ﬁ‘ﬁg j:z/\&ho (kich tng miéng va ¢ hong, cam gidc néng rat ludi), run rdy (thuong

61, bdn chdn, nhic dau, chong mit va chudt rit co bap.
_thubc, 5/0ng hit khac, trong mot sd it truong hop, co that phe qua.n c6 thé xay ra,

phai duge didu tri ngay 1ap tic véi mot lidu diéu trj thay thé hodc mot thude gidn phé quéan dang
hit khac nhanh hon. Nén ngimg ngay khi dung salbutamol, can dénh gi4 bénh nhén, va néu can
thiét, didu tri thay thé duoc thiét 1ap. Cac phan ng qud min nhu ban da, nbi may day, viém da,
ngra va ban dé da dugc quan sat.

Nhip tim nhanh, c6 hoéc khong c6 gifin mach ngoai vi, ¢ thé xay ra. Loan nhip tim (bao gém rung
tAm nhi, nhip tim nhanh va cdc con sung huyét), ddnh tréng nguc, dau thit nguc, huyét ap (giam
hodc ting) dd dugc bao cao lién quan dén viéc st dung salbutamol, thudng & nhitng bénh nhan
nhay cam. C6 nhitng béo cdo vé tac dong kich thich 1én hé théng than kinh trung wong véi cac
biéu hién nhu suy nhuoc, rdi loan hanh vi, réi loan giéc ngu, o giac sau khi hit salbutamol, xuét
hién chi yéu & tré em tir 12 tudi tro 1én.

Bang dudi day trinh bay tac dung khong mong mudn cta thubc theo tn sudt va hé co quan:
(Thudng gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR< 1/100), hiém gzp (1/10 000 < ADR <
1/1 000), rat hiém gip (ADR < 1/10 000), khong biét (khong xé4c dinh duoc tin suét tir cac dit lidu

san c9).

H¢ thong co quan Tan suit Tdc dung khong mong muon ciia thubc

R&i loan hé thdng mién dich | R4t hiém gip | Phan timg qui méan.

R&i loan chuyén hoa Hiém gap Ha kali méu, tang dudng huyét
R&i loan tAm than Thuong gdp | Bdn chén
R4i loan hé than kinh Thuong gdp | Run rdy, chong mit

Hiém gap Réi loan hanh vi

Rat hiém gdp | Suy nhuoc, roi loan gidc ngu, 4o giac.

R6i loan nhip tim Hiém gap Nhip tim nhanh, rung tdm nhi, danh trong nguc,
dau thit nguc, huyét 4p (giam hoic ting).
Khong biét | Thiéu mau co tim
R6i loan mach mau Hiém gip Gidn mach ngoai vi

Rét hiém gip | Ngét xiu

R&i loan ho hip, 1dong nguc | Hiém gip Co thit phé quan nghich thudng

va trung thit

Réi loan tiéu hoa Thudong gip | Budn non, thay doi vi giéc.

Réi loan da va md dudi da R4t hiém gip | Ngira, phat ban, ban d6, ndi may day, phtt mach
Réi loan co xwong Hiém giip Chudt rit co bap

Toan than Thudng gip | Nhttc dau, phan ung tai chd (kich tmg miéng va

c0 hong, cam giac nong rat ludi).
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Dé tranh i jxgﬂmng ikich thich, nén stic miéng sau khi hit thuéc.
C6 thé/giamHght Hi&{/l g thit phé quan nghich thudng bang cach diéu tri phdi hop véi
= IN B

o > /f -
: %@E@P%M v

Qui lidu va cdch xir tri:
Qud lidu: |
Nguy co qué lidu khi st dung salbutamol khé xay ra néu dugc sir dung theo huéng dan.
Triéu ching: Trong trudng hop ding qua liéu, nhimg tac dung khéng mong mudn néu trén xay ra
rAt nhanh va véi mirc d6 nang hon. Céc triéu chung dién hinh 1a nhip tim nhanh, danh tréng nguc,
loan nhip, bdn chdn, rdi loan giéc ngu, dau nguc va run réy manh, dac biét 1a trén tay. Budn nén,
chéng mit, ting huyét 4p tAm thu va ha huyét 4p tAm truong cling c6 thé dugc quan sat. Cac phan
{ig tam than ciing d& dwoc quan sat thiy sau khi ding salbutamol qua lidu.
Qué lidu salbutamol c6 thé gdy ra ha kali mau, ting dudng huyét, ting lipid mau va ting ceton
mau.
D3 ¢ béo cdo vé ting ndng do lactat huyét thanh sau khi ding salbutamol lidu cao. Céc tridu
chiing bao gébm thé sdu va nhanh, ngén tay va ngén chan xanh va lanh, khong c6 kha ning tap
trung, no6i kho.
Xir tri: Chu yéu 1a diéu tri tridu chimg va hd tro. C6 thé sir dung than hoat hodc chét nhuan trang.
Néu gdp céc triéu ching lién quan dén tim, c6 thé s dung thubc chen beta chon loc trén tim, tuy
nhién, khi st dung can rét than trong. Khong st dung trén nhitng bénh nhan c6 tién str co thét phé
quan. Theo ddi ECG duogc chi dinh & nhitng bénh nhén nay.
Trong trudng hop giam huyét 4p nhanh, c6 thé st dung céc thudc 1am ting thé tich huyét twong.
Néu ha kali mau, can bing dién giai cdn duoc theo doi va, néu thich hop, cin phai ding chét dién
giai.
Céc diu hiéu cin lru y va khuyén cdo:
' “Thudc nay chi diung theo don ciia bac si”
“Pé xa tAm tay tré em”
“Poc ki hwéng din sit dung trwée khi dung”
Piéu kién bao quan: Noi kho rdo, nhiét d6 duési 30°C, tranh 4nh sang.
Han diing: 36 thang ké tir ngay san xuét
Tiéu chuin 4p dung: TCCS
Tén, dia chi co' s& san xuét:
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sé 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774
Dia chi nha mdy: Thon Mau Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
Ngay xem xét sira d6i, cip nhét lai ndi dung hwéng din sir dung thudc: Ngay/thang/nim

v/




Npi dung to huong din stk dung thuéc VINSALMOL 5 cho nguwoi bénh

A A s
Tén thuog,r/";\g 2284 1\
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VINSALMOL 5

[[«f A pHAN
=) S " H\A “Thudc nay chi ding theo don ciia bdc si”’
|\ 5| DUGC PHAM 5 y g
\ .g\\‘(fﬂ¥\iv “Dé xa taim tay tré em”
NG

N4 i “Doc kj hwdng din sik dung truede khi ding”
“Thong bdo ngay cho bdc si hodc dwoc si nhitng tic dung khong mong muon
gdp phai khi st dung thuic”

Thanh phén, him lweng cia thude
Cho 01 éng 2,5 ml:
Duege chat: Salbutamol (duédi dang salbutamol sulfat)............oceeeeeeeeeeeenencn. 5 mg
Ta dwoc: Natri clorid, H2SO4 1M, nuée dé pha thude tiém vd......ccceveeen. 2,5ml
MO ta san phim
Dang bao ché: Dung dich khi dung.
Hinh thirc: Dung dich trong, déng trong éng thay tinh han kin, khong ran nut, khong den dau.
Quy cach dong géi
Hop 2 vix 10 éng x 2,5 ml.
Hop 5 vix 10 bng x 2,5 ml
Thubc dung cho bénh gi
Dung dich khi dung Vinsalmol 5 dugc chi dinh & nguoi 16n va tré em tir 4 tudi tr&s 1én trong didu
tri chimg co thét phé quan man tinh khéng dép tng véi liéu phép thong thuong va diéu tri bénh
hen nang cép tinh.
Nén dung thudc nay nhw thé nao va lidu lwgng
Cdch diing: Vinsalmol 5 1a dang dung dich khi dung ding cho may phun swong hodc thdng qua
4ng nodi khi quan. Khong duogc tiém, ubng.
Dung dich khi dung Vinsalmol 5 duoc thiét k& d& sir dung 1a khong pha logng. Tuy nhién, néu
thoi gian st dung kéo dai (hon 10 phut) thi ¢é thé dugc pha lodng véi dung dich tiém natri clorid
0,9%.
Liéu diing:
Liéu lugng duoc tinh theo salbutamol.
Nguoi I6m: Lidu khéi dAu 5 mg dudi dang mot lidu duy nhat. Diéu tri ¢6 thé duoce lap lai bén lan
mot ngay.
- Didu tri tic nghén dudng ho hip nghiém trong véi bénh nhan nhép vién: Lidu ding c6 thé 1én
dén 40 mg va phai duoc theo ddi gidm sét chit ché.
- V6i bénh nhén diéu trj tai nha: Loi ich cia viéc ting lidu can phai dugc xem xét, cin nhic so
véi nguy co bi suy giam tinh trang bénh ly tiém 4n cta bénh nhan. Trong trudng hop ndy, danh
gia lam sang can dugc xem xét va lidu phap thay thé duoc thuc hién khi dugc chi dinh.
Tré em: P
- Tré em tir 12 tudi tré 1én: Liéu dung nhu lidu ngudi 16m. &\/




Freudi: 2,5 - 5 mg/lan. Didu tri c6 thé lap lai 4 lan/ngay
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uaf Nén dung dang bao ché khac pht hop hon.

V& NG TY \7 \
Khl’ nao khéng nén g thudc nay
Quai man Ve*’x s&l?}dfﬁﬁ?ﬁjﬁ hoic bat ky thanh phan nao ctia thude.
\ L )€ yLoy
Tac &uhg oqg m@ / muén (ADR)

an c6 thé bi phan tng bét loi. Pidu nay phu thudc vao lidu lwong va do nhay

cam cua nguodi bénh. Cac triéu chung thong thudng nhét 1a: Thay ddi vi gide (khé chiu va bt
thuong) va phan tng tai chd (kich tng miéng va cd hong, cam gidc néng rat ludi), run 1y
(thudng 14 tay), budn nén, dd md héi, bdn chdn, nhirc ddu, chéng mit va chudt rit co bap.

Gibng nhu cac thubc x6ng hit khac, trong mét s it trudng hop, co thit phé quan co thé xay ra,
biéu hién bang su gia ting tic thi thd kho khé sau khi dung thudc. Co thit phé quan nghich
thuong phai dwoc didu tri ngay lap tic véi mot lidu didu tri thay thé hoic mét thude gisn phé
quén dang hit khac nhanh hon. Nén ngting ngay khi dung salbutamol, can d4nh gia bénh nhan, va
néu can thiét, didu trj thay thé dwoc thiét 1ap. Cac phan ng qué mén nhu ban da, ndi may day,
viém da, ngira va ban dé da dugc quan sat.

Nhip tim nhanh, c¢6 hodc khong cé gidn mach ngoai vi, c6 thé xay ra. Loan nhip tim (bao gém
rung tdm nhi, nhip tim nhanh va cic con sung huyét), danh tréng nguc, dau thét nguc, huyét ap
(giam hodc ting) da dugc bdo cédo lién quan dén viéc st dung salbutamol, thudng & nhitng bénh
nhan nhay cam. C6 nhiing bdo cdo vé téc dong kich thich 1én hé thdng than kinh trung wong véi
c4c biéu hién nhu suy nhuoc, rdi loan hanh vi, ri loan giéc ngu, ao giac sau khi hit salbutamol,
xudt hién cht yéu & tré em tir 12 tudi trd 1én.

Bang duéi day trinh bay tac dung khéng mong muén cua thude theo tAn sudt va hé co quan:
(Thuong gap (1/100 < ADR < 1/10), it gép (1/1000 < ADR< 1/100), hiém gap (1/10 000 < ADR
< 1/1 000), rat hiém gip (ADR < 1/10 000), khong biét (khéng x4c dinh dugc tan suét tir cac dit

liéu san c9).

H¢ théng co quan Tan suit Tdc dung khong mong muon ciia thuéc
R&i loan hé thdng mién dich | Rét hiém gip | Phan ting qui méan.
Rdi loan chuyén hoa Hiém gap Ha kali m4u, tang duong huyét
R&i loan tAm than Thuong gip | Bon chon
R&i loan hé than kinh Thuong gap | Run rdy, chong mit
Hiém gip R&i loan hanh vi
R4t him gap | Suy nhuoc, rdi loan gidc ngi, 4o gidc.
Roi loan nhip tim Hiém gip Nhip tim nhanh, rung tim nhi, danh trong
nguc, dau thit nguc, huyét ap (giam hoic ting).
Khong biét Thiéu mau co tim
R6i loan mach mau Hiém gap Gian mach ngoai vi
R4t hiém gap Ngét xiu
R&i loan hd hép, 16ng nguc | Hiém gip Co thét phé quan nghich thudng
va trung thit
Réi loan tiéu hoa Thuong gip | Budn ndn, thay doi vi giac.

/ i
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Rdi loan da va md dudi da Rat hiém gap | Ngira, phét ban, ban do, ndi may day,

/Y \\’\N phu mach
ROi W{” wcxru@ng (\\ Hiém gip Chudt rut co bap
Toaf,‘i‘ ﬁ#én(: ,« )‘r - ,1:@1 | ) Thuong gdp | Nhirc dau, phan ting tai chd (kich ing miéng va
\\\ﬁ \\LW” P ““‘j / c¢b hong, cam gi4c nong rat ludi).

\ 8,
Hudng }&LL I $ietri ADR:

Dé tranh miéng, hong bi kich thich, nén suc miéng sau khi hit thube.

C6 thé giam nguy co gy co thit phé quan nghich thuong béng céach diéu tri phdi hop véi
corticosteroid hit.

Nén tranh ding nhitng thudc hoic thue phz‘otm gi khi dang sir dung thubc nay

Khi dung salbutamol nén dugc dung cén than & nhitng bénh nhan dang st dung thudc kich thich
giao cam khac.

Khoéng nén ké don ddng thoi salbutamol va céc thubc tc ché beta khong chon loc. 0 bénh nhan
didu tri hen suyén bing céc thudc trc ché beta co lién quan dén nguy co co thit phé quan ning.
Didu tri salbutamol ddng thoi véi cac dén xuat xanthin, glucocorticoid, glycosid tim (digoxin) va
thudc loi tiéu 1am ting nguy co ha kali mau (xem thém muc thén trong).

Pidu tri salbutamol ddng thoi véi cac thudc chdng trAm cam ba vong c6 thé lam ting nguy co cac
tac dung khéng mong mudn trén tim mach.

Didu tri salbutamol dong thoi véi thude corticosteroid 1am ting nguy co ting dudng huyét.

Mot s trudng hop da dugc béo céo khi két hop salbutamol va ipratropium bromid da 1am ting
nguy co bénh glécom goc déng cap tinh.

Cén lam gi khi mdt 1an quén khong dung thude

Khi quén ding thudc, liéu tiép theo dwoc ding nhu trong chi dinh. Khong dung tang liéu khi quén
ding thude.

Cin bio quan thudc nay nhw thé nao

Noi kho rdo, nhiét d6 dudi 30°C, tranh 4nh sang.

Nhitng ddu hiéu va triéu chitng khi ding thudc qua liéu

Qud liéu:

Nguy co qua liéu khi str dung salbutamol khé xdy ra néu duoc st dung theo huéng dan.

Triéu ching: Trong trudng hop dung qua liéu, nhitng tac dung khong mong mudn néu trén xay ra
rAt nhanh va v6i mic do ning hon. Cac tridu chimg dién hinh 14 nhip tim nhanh, danh trbng nguec,
loan nhip, bdn chdn, rdi loan giéc ngu, dau nguc va run réy manh, ddc biét la trén tay. Budn ndn,
chéng mat, ting huyét 4p tAm thu va ha huyét 4p tdm truong cfing c6 thé dugc quan sat. Cac phan
ting tAm than cfing d4 dwoc quan sat thiy sau khi ding salbutamol qua lidu.

Qua4 lidu salbutamol c6 thé gay ra ha kali méu, ting duong huyét, tang lipid mau va ting ceton
mau.

D3 ¢6 béo cdo vé ting ndng d6 lactat huyét thanh sau khi dung salbutamol lidu cao. Céc tridu
chiing bao gdm thd sdu va nhanh, ngén tay va ngén chan xanh va lanh, khéng cé kha nang tap
trung, néi kho.

CAn phai lam gi khi dung thuéc qua liéu khuyén cdo
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X tri: Chuz u tri triéu ching va hd tro. C6 thé sir dung than hoat hoic chat nhuan trang.

PRI\ N T Plipi e J fm
Néu g?p @écf triéu cllu\f&\hen quan dén tim, c6 thé sir dung thudc chen beta chon loc trén tim, tuy
nhién/kH

( i qﬁ&&éké&f_@ than trong. Khong sir dung trén nhimg bénh nhan c6 tién sir co that phé
\Theo @3 ECG drog chi dinh ¢ nhing bénh nhén nay.

Trong\‘ tffé%{lgmﬁo%H S né) uyét 4p nhanh, c6 thé st dung céc thudc 1am ting thé tich huyét tuong.
Néu ha k e _}Mémg dién giai can dugc theo ddi va, néu thich hop, can phai ding chét dién

o
giai.

Nhirng diéu cin thin trong khi ding thude nay

Dung dich khi dung Vinsalmol 5 dung cho may phun swong nén duoc thuc hi¢n dudi sy chi dan
cua béc st. Khong dugc tiém hodc ubng.

O nhitng bénh nhan hen suyén ning hoic khong dn dinh, thubc gisn phé quan khong phai 1a liéu
phép duy nhét hogc diéu tri chinh. Can phai c6 danh gi4 1am sang dinh ky nhu kiém tra chirc néng
phdi vi nhitng bénh nhan nay c6 nguy co cao cia dot clp, tham chi gy tr vong. Can phai can
nhéc dén lidu phap diéu tri str dung corticosteroid dang udng va/hodc hit. Viée ting liéu str dung
thubc gifin phé quan dé giam céc triéu chimg dé c6 bao céo chi ra sy suy giam tdm kiém soét hen
suyén,

Trong nhitng trudng hop sau, dung dich khi dung Vinsalmol 5 nén dugc st dung thén trong va
khi ¢6 chi dinh rd rang: R6i loan tim nghiém trong, dic biét 1a nhdi méu co tim; bénh mach vanh,
bénh co tim phi dai va nhip tim nhanh (do tdc dong cua cac thubc chu vén beta 2); cao huyét 4p
nang va khong duge didu tri; phinh mach; cudong giép, bénh tidu duong khé kiém soét; u té bao
hdng cau.

Tu kiém tra hing ngay trong kiém soét hen theo cac huéng dan vé str dung khi dung salbutamol
va bét k¥ loai thudc nao khac can thiét cho diéu tri hen phé quan 13 rit quan trong dé c6 thé theo
d5i tién trinh cta bénh va hidu qua cta ca thudc gidn phé quan va thudc chdng viém. Bénh nhan
nén dugc huéng dan trong viéc do thudng xuyén ty 1€ luu lugng dinh thé (PEFR) st dung may do
lwu lwong dinh cAm tay.

Bénh nhén dang diéu tri bang khi dung Vinsalmol 5 & nha nén dugc canh bao rang néu kiém soét
hen suyén khéng duoc cai thién hodc suy giam, hodc néu didu tri voi thudc gisn phé quan tac
dung ngin tr& nén kém hiéu qua, hodc can hit v6i luong nhidu hon so véi binh thudng c6 thé can
phai danh gid 1am sang lai va diéu chinh liéu cho thich hop. Trong trudng hop nay, co thé can
phai ding thubc chéng viém. Lidu thuc chéng viém c6 thé cin phai ting 1én hodc ubng
glucocorticoid trong thoi gian ngén. Viéce tang lidu st dung thudc gidn phé quan dé gidm céc triéu
chimg di c6 bao céo chi ra sy suy giam tAm kiém soat hen suy@n, c6 thé de doa dén tinh mang. Vi
vdy, cin phai tim trg gitp y t ngay.

Viée sir dung salbutamol & bénh nhan hen suy&n c4p tinh ¢6 thé dén dén thiéu oxy méu.

Lidu va tin sudt hit cac thudc cht van beta 2 téc dung ngén chi nén ting 1én theo chi dan ctia bac
sT va néu lidu hiéu qua trude d6 khong cho thdy duoc tic dung mong mudn, bénh nhén nén duogc
tu vAn bdi béc si. Qué lidu thude c6 thé nguy hiém véi cac tac dung khong mong mudn trén tim,
ha kali mau, thay dbi vi giéc, budn nodn, bdn chdn, d6 md hdi, nhirc dau hodc run.

Anh huoéng trén tim mach cé thé dugc tim thdy & cac thubc cuong giao cam, trong d6 co
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salbu bang chimg dua ra vé cac hién tuong hiém gip cua thiéu mau co tim lién

quan/ den §a,[1‘:>ugamol (B‘ nh nhin cé bénh tim ning (benh tim thiéu mau cuc bo, loan nhip hodc

suy m\man’@ dah d,im# didu tri bang salbutamol cn bio ngay cho bac si néu ho cam thiy dau
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ng khac cta bénh tim ngay cang x4u di. Can chd y dénh gi4 cic triéu
chung a dau nguc, vi chung c6 thé c6 cin nguyén cua hd hép hoic tim giy ra.
Dung khi dung Vinsalmol 5 ¢6 thé gy ra ha kali mau. T4c dung nay c6 thé tang 1én khi dung
ddng thoi véi cac thudc nhu xanthin, glucocorticoid, thube loi tiéu va glycosid tim (digoxin).
Nong d6 kali méu can duoc theo dbi.
Salbutamol lam tang glucose mau, can phai do ndng d glucose mau & nhitng bénh nhan bj dai
thdo duong. Khi hit véi lidu cao, ndéng dd glucose mau & bénh nhan dai thao duong nén duoc
gidm sat cht ché.
Viéc stt dung khi dung salbutamol két hop véi thudc khi dung khang cholinergic da dugc bdo céo
gdy ra bénh glocom goc dong cép tinh. Su phdi hop nay can phai duoc can nhéc, dic biét & nhitng
bénh nhén bi glocom hodc cd nguy co bi glocom. Bénh nhan can duoc canh béo.
Phu nit co thai:
Dua trén nghién ciru tién 14m sang va kinh nghiém lam sang lau dai, salbutamol da cho thiy la
khong gy quai thai. Néu ngudi me st dung salbutamol trong thoi gian mang thai, nhip tim cua
thai nhi c6 thé ting 1én. Nhu mot bién phép phong ngira, chi nén sir dung thubc cho phu nit c6
thai khi d4 cAn nhc that cin thén giita loi ich cho me va nguy co cho thai nhi.
Phu nik cho con bu:
Salbutamol duogc bai tiét qua sita me. Dung lidu cao c6 thé giy ra tac dung khdng mong mudn &
tré bu me. Chi nén st dung thubc cho phu nit cho con bu khi da can nhéc that cén than gitta loi
ich cho me va nguy co cho tré.
Nguwoi vin hanh mdy mdc, dang ldi tau xe, nguoi lam vigc trén cao va cdc truong hop khdc:
Thubc co thé gay ra cac tic dung khong mong muén nhu run rdy tay, bon chdn, nhirc dau, chéng
mit. Do d6, khong nén 14i xe, van hanh mdy méc hay lam viéc trén cao khi gip tac dung khong
mong mudn ciia thudc.
Khi nao cin tham vén bdc si, dwge si
Khi gép céc tac dung khong mong mudn cta thude, cdn tham van béc si, duge si.
“Néu cAn thém théng tin xin héi y kién bac si hoiic dwge si” Y,
Han ding cda thube
36 thang k& tir ngay san xuét.
Tén, dia chi ciia co sé san xuét
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sb 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phiic
DT: 02113 861233 Fax: 02113 862774

Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira dbi, cap nhat lainoi dung huéng din sir dung thude: Ngay/thang/nim
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TRA CU'U GIA THUOC
TATCA ~ 893115305623
Q TIMKIEM C DATLAI

Tra ctu nang cao v

VAN DANG
NGAY KE TRANG BAN TEN a < 3 QUY CACH
KHAI THAI  KIEN  THUGC TEN HC NO/HL SOGPLH/GPNK  BAO DONG GOI
CHE
NGHI
Dung A
L . Hop 10 1o x 2,5 ml;
, Salbutamol (dwéi dang dich N ,
29/11/2023 Vinsalmol 5 5mg/2,5ml 893115305623 ; Hop 2 vix 510 x
salbutamol sulfat) khi
2,5ml
dung
Para o
) Salbutamol (dwéi dang R , .
soat, . Hop 2 vix 10 dng,
»  23/07/2018 o Vinsalmol 5 Salbutamol sulfat) 5mg/2,5ml 893115305623 . , .
khong cé Hoép 5vix 10 6ng
o, 5mg/2,5ml
van ban
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