BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Péc lip - Ty do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang V6 - Ha Nbi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION
Tén thube . Kali clorid 10%
Name of Drug:
Thanh phan chinh, ham lwgng :  M&i 6ng 5ml chira: Kali clorid 500mg
Active Ingredients, Strength:
Qui cach déng géi, bao ché © Hop 10 vi x 5 6ng x 5ml; hdp 4 vi x 5 dng x 5ml; Dung
Packing Size, Dosage form: dich tiém truyén
Tiéu chuan chéat luvgng - DBVNIV
Quality Specification:
Han ding : 36 thang
Shelf- life:
S gidy phép Iuu hanh san pham (SBK): VD-25325-16
Marketing Authorization Number:
Sé quyét dinh © 424/QP-QLD Ngay cap: 05/9/2016
Approval Decision Number: Date of Issuance:

Hiéu Iwc cia gidy phép lwu hanh san phdm: cé gia tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky . Cong ty cb phan dwoc pham Vinh Phuc

Name of Marketing Authorization Holder

Bia chi - 86 777 dwéng Mé Linh, Phuéong Khai Quang, TP.
Address: Vinh Yén, Vinh Phuc - Viét Nam

Tén co s& san xuét . Céng ty cb phan dwee pham Vinh Phuc

Name of Manufacturer:

Dia chi : Thén Mau Théng-P.Khai Quang- TP. Vinh Yén- Tinh
Address: Vinh Phuc - Viét Nam

Tén co s& dong goi
Name of Assembler
Dia chi

Address.

Ha Noi, ngéy 05 thang 9 nam 2016.
CUC TRUONG CUC QUAN LY DUQC
RAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: (Note) |
1- Gidy phép Iwu hanh san pham nay dugc cip theo dunghd so
dang ky thubc da dwgc B Y té phé duyét. | N =
This marketing authorization has been issued in accordance with tha%é’s{ar . 7 A
approved by the Vietnam Ministryéof Health. g A i

2- Bét ciy sy thay ddi nao vé ndi dung clia gidy phép phai dugc ‘
Cuc Quan Iy duoc - B Y t xac nhan. TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.
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) | Coquam BOY TE

\ B f; R EPC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
T -
S6: 402 /QD-QLD Ha Néi, ngay 15 thang 8 ndam 2025
QUYET PINH

Vé viéc ban hanh Danh muc 69 thudc san xuit trong nwéc dwoce gia han
giay dang ky luu hanh tai Viét Nam - Dot 218

CUC TRUONG CUC QUAN LY DUQC

Can civ Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira doi, bé sung mot s6
diéu ciia Ludt Diroc ngdy 21 thang 11 nam 2024;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phu quy dinh chitc nang, nhiém vu, quyén han va co cau té chirc ciia B3 Y té;

Can cw Nghi dinh SO 163/2025/ND-CP ngay 29 thang 06 nam 2025 cua
Chinh phii quy dinh chi tiét mét so diéu va bién phdp dé t6 chirc, hwéng dan thi
hanh Ludt Duoc;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16 thing 5 nam 2025 ciia Bo
trwong Bo Y té quy dinh viéc dang ky huu hanh thudc, nguyén liéu lam thuoc;

Can cu Quyet dinh so 2386/QD-BYT ngay 22 thang 7 nam 2025 cua B9
trwong Bo Y té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chirc ciia
Cuc Quan Iy Duge thujce Bo Y té;

Can cir két luén cia Héi dong tw vin cdp gidy dang ky luu hanh thuoc,
nguyén liéu lam thuoc - Bé Y té dot 218 tai Cong van so 51/HPTV-VPHP ngay 01
thang 8 nam 2025 cia Van phong Hoi dong tw van cap GPKLH thuéc, nguyén liéu
lam thuéc;

Theo dé nghi ciia Truéng phong Péng ky thuéc, Cuc Qudn Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 69 thudc san xut
trong nudc dugc gia han glay dang ky luu hanh tai Viét Nam - Dot 218, cu thé:

1. Danh muc 44 thudc, nguyén lidu lam thudc san xuat trong nudc duge gia
han gidy dang ky luu hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muc 20 thudc san xuit trong nudc dugc gia han gidy ding ky luu
hanh hi¢u lyc 03 nam (Phu luc II kem theo).

3. Danh myc 05 thudc san xuét trong nudc duoc gia han gidy ding ky luu
hanh hiéu lyc dén 31/12/2025 (Phuy luc IIl kem theo).

Piéu 2. Co s& san xuat va co so dang ky thude c6 trach nhiém:

1. San xuat thudc theo ding cac ho so, tai liéu da ding ky véi Bo Y té va
phéi in hodc dan sé dang ky duge Bo Y & Viét Nam cap 1én nhan thudc;

2. Chi dugc san xuat, dua ra luu hanh céc thude kiém soat ddc biét khi c6
Gidy chimg nhan di diéu kién kinh doanh dugc pham vi kinh doanh thubc phai
kiém soét dic biét phu hop v6i pham vi hoat dong cua co s¢ dap ing quy dinh tai
Diéu 37 Nghi dinh sb 163/2025/ND-CP ngay 29/6/2025 ctia Chinh phi quy dinh
chi tiét mot s6 diéu va bién phap dé tb chic, huéng dan thi hanh Luat Duoc;

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 ctia Bo truong Bo Y té hudng din
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ap dung tiéu chuan chat luong, kiém nghiém thubc, nguyén liéu lam thudc va thu
héi, xir Iy thude vi pham;

4. Cap nhat nhan thudc va to huéng dan st dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudéng Bo Y té quy dinh
ghi nhén thudc, nguyén liéu lam thudc va to huéng din sir dung thube theo hinh
thirc thay doi, b6 sung gidy dang ky luu hanh thudc quy dinh tai Thong tu sO
12/2025/TT-BYT ngay 16/05/2025 cua Bo truéng Bo Y té ddi voi thude chua cap
nhat ndi dung nhén thudc, t& huéng dan sir dung thudc theo quy dinh tai Thong tu
01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong BO Y té;

5. Cham nhét sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac
thudc duoc gia han gidy dang ky luu hanh theo Quyét dinh nay c6 thay ddi vé noi
dung hanh chinh (tén thudc) phai san xuét va luu hanh voi cac ndi dung di duoc
phé duyét thay doi trong ho so gia han. Vié€c viéc st dung tén thube duge thuc hién
theo quy dinh tai diém a, diém b khoan 8 Piéu 44 Thong tu s6 12/2025/TT-BYT.

6. Co so ding ky thudc phai bao dam duy tri diéu kién kinh doanh duoc theo
quy dinh tai diém b khoan 2 Piéu 42 Luat Duoc trong thoi han hiéu lyc cia gidy
dang ky luu hanh thuoc nguyén liéu lam thudc;

7. Co so san xuat thudc phai bao dam cac diéu kién hoat dong cua co sd san
xuat trong thoi han hiéu lyc cta gidy dang ky luu hanh thudc, nguyén liéu lam
thudc;

8. Co s¢ ding ky thudc phdi hop véi co sé san xuat, phan phdi thude thuc
hién viéc theo ddi, giam sat, thu thap, tong hop, danh gia va giri bao cao dén Trung
tam Qudc gia vé Thong tin thuéc va Theo ddi phan tng c6 hai cua thudc (Trung
tam DI & ADR Qudc gia) thong tin cac truong hop phan tng c6 hai cta thudc theo
quy dinh tai khoan 5 Piéu 77 Luat Duoc, cac hudng dan quéc gia vé canh giac
duoc do B Y té ban hanh va cac quy dinh c0 lién quan;

9. Cham nhat sau 12 thang ké tir ngay thudc, nguyén liéu lam thudc duoc gia
han gidy dang ky luu hanh tai Quyét dinh nay, nhan thudc, nguyén liéu 1am thudc
phéi ghi s6 dang ky theo cau triac quy dinh tai Phy lyc V ban hanh kém theo Thong
tu s6 12/2025/TT-BYT, viéc ghi sd ding ky duoc ap dung va thuc hién theo quy
dinh tai diém a, diém b khoan 4 Piéu 52 Thong tu s6 12/2025/TT-BYT.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pitu 4. Giam dbc So Y té cac tinh, thanh phd truc thuéc Trung wong va
Giam ddc co sé san xudt va co s¢ dang ky c6 thude tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: : CUC TRUONG
- Nhu biéu 4;

- BT. Dao Hong Lan (dé b/c); b/ o
- TT. D6 Xuan Tuyén (dé b/c); ) (5] ~ . ') M
- Cuc Quan y - B4 Quoc phong, Cuc Y té - B Cong an; |7\ ' /

-Cuc Y t GTVT - Bo Xay dung; \

- BO Tai chinh: Cuc Hai quan, Béo hiém xa hoi Viét Nam; N\ 5«2~

-Bo Y te: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vian phong -

HDTV cip GDKLH thube, NLLT; V“ Tuan Cudng
- Vién KN thudc TU,, Vién KN thudc TP. HCM;

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoe BO Y té;

- Trung tAm mua sim tap trung thudc qudc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).



Phu luc I
DANH MUC 44 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 218
(Kém theo Quyét dinh s6 402 /OD-QLD ngay 15  thing 8 nam 2025
cua Cuc Quan ly Duoc)

STT Tén thudc Hoat chit chinh - | Dang bao | Quy cach déng géi [ Tiéu | Tudi S6 ding ky S6

Ham lugng ché chuin | tho gia han lan
(thang)| (SO dingky | gia
di cip) han

(4)) @ A “ ® © ) ® (&)

1. Co sé dang ky: Chi nhanh Resantis Viét Nam— Cong ty TNHH mét thanh vién Dwoc Sai Gon (Pia chi: 702 Truong
Sa, phuong 14, quan 3, thanh phd H6 Chi Minh, Viét Nam)

1.1. Co s san xuét: Chi nhanh Resantis Viét Nam-Cong ty TNHH mét thanh vién Dugc Sai Gon (DPia chi: S6 01 VSIP,
dudng sb 3, khu cong nghiép Viét Nam - Singapore, phudng Binh Hoa, thanh phé Thuan An, tinh Binh Duong, Viét Nam)

1 |Asekaido 250 Azithromycin Vién nén Hop 1 vi x 6 vién; NSX 36 893110357325 1
250mg (dudi dang  |bao phim  |[HOp 2 vi x 10 vién (VD-33057-19)
Azithromycin
dihydrat 262mg)

2 |Asekaido 500 Azithromycin Vién nén Hop 1 vi x 3 vién; NSX 36 893110357425 1
500mg (dudi dang |bao phim  |Hop 1 vi x 10 vién (VD-33058-19)
Azithromycin
dihydrat 524mg)

2. Co s¢ diang ky: Cong ty Co6 phan Dugc - Vit Tu y té Nghé An (Pia chi: S6 68 dudng Nguyén Sy Sach, Phuong Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)
2.1. Co sé san xuét: Cong ty c6 phan Dugc - Vit tw y té Nghé An (Pia chi: S6 68 dudng Nguyén Sy Sach, Phuong Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)

3 |ACCDrug-DNA  |Mdi goi 2g chira Thudc cém  [Hop 30 goi NSX 36 | 893100357525 | 1
Acetylcystein 200mg [pha dung (VD-23770-15)
dich udng

3. Co so diing ky: Cong ty c6 phin Dwgc - Vat tw y té Thanh Héa (Dia chi: S6 232, Tran Pha, phuong Lam Son, Thanh
phé Thanh Hoa, tinh Thanh Hoa, Viét Nam)

3.1. Co sé san xuét: Cong ty c6 phan Dugc - Vit tw y té Thanh Héa (Dia chi: S6 04 duong Quang Trung, phuong Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Ho4, Viét Nam)

4 |Cepara Codein Codein phosphat Viénnang |HOp 3 vix 10 vién; NSX 24 893101357625 1
hemihydrat 15mg;  |cung Hop 5 vi x 10 vién (VD-30660-18)
Paracetamol 500mg

4. Co s6 dang ky: Cong ty ¢6 phén dwoc Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh phd Ho Chi
Minh, Viét Nam)

4.1. Co sé san xuit: Cong ty cb ph?m duwge Apimed (Dia chi: Puong N1, cum cong nghi€ép Phu Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

5 |Ursopa Ursodeoxycholic Hon dich  [Hop 10 géi x Sml; USP- 36 893110357725 1
acid 5% (w/v) ubng Hop 20 goi x Sml; NF (VD-33984-20)
(50mg/ml) Hop 10 g6ix 10ml; 2024 +

Hop 20 goi x 10ml; NSX
Hop 1 chai x 60ml;
Hop 1 chai x 100ml
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STT Tén thudc Hoat chét chinh - | Dang bao | Quy cach déng géi | Tiéu | Tudi S6 ding ky S6
Ham luwgng ché chuin | tho gia han lin

(thang)| (SO dingky | gia
di cip) han

() @ A @ 3 () ) ® 9

16.1. Co sé san xuét: Cong ty Co phan Dwoc pham Trung Uong 3 (Dia chi: S6 28, Puong 351, Xa Nam Son, Huyén An
Duong, Thanh phd Hai Phong, Viét Nam)

27

Daleston-D

Betamethason
0,005% (w/v);
Dexclorpheniramin
maleat 0,04% (w/v)

Siro

Hop 1 chai 30ml;
Hop 1 chai 75ml

NSX

24

893110359925
(VD-34256-20)

17. Co sé ding ky: Cong ty c6 phian dwgc phdm Trung Uong Vidipha (Dia chi: 184/2 Lé Vin Sy, Phuong 10, Quéan Phu
Nhuén, Thanh ph H6 Chi Minh, Viét Nam)

17.1. Co sé san xuét: Cong ty c6 phan dwgc pham Trung Uong Vidipha (Pia chi: Chi nhanh Cong ty ¢ phan duoc phim
Trung Uong Vidipha Binh Duong - Khu phd Té4n Binh, phudng Tan Hiép, thanh phd Tan Uyén, tinh Binh Duong, Viét Nam)

28 |Ampicilin 250mg |Ampicilin (dudi Viénnang |Hop 10 vix 10 vién; |DDVN 36 893110360025 1
dang ampicilin cung chai 100 vién; chai v (VD-20849-14)
trihydrat) 250mg 200 vién

18. Co sé diing ky: Cong ty c6 phan dwgc pham Vinh Phiic (Dia chi: S6 nha 789, duong Pinh Am, P. Khai Quang, TP.
Vinh Yén, T. Vinh Phtic, Viét Nam)
18.1. Co s6 san xuét: Cong ty ¢6 phin dwge phim Vinh Phic (Pia chi: Thon Mau Théng, P. Khai Quang, TP. Vinh Yén,
T. Vinh Phuc, Viét Nam)
29 |Kali clorid 500mg |Kali clorid Dung dich |Hop4vix50ongx |DDVN 36 | 893110360125 1
Vinphaco 500mg/5ml dam dic dé [5ml; Hop 10 vix 5 v (VD-25325-16)
pha tiém ong x 5ml
truyén
30 |Sorbitol 3% Sorbitol 150g/5 lit  [Dung dich [Can x 5 lit NSX 24 893110360225 1
rira ndi soi (VD-18005-12)

h¢ tiét niéu

19. Co s6 ding ky: Cong ty c6 phan héa-dwge pham Mekophar (Dia chi: 297/5 Ly Thudng Kiét, Phuong 15, Quan 11,

Thanh Phé H6 Chi Minh, Viét Nam)
19.1. Co s& san xuit: Cong ty c6 phan héa-dwge phim Mekophar (Bija chi: 297/5 Ly Thuong Kiét, Phuong 15, Quéan 11,
Thanh Phé Hd Chi Minh, Viét Nam)

31

Aziphar 100

Méi goi chira
Azithromycin (dudi
dang Azithromycin
dihydrat) 100mg

Thude bot
pha hon
dich ung

Hop 10 goi x 2,5g

NSX

24

893110360325
(VD-32128-19)

20. Co s¢ ding ky: Cong ty co phan S.P.M (Bia chi: L6 s6 51, Khu Cong Nghiép Tan Tao, Puong sb 2, Phudng Tan Tao
A, Quan Binh Tan, Thanh Phé Hé Chi Minh, Viét Nam)

20.1. Co s& san xuat: Cong ty cb phz"in S.P.M (bia chi: Lo s6 51, Khu Cong Nghiép Tan Tao, BPuong $6 2, Phuong Tén Tao
A, Quan Binh T4n, Thanh Ph H6 Chi Minh, Viét Nam)

32

Maxgel

Tuyp 10g chua:
Betamethason
dipropionat 6,4mg;
Clotrimazol 100mg;
Gentamycin (dudi
dang Gentamycin
sulfat) 10mg

Kem boi
ngoai da

Hop 1 tuyp x 10g

NSX

24

893110360425
(VD-21968-14)
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BO Y TE ~ CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
8614209 /QLD-PK Ha N6i, ngay () thang ( ndm 2021

V/v thay doi, bd sung dbi voi thude
da duoc cap GBKLH

Kinh giri: Céng ty c6 phan duge pham Vinh Phuc
Dia chi: S6 777 dudng Mé Linh, Phuong Khai Quang, TP. Vinh Yén,

ATl Dlai
V11111 I Liue

Cuc Quan ly Dugc nhan dugc hé so s6 969/BSTRTN ngay 23/4/2021 cua
cdng ty vé viée bd sung ho 50 s6 4556/TDTN ngay 11/11/2019 vé viéc thay doi,
bé sung do6i vdi thude san xuat trong nudc da duoc cip gidy ding ky luu hanh.

Can ¢t Théng tu sb 32/2018/TT-BYT ngay 12/11/2018 clia Bo Y té quy
dinh viéc ding ky luu hanh thude, nguyén heu lam thubc; Thong tu 50
01/2018/TT-BYT ngay 18/01/2018 ctia Bo Y té quy dinh ghi nhan thude,
nguyén lidu lam thude va to huéng dan sir dung thuéc;

Cén ctr két luan tai Bién ban thdm dinh hd so thay d6i/b6 sung clia cong
ty, Cuc Quan ly Dugc co y kién nhu sau:

Péng y dé cong ty duoc cip nhit mAu nhén va to huong dan sir dung, viét
lai tén dung moi, cdp nhat tiéu chuan ta duoc, tiéu chuan thanh pham dbi voi
thudc Kali clorid 10%, s dang ky: VD-25325-16, cu thé nhu sau:

Mau nhn, t& huéng dan sir dung dé nghi thay ddi va bang so sanh cac ndi
dung da dugc phé duyét véi ndi dung dé nghi thay d6i duge déng dau x4c nhén
cua Cuc Quan ly Dugc kém theo Cong véan nay.

Ngoai ndi dung duoc thay dbi trén, tit ca cac ndi dung khac gilt nguyén
nhu hd so dang ky thude luu tai Cue Quén ly Duoc.

Co s6 dang ky, co s& san xuat phai chiu trach nhiém vé chiét luong dbi véi
thude luu hanh trén thi trudng va cé trach nhiém thong bao su thay déi nay dén
cac co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cOng vén nay, thude khéng duoc san xuat véi
cac ndi dung cii da dé nghj thay doi.

Cuc Quan 1y Duoc théng bao dé cong ty biét va thue hién ding cac quy
dinh ctia Viét Nam v& san xudt va luu hanh thubc./.

Noi nhin: _KT. CUC TRUQNG
- Nhu trén; PHOCUC TRUONG

- Cuc trudng (de b/c);
- Vién Kiém nghiém thuoc TW;

- Vién Kiém nghiém thube TP.HCM; : AV
- Luu: VT, BPK (Hoa). / '

~Nguyén Thanh LAm



Céng ty ¢6 phan Duoc phdam Vinh Phiic
S6 777 Mé Linh - P. Khai Quang - TP.Vinh Yén - Tinh Vinh Phiic
BANG SO SANH NOI DUNG THAY DPOI
SO VOI HO SO THUOC TIEM KALI CLORID 10%

DA DUQC PHE DUYET

. Nhdn va to lueong dan sic dung

Noi dung cii

Npi dung moi

~Théng tu 06/2016/TT-BYT
ban hanh ngay 08/03/2016

quy dinh v¢ ghi nhan thuoe

-Théng tu 01/2018/TT-BY'T
ban hanh ngay 18/01/2018

quy dinh vé ghi nhan thudc.

STT | Ngi dung xin thay dbi
1 | Cap nhat mau nhin va to
hudng dan str dung,
2 | Thay doi ma vach ca quy
cach dong goi:
Hop 4 vix 5 dng x 5 ml:

8935110201868

- 8935110205002

2, Ta dwoe

STT Npi dung xin Ni dung cii Noi dung madi
‘ thay doi
il = —
l Cédp nhdt tiéu chuian acid DBVN IV DDVN V
hydroclorid 1N
2 | Viét lai tén dung méi dang | - Nude cét pha tiém - Nude dé pha thude tiém
voi chuyén ludn trong Dugc | - Tigu chuin: DBVN IV | - Tiéu chuin: DDVN V
dién Viét Nam va cdp nhit
tiéu chuan dung mai.

3. Tiéu chudin thanh pham

STT

Noi dung

Tiéu chudn di duyét

Tiéu chudn cdp nhdt

L | Tiéu Lhudn thanh pham

DDVN IV

DDVN V

| DA '

—
|

rrrrrr

(=] ‘:"IH ._u
! ‘.'r'I!"iw,

/ANH Pl 'i‘

Vinh Yén, ngc‘zy 8] f/'zdng 10 nam 2019

Ds ',.P]}ﬂm Vin Quy




M3u nh3n hop Kali clorid 10% x 4 vi
Kich thude: 100 mm X 60 mm X 88 mm.

Rx TtHudc ke pon

KALI CLORID 10%

Kali clorid 500 mg/ 5mi
TT™

Dung dich tiém truyén

N & |

HG6p 4 vix 5 ang x 5 ml

i/ B :1\'\];
3 &G PHAN
| DUCIC PHAM |,
A\ VINH PHUC £

Kali clorid 500 mg/ 5ml

KALI CLORID 10%

'L,/\,Y i_h_/‘\/\\@
e[t \Bang thic: Cho 1 dng thudc tigm 5m.

e ———— 500 mg

T4 duge, nuéc @& pha thudc tiém vd.... 5 ml
Chi dinh, cich ding, chéng chi dinh va edc thing lin khae:
Xem trong tY hutng din si dung thudc kém theo.
Bao gudn: Noi kho rdo, nhigt d6 dudi 30°C, tranh dnh sdng.
Tiéu chudn: DBVN V.

93511002

“PE xa thm tay tré em
Dgc ki hudng dén sif dyng frude kii dang”

|wg /Bw 00g PHOJI Iley

%0T aldo1 NV

W g x senodule g x si9lsi|q ¥ JO xOg DIVHJANIA
T A v

Nl
|wg /6w 00G  PHOD I[e)

%0T AldOT1D NV

HNYA NOILdI43S3dd XM

KALI CLORID 10% s

Kali clorid 500 mg/ 5ml :g?(:

sinudt t: GANG TY G PHAN DUGC PHAM ViNH PH
S 777 Bifimg ME Linh, P. Khai Quang, TH. Vinh Yén "ﬁ d
BT 02113 851233 Fax: 02113 362774 e 4 \

i)
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Rx

Miu nhin hdp 50 8ng Kall clorid 10%
Kich thudre: DAl 160 mm X rhng 100 mm X cao 87 mm.
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KALI Q.Ox__u Hox

Kali clorid 500 mg/ 5ml
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Boxt of 10 biisters x 5 ampoules x 5 ml

other Information: Piease see the package insert.
Storage: Store in dry, controlled temperature
below 30°C, protect from light.

Specification: Pharmacopoeia Vietnam V.

“Keep out of reach of childran
Read Insert paper carelully befors using™
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Rx THUGC KE DON

KALI CLORID 10%

Kali clorid 500 mg/ 5ml
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Dung djeh B4 troyln |
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VINPHACO Hop 10 x 58ngx 5 mi

Coing thite: Cho 1 Gng thudic tilm Smi.

Kall €00, 500 TG

T4 dupe, nudc of pha thuc tiém vd..... 5 ml
Chi dinh, cdch ding, chifng chi dinh v cdc
thong tin khde: Xem trong t hudng ddn s dyng
thufc kim theo.
Bdo quin
Nai kh rdo, nhigt 60 dudi 30°C, trinh 4nh sdng.
Ti#u chufln: DOVN V.

“0f 3 tdm toy trd em
Boc iy hudng din sl dyng trude khi ding™
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Noi dung to i wdng din siv dung thuoc tiém Kali clorid 10%

Zo02205%, KALI CLORID 10%

- @
9/ CONG TY
CO PHAN |
DUCG RHAN x ¢ di
Tha o ﬁﬁfcﬂ  hyrimg diin sit dyng truge khi ding?

nh phan congith, kua,thﬁo /
Cho 01 6ng 5ml chira® NGER
Thanh phan dugc chdt: Kali ClOMd.........oovmsessserserssesssssssssessssssssesssssssiss
Thanh phan td duwoc: Acid hydrocloric IN, nudc dé pha thude tiem vd......cccoccvierenne 5ml
Dang bao ché:
Dang bao ché: Dung dich tiém
Hinh thirc: Dung dich trong, khong mau, dong trong éng thity tinh han kin, khong ran nit, khong
den dau.
Chi dinh:
Piéu tri giam kali huyét.
Diéu tri giam kali huyét niing & ngudi bénh ding thubc loi tidu thai kali dé didu tri tang huyét 4p vo

can chua bién chimg.

whc nay chi ding theo don thubc”

\“Dé xa tAm tay tré em”

* M.g

Phong giam kali huyét & nhitng ngudi dic biét c6 nguy co giam kali huyét.

Li¢u dung - cich dung:

Liéu ding:

Nguoi 16n: Liéu théng thudng khoang 0,8 - 2 mmol/kg. 1g kali clorid tuong tmg 13,4 mmol hodc
524 mg Kali.

Tré em: Chua ¢6 dit liéu an toan va hiéu qua trén tré em, tuy nhién, trong truong hop cin thiét c6
thé tiém tinh mach sau khi pha lodng trong dung dich tiém truyén. Luong t6i da 1a 3 mmol/kg trong
lugng co thé hodc 40 mmol/m? dién tich bé mit co thé mdi ngay.

Cdch ding:

Tiém truyén tinh mach chdm sau khi pha lodng trong dung dich tiém truyén. r/

Khong tiém tinh mach tryc tiép.

Trong qua trinh tiém kali clorid (KCl) can theo doi biéu hién 1am sang cling cac xét nghi¢m ion
kali, trong trudng hop can thiét phai theo ddi ca tim mach.

Néu mudn diéu chinh liéu & ngudi 16n, pha lodng t6i lidu t6i da la 4 g/l KCI (khoang 50 mmol/l) va
dé trong thoi gian 12 - 24 gio. Pé tranh tinh trang truyén qua nhanh, nén sir dung bom tiém dién
khi truyén tinh mach ngoai vi. 3 ngudi 16n, toe do truyén an toan 1 10 mmol/gio, khuyén céo
khong vuot qua téc do 15 mmol/gio.

Nong d¢ dung dich sau khi pha lodng va tdc do truyén phai dugc diéu chinh theo timg trucrnf, horp
cu thé, truong hop déc biét can theo ddi thudong xuyén, va co thé can nhic ding bom tiém néu can
thiét. Khong c6 yéu chu dic biét vé xir ly thude sau khi sir dung.

Chdng chi dinh:

Min cam véi bit ky thanh phin ndo ctia thude.
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Tang kali huyét, khi nf"mg dd kali huyét Ién hon 5 mmol/ lit, vi nong d kali cao c6 thé gdy ngung
tim. )

Tang clorid huyét. 19/ CONC o\

Ciénh bdo va tllé_‘ll]"‘;trgq_g_ khl(‘iung thuﬁc

Str dung than trong G- ngudi bijsuy/than hodc suy thuong than, bénh tim, mét nude cép_. say nong,
phé hiity mo rong nhu bong néng, 1_1.0,{’10 ngudi dung thube loi tiéu it thai kali.

O nhing nguoi bi suy g'iéfﬁ' chirc nang thén, cin can thin ké don kali clorid, vi c6 thé cé nguy co
tang kali huyét. Theo ddi cdc chét dién giai trong huyét thanh dic biét cin thiét ¢ nhiing nguoi bi
bénh tim hoéc than.

Néu dung kali clorid khi c6 tiéu chay, mit dich két hop véi st dung kali clorid c6 thé gy doc tinh
trén than, va c6 thé c6 nguy co ting kali huyét.

Kali clorid ¢6 thé lam trAm trong thém bénh liét chu k¥ c6 tinh chét gia dinh hodc cac bénh loan
truong luc co bAm sinh, vi vdy can phai than trong.

Thén trong khi dung kali & cac bénh nhan dang dung cédc thube gy ting kali huyét nhu amilorid,
spironolacton, triamteren

Khéng ding kali ngay sau phau thuét, phai chd dén khi bénh nhan ¢6 nude tiéu.

St dung thude cho phu nir c6 thai va cho con bii:

Sir dung thuéc cho phu nir cé thai:

Str dung than trong & ngudi mang thai, vi kali clorid c6 trong cdu tao tu nhién ctia mé va dich.
Nong dé kali cao hay thap déu c6 hai cho chitc niing tim ctia me va thai, nén phai theo doi st kali
huyét thanh.

St dung th uée cho phu nit cho con bu:

Viéc dung kali duge xem 1a an toan trong thoi ky cho con b Sita nguoi binh thudng c6 it kali.
Néu ndng d6 kali huyét thanh ctia me duge duy tri & mie sinh 1y thi khong c6 hai gi cho dia tré bu
me khi me dung kali clorid. 4
Anh hwéng ciia thudce 1én kha ning l4i xe, vAn hanh miy moc: Tl
Thube 6 thé gip tac dung khéng mong mudn nhu loan nhip tim, rdi loan ¥ thire, kho th(j)r. Khong
14i xe hay vAn hanh may moc, 1am viée trén cao khi gép tac dung khong mong mudn cua thude.
Twong tie thude:

Kali clorid ¢6 thé tuong tic véi amphotericin B, corticosteroid, glucocorticoid, corticotropin,
ACTH (adrenocorticotropic hormon), gentamicin, penicillin (ké ca azlocilin, carbenicilin,
mezlocilin, piperacilin, ticarcilin), polymycin B. Nhu cdu kali ¢6 thé ting & nhiing ngudi ding
nhitng thube trén, do tang bai tiét kali qua thén, cAn theo ddi chat ché kali huyét.

Céc thube e ché men chuyén, thube chong viém khang steroid (NSAID), céc tac nhdn chen beta
giao cam, mau tir ngdn hang mau (cé thé chira téi 30 mmol/ lit huyét tuong hodc téi 65 mmol/ lit
méu khi bao quan qua 10 ngay), cyclosporin, thude loi tiéu it thai kali, heparin, sita c6 it mudi, chét
thay thé mudi, str dung dong thoi véi kali clorid c6 thé ting nong d6 kali huyét, lam ting kali huyét
ning dan téi nglmg tim, ddc biét trong suy thin, va khi sir dung céac chét chéng viém khong steroid

cling voi kali clorid c6 thé tiang nguy co tac dung phu déi v6i da day - rudt.

Kali clorid cén str dung than trong & nhitng ngudi diing mudi calci dudng tiém, vi c6 nguy co gy |




loan nhip tim.
Khi dimg kali clorid &t hop Vi, thudc loi tiéu thiazid (lam mét nhiéu kali), cé nguy co ting kali
huyét néu nging th”urac loi tleu
Kali clorid ding dcmg thorl VO‘l insulm hoac natri bicarbonat gy giam kali huyét thanh do thic ddy
ion kali vao trong te baO
Khong phéi hop véi glmcose khl bit dau didu tri ha kali huyét bing kali vi glucose ¢6 thé 1am giam
nong do kali trong huyct tu*ong
Thén trong khi ding kali cling cc ché pham lam ting kali huyét nhu thube loi tiéu quai, thube trc
ché men chuyén, cyclosporin va cac thude chira kali.
Kali clorid khong duoc ding ddng thoi & ngudi bi blée tim hoan toan ho#ic ning dang ding
digitalis (vi du nhu: Digoxin), tuy nhién néu phai b6 sung kali dé dé phong hodc diéu tri ha kali
huyét & nhiing nguoi dang digitalis thi phai theo doi chat ch& ndng dé kali huyét.
Twong ky thude:
Kali clorid kh6ng duoc pha vao manitol, mau hodc cac san phém méu, dung dich chita amino acid
hoiic ¢ chira lipid, vi c6 thé 1am két tiia nhitng chit nay hofic gy tan hdng ciu truyén vao.
Téae¢ dung khong mong mudn ciia thube (ADR):
Khi dung ldu dai hay ding qué liéu kali clorid, co thé xy ra tang kali huyét dc bigt trén bénh nhéan
suy than, nhip tim khong déu la d4u hiéu lim sing sém nhit cta ting kali huyét va duoc phat hién
dé dang bing dién tim db. Triéu ching ldm sing bao gdm cam gide bat thudng, liét, nglng tim,
loan nhip, bléc tim, rbi loan y thite. Péc tinh trén tim mach thuong xdy ra sau khi dung dudng tinh
mach.
Pau va viém tinh mach ¢6 thé xay ra khi ding dudng tinh mach ngoai vi lidu cao.
Thuong gdp, ADR > 1/100
Tiéu héa: Tiéu chay, budn ndn, dau da day, khé chiu, hofic truéng bung nhe, non.
It gap, 171000 < ADR < 1/100
Tudn hoan: Tang kali huyét, nhip tim khéng déu hodc cham. w
Xuong: Mit cam gide hodie nhur kim chdm & ban tay, ban chén hodc mdi, chi dudi yéu hodc ¢6 cam
gidc ning.
Ho hép: Tho néng hodc khé thé.
Hiém gap, ADR < 1/1000
Tiéu hoéa: Dau bung hoiic dau da day, chudt rat, phin c6 mau (mau dé hodc mau den).
Huwéng diin cdch xir tri ADR:
Loan nhip tim 1a dau hiéu 14m sang som nhét, phat hién dugc bémg dién tAm d6. Céan ngimg ding
kali clorid ngay.
“Théng bdo ngay cho bdc sj hodc duwgc sy

nhitng phén tng cé hai gdp phdi khi sic dung thube”
Qua lidu va cdch xit tri:
Qua liéu cp tinh xay ra khi c6 su thay d6i trén dién tAm dd hoic néng d6 kali huyét lén hon 6,5
mmol/ lit.

Triéu chitng: Gap nhiing thay dbi trén dién tAm dd dién hinh (séng T ting bién do va nhon, song P




bién mét, phiic hop QRS gifn-tdng). ]

Xur tri: Diing Dextroéé"‘i‘o% pha’thém 10 dén 20 don vi insulin trong mot lit va truyén voi toe do
300 dén 500 ml dlCh tmng mot gm

Biéu chinh nhiém toam ba.ng natrl blcmbonat 50 mmol tiém tinh mach trong 5 phit. C6 thé nhic lai
lidu nay trong vong\10-déi15' phuic

Duing calci gluconat (0 5 den v gam tiém tinh mach trong 2 phuat) d& chéng lai tac dung doc trén
tim.

ra khoi co thé bang su hdp phu va/ hogc trao dbi kali.
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Str dung nhua trao dbi ion dé rit kali thir

Ubng natri polystyren sulfonat 20 d&n 50 gam nhya trao dbi ion pha trong 100 dén 200 ml dung
dich sorbitol 20%. Liéu c6 thé cho 4 gir mot lin, 4 dén 5 lan n trong mot ngay téi khi nong dd kali

tr&s vé& mire binh thudng.
C6 thé can thiét st dung loc méu thin nhin tao hodc thim phén mang bung dé lam giam ndng do
kali huyét thanh & ngudi suy giam chite ning than.
Tich cuc theo ddi dé co bién phap xir tri kip thoi.
Dic tinh dwge lwe hoe:
Ma ATC: BO5XAO01
Kali 1a mot cation chti yéu (xdp xi 150 dén 160 mmol/lit) trong té bao va cn thiét dé duy tri can
bé"mg acid - base, d0 dac trung va dde tinh dién ddng hoc cua té bao. Kali 12 chit hoat hoa quan
trong trong nhiéu phan Gmg enzym va la chit cAn thiét trong qué trinh sinh ly. O dich ngoai bao,
ham luong kali thdp (3,5 dén 5 mmol/lit). Mot enzym lién két v6i mang 1a Na* - K- ATPase c6 tac
dung van chuyén tich cuc, bom Na' ra ngoai va K' vao trong té bao dé duy tri su chénh l¢ch nong
d6 nay. Chénh léch ndng do K trong va ngoai té bao cin thiét cho su din truyén xung dong thin
kinh & cAc md dac biét nhu tim, ndo va co xuong, cling nhu duy tri chite nang than binh thudng va
can bang kiém toan. ¥
Dic tinh dwoe dong hoc: f&lf'/
Sau khi tiém thubc duoc hép thu va phan bé déu khip cac md trong co thé. Thube duge thai tr
cht yéu qua than (khoang 90%) va phan (khoang 10%). Khong gidng natri, kha ning gif kali cta
thén kém, ngay ca khi co thé thiéu trim trong.
Quy cich dong goi:
Hop 4 vix 5 éng x 5 ml.
Hop 10 vi x 5 éng x 5 ml.
Diéu kién bio quan: Noi khd rdo, nhiét dd dudi 30°C, tranh 4nh sang.
Han dimg: 36 thang ké tlir ngay san Xuét.
Tiéu chuin chét lwgng: DDVN V
Tén, dia chi co s& sén xuit:
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sé 777 Putng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thén Méu Théong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phtic




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap - Tu do - Hanh phiic
S6: 16155¢/QLD-DK Ha Néi, ngdy 20thing 06 nam 20 24
V/v thay dbi, bo sung dbi véi thude
da duo’c cap GbKLH

Kinh giri: Cong ty c6 phan dwoc pham Vinh Phuc
Pia chi: S6 777 dwong Mé Linh, phirong Khai Quang, thanh phé Vinh Yén, tinh
Vinh Phuc

Tra 101 ho so s6 tiép nhan sb 655¢/2023/TN/TT91 ngay 01/06/2023 va ho Ny bd
sung kem theo céc tai li¢u lién quan cta cong ty vé viéc thay ddi, bo sung ddi véi
thudc da duogc cap gidy dang ky luvu hanh;

Cian ctr Thong tu sd 08/2022/TT-BYT ngay 05/9/2022 cua By Y té quy dinh
viéc dang ky luu hanh thude, nguyen liéu 1am thudc;

Cén ctr Bién ban thim dinh ho so thay d6i/bd sung cua cong ty, Cuc Quan ly
Dugec ¢6 ¥ kién nhu sau:

Bong y v6i ndi dung d¢ nghi thay d01 b6 sung duoc phé duyét kém theo cong
van nay doi voi thude Kali clorid 10%, s dang ky VD-25324-16.

Ngoai noi dung dugc phé duyét, cac ndi dung khac gilt nguyén nhu hé so dang
ky thudc lru tai Cuc Quan 1y Dugc.

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

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

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

-Luu: VT, PKT ().

~ Nguyén Thanh Lam



O/ CONG TY

HS PK TP LAN 2: KALI CLORID 10% (VD-25324-16)

O SANH CAC NOI DUNG THAY POI/BO SUNG
HUOC KALI CLORID 10% (VD - 25324 - 16)

Noi dung

No§i dung da duoge
phé duyét

Néi dung dé nghi
b6 sung/thay doi

B6 sung day
chuyén san xuat

Day chuyén san xuit thudc
tiém 8 kim

Day chuyén san xuat thudc
tiém 6 kim

B& sung quy
trinh san xudt

Khoéng c6 coéng doan dan
nhan éng (quy trinh sén Xuét
str dung Ong in sén ndi dung
bao bi truc tiép)

Coéng doan dan nhin éng
(nhan dung dé dan 1én éng
khéng thay ddi so véi nhin in
sin tryc tiép trén Ong, dam
bao ding theo nhin 6éng da
dugc phé duyét)
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TATCA ~ vd-25325-16
Q TIM KIEM C' DAT LAI
NGAY KE TRANG VAN BAN KIEN
KHAI THAI NGHI
Da ra soat,
16/09/2016 khéng cé van

ban

TEN THUGC

Kali clorid 10%

https://dichvucong.dav.gov.vn/congbogiathuoc/index

Cuc Quan ly Dwoc -Bo Y té

TRA CU'U GIA THUOC

TEN HC NB/HL

Mbi ng 5ml chia: Kali
clorid 500mg

s0 gggs QUY CACH
GPLH/GPNK DPONG GOI

Hop 10 vi x 5 8ng
x 5ml; hop 4 vix 5
ong x 5ml

VD-25325-
16

bvT

Ong

GIA BAN
BUON
DU KIEN
(VND)
(VAT)

3,500

GIA
BAN
LE DY
KIEN
(THEO
bE .
XUAT €O’ SO SX
cla
DOANH
NGHIEP)
(VND)
(VAT)

NU6C
X

Cong ty c6 phan
dwgc phdm Vinh
Phuc

iét
Nam

DON VI KK

Cong ty ¢ phan DF
Vinh Phdc
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