CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
GOLD STAR PHARM Pic 1ap — Tw do — Hanh phiic
S6: 22/2024/CV-GST-PT '
“Viv: Xin thay déi S6 dding ky
 ALMASANE”

TP. H6 Chi Minh, ngay 01 théng 04 ndm 2024

S - Kinhgii: SOY TE TINH NINH THUAN
A8/ 4/ 0&}?4 (Sau déy goi 16 “Bén moi théu")

~ D .~ CONG TY CO PHAN GOLD STAR PHARM (sau ddy goz la “Nha thdu”) c6 tham dy va
(M\/ “triiig thalT “San ﬁham ALMASANE theo Quyét dinh tring thau sé: 08/QP-SYT ngay 05/01/2024
< ctia SO Y té tinh Ninh Thuén.

Nay Nha thdu lam cong van nay xin thay dbi thong tin S6 ding ky ciia mat hang ALMASANE
cu thé nhu sau:

Pon £ ax ;) aa a . a
n £ Quy . So ding ky da Sb dang ky mo'l Tén nha san
Stt Tén thuoe cach tl'vn!h triing thau xin thay dbi Xuat
Cong ty TNHH
1 | ALMASANE | HOP20 | G | ypo3gs15 | so3r003eszs | Liéndoanh
g61 x 10g Stellapharm -
Chi nhanh 1

Bing van ban nay, ching tdi xin théng bao vé viéc diéu chinh va cung Umg san phim
ALMASANE theo s6 dang ky moi 893100398123. Viéc thay dbi S6 diang ky nay khéng anh
hudng dén cac thong tin khac ciing nhu chit lugng san pham. (@inh kém tai ligu Gidy phép hru
hanh sén pham theo sé ddang ky cii va méi dé Quy S6 doi chiéu).
Ngay ap dung: 01/04/2024
Nha thau xin dinh kém cdc tai liéu sau:
1. Gidy phép luu hanh san phim
2. Quyét dinh 776/QD-QLD vé viéc gia han gidy ding ky luu hanh
Kinh mong Bén moi thdu xem xét va chép thudn cho Nha thau duoc tiép tuc cung cép san phém
theo thong tin thay dbi trén.
Tran trong cam on!

PAI DIEN HQP PHAP CUA NHA THAU
QIAM POC M/

TRAN LY SI MINH




SAO Y BAN CHINH
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BOYTLE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOUIALIST REPUBLIC OF VIZINAM ,-2
CUC QUAN LY DUQC Pie lp - Ty do - Hanh phiie jﬂ
DRLG ADMINISTRATION OF VIETNAM Independence - Freedons « Happiness -

138A Brdng V8 - Ha Noi - VISt Namy

Tol, 84.4 3TI6646330464413 - Fax: 84,430234758 g “t';;' @6&

Tén thube . Almasane
Namae of Drug:

; H ; . MEI géi 109 chiya: Nnom hydroxyd W6
Thanh phén chinh, ham lwgng 321 4mg) 450 mg. Magnost hydroxy 180

Active Ingredionts, Strength: 1333mpg) 400 mg; Simethicon (dud uan TeMTEon 30% 167mg) 50mg A~}
Qui cach déng goi, bao ché : HOp 20 géi x 10g; H8n dich ubng ?{(ﬁ;
Packing Size, Dosage form: 3%\,8
Tiéu chudn chat lwong :  TCCs s
Quality Specification: i’%
Han dung . 24thang - L
Shelf- life: 6{ %
S6 gidy phép lwu hanh san phdm (SDK): I VD-23962-154| P}}
Marketing Authorization Number: {‘ p,
Sé quyét dinh . B62/QD-QLD Ngay cép: 17/12/2015 r‘:"\{)
Approval Decision Number: Date of Issuance: ,;rLa
Higu lyc cda gidy phép Ieu hanh san phim: c6 gia trj 05 nam ké tir ngay clp 0f ¢
Expiration Dale of this Marketing Authorization: 1 . "
Tén co s& dang ky Cong ty TNHH LD Stada-Viét Nam. Py
Name of Marketing Authonzation Holder ¥ '_J)
Dia chi - KB3/1 Nguyén Thi Séc, 4p My Héa 2, xa Xuan Théi o
Addross: Pong, huyén Héc Mén, Tp. HCM - Viét Nam .;
Tén co s& san xuét © Coéng ty TNHH LD Stada-Viét Nam
Namo of Manufacturer: ;":(g
Bja chi : S 40 Pai 16 Ty Do, KCN Viét Nam - Singapore, 3.«
Adress: Thuén An, Binh Dwong - Viét Nam ;:-3
Tén co s& d6ng goi :';»
Name of Assembler Q;,?;:
Dia chi ; =
Address. oé

Ha Né6i, ngay 17 thang 12 ndm 20185. g\ﬁ

CYC TRUONG CYC QUAN LY DUQC }\} .

GENERAL-UIR!:(.TOR OF THE DRUG ADMINISTRATION OF VIETNAM
e
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Ghi chu: gvotey
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déng ky thubc da dugc BY Y té phé duyét,

This marketing suthorization has been Issued in accordance wit ’
appmgud by the Vrelnadgl Mm!st!yéol Haalth, Sy ohén ohal SR h!

2- Bt ctr s thay 6di ndo vd ndl dung cla gidy phép phai GW
Cyc Quan Iy dugc - BY Y t6 xac nhan. TRUONG QUOC CUPONG

Any variations of the contents of the markoling authorizahon are required to be
adopted by the Drug Administration of Vietnam,

1. Gidy phép lru hanh san phim nay dugc cp theo d: \w
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SAO Y BAN CHINH

P Ngayfthang s 2024
2}:*;; ve:e  BOYTE CONG HOA XA HOT CHU NGHIA VIET NAM
zw M@UC QUAN LY DUQC Poc lap - Ty do - Hanh phic
Sb: 776 / QP-QLD Ha Ngi, ngay 19 thang 10 nam 2023

QUYET DINH
vé viéc ban hanh Danh muc 435 thudc saim
dwoc gia han gidy ding ky luu hanh tai

CUC TRUONG CUC QUAN

Can cur Luat Dicge sd 105/2016/QH13 ngay 0 N
Cén cir Nghi dinh s6 95/2022/ND-CP nga ]5 U
dinh chuc nang nhiém vu, quyen han va co caugto}’clmc cria By JM’"/‘% S)‘ ‘/t(m’/b
Cén cir Quyét dinh s6 1 969/QD -BYT ngay 26/4/2023 cua Bj truong Bo Y 1é
quy dinh chirc ndng, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan ly Duoc
thuéc B6 Y té;
Cén cir Théng tu 56 08/2022/TT-BYT ngay 05/09/2022 cua B$ truong B6 Y té
quy dinh viéc dang ky leu hanh thuéc, nguyen ligu lam thuéc,
Can cu ket lugn cua Hoi dong tw van cap gtay dang ky luu hanh thuéc, nguyén
liéu lam thuédc - Bo Y 16
Theo dé nghi cia Trucng phong Dang ky thuée, Cuc Quan Iy Duoc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 435 thudc san xuat trong
nude duoc cap gidy dang ky fuu hanh tai Viét Nam - Dot 188, cu the

1. Danh muc 372 thudc san xuit trong nudc dugc gia han gidy ding ky hru hanh
hiéu luc 05 nam (Phy luc I kem theo).

2. Danh muc 56 thudc sin xuét trong nudc dwoc gia han gidy dang ky lru hanh
higu wc 03 ndm (Phy luc IT kém theo).

3. Danh muc 07 thudc san xuét trong nudc dugc gia han gidy dang ky Iuu hanh
hiéu luc den 31/12/2025 (Phy luc 111 kém theo).

Diéu 2. Co s san Xudt va co s dang ky thude cé trach nhiém:

1. San xuat thudc theo ding cac hd so, tai lidu 43 dang ky véi Bo Y té va phai in
s6 ding ky dugc Bo Y té Viét Nam cép 1én nhin thuoc

2. Chi dwoc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi co6 Gidy
chitng nhén du diéu kién kinh doanh dwoc pham vi kinh doanh thudc phai kiém soat déc
biét phu horp «vGi pham vi hoat dong cua co so dap ung quy dinh tai khoan 5 Dleu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phi quy dinh chi tiét mot sb
diéu va bién phap thi hanh Luat Duoc.

3. Thyc hién viéc c@p nhét tidu chudn chit luong cia thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B6 truong Bo Y té quy dinh vé chat
lwong thude, nguyén liéu lam thudc.

4. Thyc hién, phdi hop vé&i co s& nhap khau thuc hién theo dung quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugc vé viéc kiém tra
chit lugng nguyén liéu lam thuéc nhom sartan dbi vai cac thube thuge danh muc tai
Piéu 1 ban hanh kém theo Quyet dinh nay ¢é chira dugc chét thudc nhom sartan

5. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua ngp
hé so cip nhat ndi dung nhan thude, to hudng dan st dung thube theo quy dinh cua
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong B Y té thi phai thyc hién




cép nhét theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s 01/2018/TT-BYT trong
théi han 12 thang ké tir ngay duogc gia han gidy dang ky luu hanh.

6. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thude duge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay d6i vé ndi dung hanh chinh (bao
gdém ca mau nhin va to hudéng dan st dung thuoc) phai san xuét va lwu hanh véi cac ndi
dung da duoc phé duyét thay dbi trong ho so gia han.

7. Co s& dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua giéy déng ky lau hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khéng con dap ung du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thuc hién
thay ddi co s dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s dang ky khéng con du diéu kién hoat dong.

8. Co s& san xuit thuoc phai bao dam céc diéu kién hoat dong ciia co sO san Xuit
trong thoi han hiéu Juc cua yay dang ky Iuu hanh thudc, nguyén ligu lam thudc.

9. Céac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc txep
tuc su dung so dang ky da cap truge khi gia han trong thdi han t6i da 12 thang ké tir
ngay duoc cap s0 diang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tu s6 08/2022/TT-BYT.

10. Phdi hop véi cac co sé diéu tri dé thuc hién theo dung cac quy dinh hién hanh
vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khéng mong mudn cua thudc trén
ngudi Viét Nam va ton;: hop, bdo cdo theo quy dinh tai Diéu 5 Thong tu s6 08/2022/T T-
BYT d6i véi cac thude sb thir tw 21, 22, 23, 25 trong Phu luc 11 ban hanh kém theo Quyét
dinh nay.

Didu 3. Quyét dinh nay c6 hi€u lye ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh pho tryc thude Trung uong va Giam
dbc co s& san xuét va co s dang ky co thudc tai Didu 1 chiu trach nhiém thi hanh Quyet
dinh nay./.

Noi nhén: e CUC TRUONG
- Nhu Didu 4; _ ST
- BT. Dao Hong Lan (dé b/c); 7

- TT. 6 Xuan Tuyén (dé blc); ou L?;i PAE
- Cuc Quan y - B6 Quéc phong, Cuc Y té - B4 Cong dn"K \, 157 //;m/
- Cuc Y té GTVT Bo Glao 1honb vin tai; S Duel /oo
- Bao hlem xd hoi Viét Nam T % .
-B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
Bo, Vin phong HDPTV cap GDKLH thuée, NLLT;

- Vién KN thudc TU, Vién KN thude TP. HCM;

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

- Cac Bénh vi¢n, Vién c6 giudng bénh tryc thuée BO Y té;

- Trung tim mua sim tip trung thudc quéc gia;

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

Website;

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




Phu luc 1
DANH MUC 372 THUOC SAN XUAT TRONG NUGC DPUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - BOT 188
(Kém theo Quyét dinh s6 776 /QD-QLD ngay 19 thang 10 nam 2023
ciia Cuc Quan Iy Dugc)

STT| Ténthuéc |Hoat chit chinh- | Dangbiao | Quycichdéng | Tiéu | Tudi S6 ding ky  {So lan

Ham lwong ché g6i chuin tho gia han gia han
(thang)| (S6 ding ky
da cap)
(1 2) 3 “) 3 (6) a0 (8) )

1. Co s& diing ky: Cong ty Co phin Dwoc phim va Sinh hoc Y té (Dia chi: 31 Ngé Thoi Nhiém, Phudng V§ Thi Sau,
Quan 3, TP. H Chi Minh, Viét Nam)

1.1. Co s& sdn xuit: Chi nhanh Céng ty Cé phin Dugc phdm va Sinh hoc Y té (Dia chi: L6 111-18, dudng sb 13, KCN
Tén Binh, Phudng Tay Thanh, Quéan Tan Phi, Tp. Hb Chi Minh, Viét Nam)

1 |Alzyltex Cetirizin Vién nén Hop 10 vix 10 NSX 48 893100355823 0l
dibydroclorid vién (VD-30582-18)
10mg

2 |Cefaclor 250mg |Cefaclor (dudi Viénnang [Hop2vix 10 DBVN 36 893110355923 01
dang Ccfaclor cling vién (VD-25317-16)
monohydrat)
250mg

3 [Fenbrat 100 Fenofibrat 100mg |Viénnang [Hop 03 vix 10 NSX 36 893110356023 01

cing vién (VD-24892-16)

4 |Ofbe- Cefadroxil |Cefadroxil {(dudi  |Viénnang  |Hop 10 vix 10 DBVN 36 893110356123 01
dang Cefadroxil  {cung vién; Hop 20 vi (VD-22358-15)
monohydrat) x 10 vién
500mg

2. Co si ding ky: Cong ty co phin Dugc phim 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phuong 15, Quan 11, Thanh phd
Hé Chi Minh, Viét Nam)

2.1. Co sé san xuit: Céng ty CS phan Dwoc phim 2/9 (Dia chi: 930 C4 duong C, Khu cong nghiép Cat Lai, cum 2,
Phuéng Thanh My Loi, Quan 2, TP.H& Chi Minh, Vigt Nam)

5 |Fexnad 120 Fexofenadin Vién nén Hop ! vix 10 NSX 36 893100356223 01
hydroclorid 120mg [bao phim vién (VD-30254-18)

6 |Nadyoflox Ofloxacin 200mg |Vién nén Hop Svix 10 NSX 36 893115356323 01
bao phim vién (VD-30255-18)

7 |[Sicongast Simcthicon 80mg | Vién nén Hop 10 vix 10 NSX 24 893100356423 01
nhai vién (VD-22107-15)

3. Co s& dang ky: Cong ty TNHH San xuit Thwong mai Dwge pham Thanh Nam (Pia chi: 3A Ping Tat, Phudmg Tan
Pinh, Quan 1, Tp Hb Chi Minh, Viét Nam)

3.1. Co s& san xuat: Chi nhanh cdng ty TNHH SX-TM dwgc phim Thianh Nam tai Binh Duong (Dia chi: 60 Dai 1§
Paoc Lap, KCN Viét Nam-Singapore, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

8 |Tana-Nasidon Nefopam Vién nén Hop 02 vix 06 NSX 36 893110356523 01
hydroclorid 30mg  |bao phim vién; Hop 10 vi (VD-30881-18)
x 10 vién

4. Co sé ding Ky: Céng ty cb phan duoc phim Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phudng My Binh, Thanh
phd Long Xuyén, Tinh An Giang, Viét Nam)

4.1. Co s& san xuét: Chi nhanh cong ty c¢6 phan dwoc phim Agimexpharm- Nha may san xuat dugc phim
Agimexpharm (Dia chi: Pudng Vi Trong Phung, Khom Thanh An, P. My Thdi, TP. Long Xuyén, Tinh An Giang, Viét
Nam)

9 [Gentritason Mai tuyp S gam Kemboida [Hop Ol Tuypx 5| NSX 24 893110356623 01
chira: Clotrimazol gam (VD3-23-19)
50mg;
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8

vién

STT Tén thuée | Hoat chit chinh - |Dang bae [Quy cach déng géi| Tiéu | Tuai S6 ding ky | S6 1an
Ham lugng ché chuin | tho gia han gia han
(thang) [ (S6 diing ky
di cép)

L) (2 3 “ &) © Y)) & ®)

45 |Bromhexin 4 Bromhexine Vién nén [Chai 100 vién NSX 36 893100397423 01
hydrochloride 4mg [bao duong (VD-21511-14)

46 |Clorocid Chloramphenicol  |Viénnén |Hop 100 vix 12 NSX 36 893115397523 01
250mg bao duong|vién (VD-21513-14)

47 |Devaligen - ND  |Paracetamol Viénnén [Hép 25vix 4 NSX 36 893100397623 01
500mg, vién; Hop 10 vi x (VD-25568-16)
Phenylephrin 10 vién; Hop 5 vi
hydroclorid 10mg % 20 vién

48 |Domperidon Caps |Domperidon Vién Hop 3vix 10 NSX 36 893110397723 01
(dudi dang nang ctng [vién, Hoép 10 vi x (VD-25468-16)
domperidon 10 vién; Chai 200
maleat) 10mg vién

49 |Nicbesolvin-8 Bromhexin Vién Hop 10 vix 10 NSX 36 893100397823 01
hydroclorid 8mg  |nang ctng [vién; Chai 200 (VD-23310-15)

vién, 500 vién

50 [Niczen Thiabendazol Viénnén | Hop 7 vix 4 vién; | NSX 36 893110397923 01

500mg Hdp 1 chai x 100 (VD-23951-15)

28. Co s& dang ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Pia chi: L6 B, Budng s6 2, KCN Déng An,
phuong Binh Hoa, thi xa Thuén An, tinh Binh Duong, Viét Nam)
28.1.Co sé san xuét: Coéng ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, Pudng s6 2, KCN Péng An,
phuong Binh Hoa, thi xa Thuan An, tinh Binh Duong, Viét Nam)

51

Duhemos 500

Acid tranexamic
500mg

Vién nén
bao phim
tan trong
rubt

Hop 03 vix 10
vién; Hop 05 vi x
10 vién; Hop 10 vi
x 10 vién

NSX

36

893110398023
(VD-27547-17)

01

29. Co s& ding ky: Cong Ty TNHH Lién doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Séc, 4p My Hoa 2, xd Xuén
Théi Péng, huyén Hoc Mén, Tp. Ho Chi Minh, Viét Nam)
29.1. Co s& sian xuit: Cong ty TNHH Lién doanh Stellapharm — Chi nhanh 1 (Dia chi: S6 40, Pai Lo Tu Do, Khu cong
nghiép Viét Nam — Singapore, Phudng An Phi, Thi xa Thudn An, Tinh Binh Duong, Viét Nam)

52

Almasane

Aluminium
hydroxide (dudi
dang aluminium
hydroxide 14%)
450mg;
Magnesium
hydroxide (dudi
dang magnesium
hydroxide 30% )
400mg; -
Simethicone (dudi
dang simethicone
30%) 50mg

Hén dich
ubng

Hop 20 g6ix 10
gam

NSX

24

893100398123
(VD-23962-15)

01

30. Co s& diing ky: Cong ty TNHH Sinh Dugc pham Hera (Dia chi: L6 A17, Khu cong nghiép Tir Ha, thi x3 Huong Tra,
tinh Thira Thién Hué, Viét Nam)
30.1. Co s& san xuit: Cong ty TNHH Sinh Dwge phim Hera (Dia chi: L A17, Khu cong nghiép Tir Ha, thi xd Huong
Tra, tinh Thira Thién Hué, Viét Nam)
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STT Tén thudc Hoat chit chinh - |Dang bio |Quy cich déng géi| Tiéu Tudi S6 dang ky | Sé lan
Ham lugng ché chuin | tho gia han gia han
(thang) | (S dang ky
di cip)
(1) B @) @) ) © [ o @®) D)
53 |Mife 10 Mifepristone 10mg [Viénnén | Hop 1 vix 1 vién | TCCS 36 893110398223 |
(QLDB-648-18)

31. Co' sé diing ky: Cong Ty Cé Phan Traphaco (Pia chi: $5 75 Pho Yén Ninh. Phudng Quan Thanh, Quéin Ba Dinh,
Thanh Phé Ha Ngi, Viét Nam)

31.1. Co s& sian xuit: Cong ty TNHH Traphaco Hung Yén (Dia chi: Thon Binh Luong - Xa Tan Quang - Huyén Vin Lim
- Tinh Hung Yén, Viét Nam)

54 {Nudc suc migng {Chai 500mi chira:  |Dung Chai 250 ml; Chai [NSX 136 893100398323 01
T-B Fresh Acid boric 15g (3% [dich dang |500 ml (VS-4863-13)
kl/tt); Xylitol 1,5g |ngoai
(0,3% kl/tt); Natri  [(nudce suc
clorid 3g (0,6% mi¢ng)
kl/tt; Natri fluorid

0,1g (0,02% kl/itt)

55 [Nudc sie miéng  [Chai 250ml chira:  [Dung Chai 250 ml; Chai |[NSX |36 893100398423 01 M

tré em T-B Kid  |Natri clorid 1,5g dich dang [500 ml (VS-4864-13) Az

(0,6%Kl/t); Natri  [ngoai ¥
fluorid 0,125¢g {nudce suc
(0,05%kI/tt); miéng)
Xylitol 2,5g (1%
kl/te)

32. Co s& ding ky: Cong ty TNHH United International Pharma (Dja chi: $6 16 VSIP 11 - Puéng s6 7 - Khu cong
nghiép Viét Nam-Singapore 1T - Khu lién hgp Cong nghiép-Dich vu-B6 thi Binh Duong - Phuong Hoa Pha - Tp. Thu Dau
Mét - Tinh Binh Duong, Viét Nam)

32.1. Co s& san xuit: Cong ty TNHH United International Pharma (Pia chi: S6 16 VSIP II - Pudng sb 7 - Khu céng
nghiép Viét Nam-Singapore II - Khu lién hop Cong nghiép-Dich vu-Bé thi Binh Duong - Phuong Héa Pha - Tp. Thu Dau
Mét - Tinh Binh Duong, Viét Nam)

56 [Maxedo Mai Sml chira Hon dich |Hop 30 géi x 5ml; | NSX 24 | 893100398523 | 01
acetaminophen uf)ng Bia kep 2 géi x Sml (VD-26629-17)

{paracetamol) 80mg

Ghi chu:

1. Cich ghi tiéu chudn chit lwong thuée tai ¢ot (6):
- Nha san xudt (NSX), Tiéu chudn nha sén xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 v nghia twong dwong nhau, la tiéu
chudn chat leong thube do co 56 sdn xuit xdy dung va déu c6 thé dugc ghi trén nhan thuéc.

. Cach viét tit cdc tiéu chuan chat leong dicge dién: Dirgc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duwgc dién My (USP),
Duoc dién Nhdt Bdn (JP), Dugc dién Trung Quéc (CP), Duge dién Chéu du (EP), Dicgc dién Quéc té (IP)...

2. §6 ding ky tai cot (8):

- 86 dang ky gia han li s6 diang ky dirge cdp theo quy dinh tai Phu luc VI Théng ne 08/2022/TT-BYT ngay 05/09/2022 ciia BG
trlrd’ng B§ Y té quy dinh vige dang ky heu hanh thuéc, nguyén li¢u lam thube.

* 86 ding ky da cdp (cepe ghi trong ngodc don) I s6 dang ky da dwoc cdp triede khr thuée dwoce gia han theo quyét dinh nay.

3. Céc thuéc tai danh muc nay (tri cdc thuée STT 21, 22, 23, 25): sau khi hét han gidy déng ky heu hanh, trong ho so gia han neu
cong ty khong co die ligu lam sang chieng minh an toan, lueu qua cia tlzuoc Cuc Quan ly Dicgc sé trinh Hpi a‘ong tw van cap gidy
déng ky heu hanh thude, nguyén liéu lam thude khéng tiép tuc gia han gidy ddng kv heu hanh.



