DANAPHA

PHARMAGEUTCAL J5C

S6: 551/24/CV-DAN
V/v: Thay doi théng tin séin
phdm Methopil

CONG HOA XA HQOI CHU NGHIA VIET NAM
Doc lip — Ty do — Hanh phic
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Pa Néng, ngay 23 thang 08 ndm 2024

Kinh giri: SO'Y TE TINH NINH THUAN

Céng ty CS Phin Dugc Danapha xin giti 161 cdm on chan thanh dén Quy Pon vi da

hop tAc va tin nhiém st dung céc san phdm clia chiing t6i trong suét thoi gian qua.

Cin ctt vio Quyét dinh 08/QD-SYT ngay 05/01/2024 cla Gidm doc S& Y té Ninh

Thudn “V& viéc phé duyét két qua lya chon nha thiu G6i sb 01: G6i thiu Thubc Generic va

vac xin ndm 20237,

Bing vin ban nay, Danapha xin dugc thong bio dén Quy Pon vi vé& viéc thay dbi mot

s6 ndi dung trén bd mau nhin va t& hudng din st dung ctia san phdm Methopil (Md s6:

G10835; Hoat chdt: Methocarbamol) do Danapha san xuét.

- Tén san pham

- Thay dbi tir s5 16

: Methopil
: 030524. Ngay san xuét: 24.05.2024

Thong tin cap nhit thay doi

Ciin cir thay d6i

S6  ding ky gia han:
893110264823

Quyét dinh s6 737/QD-QLD ngay
09/10/2023 “V& viéc - ban hanh
Danh muc 1017 thufc san xuét
trong nuéc duge gia han gidy ding
ky Iru hanh tai Viét Nam — Dot
187” clia Cuc Quan 1y Dugc.

253 Diing ST Thanh Khé,
Phwomg Thanh Khé Tay,
Quin Thanh Khé, Thanh
phé Pa Ning, Viét Nam

Cong van sb 7842/QLD-PK ngay
20/07/2023 V/v cong b danh muc
ndi dung thay ddi nhé chi yéu chu
thong béo theo quy dinh tai khoan 2
Piéu 38 Théng tur s§ 08/2022/TT-
BYT (Dot 6). -

- Nbi dung thay d6i :
STT Thong Em da&duqc
phé duyét
1 Sé ding ky da cép:
VD-26679-17
253 Diing ST Thanh
2 |Khé, Thanh phd |
ba Nang, Viét Nam
3

Thay d6i mot s6 trinh bay
trén b mau nhén theo cong
vin ddng ¥ ciia Cyc Quéan ly
dugc: “V/v thay dbi, bd
sung d6i véi thudc da dwoc
cap GPKLH”.

- Cong vin s§ 15302¢/QLD-DK
ngay 14/11/2023

- Cong vin s 6306/QLD-PK ngay
14/6/2023

Cong ty xin cam két, ngoai sy thay dbi S§ diing ky gia han va mot sb ndi dung trén,

(=



khong c6 bét ky su thay dbi ndo vé tiéu chuén san xudt va chét luong cia thudc.
Tran trong thong béo dén Quy Pon vi va rit mong nhin duoc sy hop tac 14u dai.
Xin trén trong cam on.
CONG TY CO PHAN DAUOC‘DAN HA
AM-BOC PIEU HANH

Noi nhén:
- Nhu trén
-Lwu VT




Ky bdi: Cyc Quan
1y Duge

) CONG HOA XA HQI CHU NGHIA VIET NAM
DANLY DUQC ' Doc lap 'Tw do - Hanh phiic

. 737! QD-QLD . Ha Noi, ngay 09 thang 10 nam 2023

- QUYET DPINH |
viéc ban hanh Danh muc 1017 thudc sin xuz‘lt_ trong nuéc
duoc gia han gidy diing ky lru hanh tai Vit Nam - Dot 187

CUC TRUONG CUC QUANLY DUQC

Ctin cik Ludt Dwgc s6 105/2016/QH13 ngay 06/4/2016;
Cén cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chiec nang, nhiém vy, quyen han va co cau to chitc ciia BG Y té;
Can cit Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia BY treémg Bo Y té
quy dinh chirc ndng, nhiém vy, quyén han va co cdu té chikc ciia Cuc Quan Iy Dugc
thudc Bg Y té;
Ciin cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truémg B Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam thubc;
Cdin cir két lugn cua Hji déng tur van cdp gidy déang ky heu hanh thudc, nguyén
liéu lam thudc - Bo Y té;
Theo dé nghi ciia Tredmg phong Ding kp thudc, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh myc 1017 thudc san xuét trong
nude duoc cip gidy ding ky luu hanh tai Viét Nam - Dot 187, cy the ,

1. Danh muc 918 thudc san xuét trong nudc duge gia han gidy diang ky huu hanh
hiéu luc 05 nam (Phu luc I keém theo).

2. Danh muc 99 thuc sén xuft trong nude duge gia han gidy ding ky luu hanh
hiéu luc 03 ndm (Phy luc 11 kém theo).

Didu 2. Co sd san Xuét va co s& dang ky thudc c6 trach nhiém:

1. San xudt thuoc theo dliing cac hd so, tai lidu d& diing ky véi B Y té va phai in
s ding ky duoc B6 Y té Viét Nam cép 1én nhan thubc.

2. Chi duge san xuét, dua ra Iuu hanh céc thube kiém soét dic biét khi c6 Gidy
chirng nhén du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soét dic
biét phut hgp v6i pham vi hoat dong cua co s¢ dap tmg quy dinh tai khoan 5 Dleu 143
Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot sb
diéu va bién phép thi hanh Lust Dugc.

3. Thyc hién vige c@p nhft ti€u chuén chét luong ciia thude theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 cta B truéng BO Y té quy dinh vé chét
lugng thube, nguyén liéu lam thube.

4. Thyc hién, phéi hop v6i co s& nhép khdu thyuc hién theo dung quy dinh tai
Cong vin sb 5853/QLD-CL ngay 19/4/2019 ciia Cuc Quan ly Dugc vé viée kiém tra
chét luong nguyén lidu 1am thubc nhém sartan dbi véi cac thude thude danh muyc tai
Piéu 1 ban hanh kém theo Quyét dinh nay c6 chira dugc chét thudc nhém sartan

5. Thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua ndp
hd so cap nhét ndi dung nhan thube, t& huéng din sir dung thubc theo quy dinh cua
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bj truong BO 'Y t& thi phai thuc hién
cép nhat theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tusb 01/2018/TT-BYT trong
thdi han 12 thang ké tir ngay duoc gia han gidy déng ky luu hanh.




: 6. Sau 12 théng ke tu ngay ky ban hanh Quyet d1nh nay, céc thuoc duoc gia han
g1ay dang _ky luu hanh theo Quyet dinh ndy c6 thay dbi vé noi dung hanh chinh (bao
gdm ca mau nhan va td huéng dan sir dung thuoc) phai sén xuat va luu hanh véi cac ndi
dung da dugc phé duyét thay d01 trong hd so gia han. g

7. Co s¢ dang ky thubc phai bao dam duy tri dleu kién hoat dong trong thm gian
hiéu lyc coa giay dang ky luu hanh thube, nguyén lidu 1am. thubc. Trong trudong hop
khdng con dép tng du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc hién
thay ddi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi han
30 ngay ké tir ngay co s¢ dang ky khéng con du didu kién hoat dong.

8. Co s& san xuét thube > phai bao ddm cac diéu kién hoat dong ctia co 56 san Xuét
trong thoi han hi€u luc cua g1ay dang ky luu hanh thudc, nguyén liéu'lam thubc.

‘ 9. Cac thuoc dugc gia, han giay dang ky luu hanh tai Quyet dinh ndy duoc t1ep
tuc str dung so dang ky d3 cép trude khi gia han trong thdi han t6i da 12 thang ké tur
ngay dugc cap s0.-ding ky gla han theo quy dmh tai Phu luc VI ban hanh keém theo
Thong tur s6 08/2022/TT-BYT. - 2%

a Dleu 3. Quyét dinh nay co h1eu luc ke tir ngay ky ban hanh.

‘ Dleu 4. Giam doc Sor Y té cac tinh, thanh pho truc thudc Trung wong va Giam
ddc co s6 san xuét vaco s dang ky c6 thude tai Didu 1 chju trach nhiém thi hanh Quyét
dinh nay./.

Noi nhén:

= Nhu Didu 4; .

- BT. bao Hong Lan (d€ b/c);

- TT. D8 Xuén Tuyén (dé blc); ’

- Cuc Quén y - B Quoc phong, Cyc Y t€ - B Cong an;
-Cuc Y t&¢ GTVT - B Giao thong vén tai;

- Téng Cuc Hai quan - B) Tai chinh;

- Bao hiém x4 hdi Viét Nam; S .
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra "Vii Tuan Cudng
B9, Vian phong HDTV cap GPKLH thuéc, NLLT;

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

- Tng Céng ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giuong bénh truc thugc Bo Y té;

- Trung tAm mua sim tap trung thude quoc gia;

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

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




DANH MUC 918 THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY PANG KY LUU HANH TAI

Phu lucI

VIET NAM HIEU LYC 05 NAM - POQT 187

(Kém theo Quyét dinh s6° 737 /QD-QLD ngay 09thdng 10ndm 2023

ciia Cuc Quan Iy Duoc).
ST Tén thude Hoat chit chinh - | Dang bao | Quy céch déng Tiéu Tudi S6 dang ky So
T Ham lugng ché goi chuéin tho gia han lin
(thang) | (S6 diing ky gia
da cip) han
@ @ A @ OF © () ® 2

1. Co's& ding ky: Cong ty C8 phin Duge phdm 2/9 (Dja chi: 299/22 Ly Thudng Kiét, Phudng 15, Quén 11, Thanh phb

Hb Chi Minh, Viét Nam)
1. 1. Co sé san xuét: Céng ty C6 phin Dwgc phdm 2/9 (Dia chi: 930 C4 dudng C, Khu cong nghiép Cét Ldi, cum 2,

Phuong Thanh M§ Loi, Quan 2, TP.H Chi Minh, Viét Nam)

1 |Nadygenor Arginin aspartat 1g |Dung dich  |Hop 20 Ong x5 NSX 36 893110251923 01
ubng ml (VD-27732-17)

2 |Nadypharlax Mdi géi chira Thubc bét  |Hop 20 Géix 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 (du¢i |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 diing ky: Cdng ty C6 phian Dwge Phim Imexpharm (Pja chi: S6 04 Pudng 30/4, Phudng 1, TP.Cao Lanh, Dong

Thap, Viét Nam)
2.1. Co's& san xuét: Chi nhanh 3 - Céng ty CPDP Imexpharm tai Binh Dwong (Dia chi: S6 22, Pudng s6 2, Khu cong
nghiép Viét Nam - Singapore II, Phuong Hoa Phai, TP.Tha Diu Mét, Tinh Binh Duong, Viét Nam)

6 |Cefoxitin1g Cefoxitin (duai Thudc bot [Hop1Lox 1 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 (duéi  [Thubc bt |Hop 1 Lox 1g; |USP hién 24 893110252523 01
dang ceftizoxim pha tiém Hop 10Lox 1g hanh (VD-29757-18)
natri) 1gam

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

9 |Imetoximlg Cefotaxim (dudi Thudcbot |Hop1Lox 1 NSX 24 893110252723 01
dang Cefotaxim pha tiém gam, lo thily (VD-26846-17)
natri) 1g tinh; Hop 10 Lo

x 1 gam, lo thiy
tinh

10 |Imexime 200 Cefixim (duéi dang |Viénnang |Hop 02 vix 10 NSX 24 893110252823 01
cefixim trihydrat) |cling vién (VD-30399-18)
200mg

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

2.2. Cosé san xuét: Céng ty C6 phin Dugc Phim Imexpharm (Pia chi: S6 04, Pudng 30/4, Phudng 1, TP. Cao Lénh,
Tinh Ddng Thép, Viét Nam)
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ST| Ténthuéc | Hoatchétchinh- | Dang bao |Quy cich déng | Tiéu Tuoi | Sédingky | SO
T  Ham lwgng ~ ché goi | chudn | the giahan lAn
' ol (thing) | (S6dingky. | gia
. S da cip) han
@) @ &) @ -6 ©) Q) @® ®
111 |Lidocain 2% M3di 6ng 2ml chita |[Dung dich [Hop 10 6ng; DBVNIV| 36 893110262923 01
Lidocain thudc tiém  |Hop 20 6ng; - (VD-20496-14)
hydroclorld 40mg Hop 25 6ng;
Hop 100 éng - -
112 [Metronidazol Metronidazol Vién nén Hoép 20 vix:10 DDVN 36 893115263023 01
250mg vién; Hop 50 vi (VD-25353-16)
x 10 vién e s
113 |Raterel Trimetazidin Vién nén Hép 2 vix 30 NSX 36 893110263123 01
dihydroclorid 20mg |bao phim  |vién - ) (VD-28247-17)
114 |Salbuthepharm  [Salbutamol (dudi [Vién nén Hop 10 vix 10 DBVNIV| 24 893115263223 | 01
Tab dang salbutamol vién; Hop 20 vi . (VD-17659-12)
sulfat) 4mg. x 10 vién; Hop .
' 50 vix 10 vién
115 |Soluthepharm 16 [Methylprednisolon -|Vién nén Hop 10vix 10. | DBVNV 36+ | 893110263323 | 01
16mg vién; Hop 20 vi (VD-18802-13)
x 10 vién; Hop 1
géi x3vix10
vién
116 | Thecoxi Meloxicam 7,5mg | Vién nén Hop:10 vix 10 NSX 36 893110263423 01
vién (VD-20940-14)
117 |Vitamin C 500 mg [Acid ascorbic Vién néh Hop 10 vix 10 NSX 36 893110263523 01
500mg bao phim vién; Hop 50 vi (VD-24400-16)

x 10 vién

16. Co sé diing ky: Cong ty c6 phan Dwge Danapha (Pia chi: 253 Diing ST Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khe,

TP. Pa Ning, Viét Nam)

16.1. Co s& san xuét: Cong ty ¢b phin D|r0'c Danapha (Pia chi: 253 Diing S1 Thanh Khé, P. Thanh Khé Tay, Q. Thanh
Khé, TP. Da Ning, Viét Nam)

118 |Bi-Daphazyl Spiramycin Vién nén Hop2vix 10 NSX 36 893115263623 01
1.500.0001U; bao phim  |vién; Hop 3 vix (VD-28785-18)
Metronidazol C 10 vién; Hop 4
250mg | vix 10 vién

119 |Bot Giai Cam Paracetamol Thudc bt |Hop 10 gbi x 15 NSX 24 893110263723 01
325mg; Pheniramin |pha udng gam; H@p 5 gbi (VD-24687-16)
maleat 20mg; x 15 gam
Phenylephrin
hydroclorid 10mg

120 |Dacolfort Diosmin - Vién nén Hop3vix 10 NSX 36 893100263823 01
hesperidin (9:1) bao phim vién (VD-30231-18)
500mg (Tuong ting
Diosmin 450mg;
hesperidin 50mg)

121 |Dalyric Pregabalin 75mg  |Viénnang |Hop3vix 10 NSX 36 893110263923 01

cing vién (VD-25091-16)
122 |Damipid Rebamipid 100mg |Vién nén Hop 3 vix 10 NSX 36 893110264023 01

vién; Hop 6 vi x
10 vién.

(VD-30232-18)
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ST Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng Tiéu Tubi S6 ding ky S6
T Ham lugng ché g6bi _:chuﬁn tho gia han lin
(thang) S6 ding ky gia
da cip) han

@ @ (&) @ 3 © U] ® ®

123 |Danapha-Telfadin |Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100264123 01

180 hydroclorid 180mg |bao phim  |vién (VD-28786-18)

124 |Daphazyl Spiramycin Vién nén Hop2vix 10 NSX 36 893115264223 01
750.000IU, bao phim  |vién; HOp 3 vix (VD-28787-18)
Metronidazol 10 vién; Hop 4
125mg vi x 10 vién.

125 |Darinol 300 Allopurinol 300mg |Vién nén Hop2vix 10 NSX 36 893110264323 01

vién (VD-28788-18)

126 |Glucosix 500 Metformin Vién nén Hop Svix 10 NSX 36 893110264423 01
hydroclorid 500mg [bao phim vién (VD-26678-17)

‘127 |Lanzadon Lansoprazol (dang |Viénnang = |[Hop 3 vix 10 NSX 36 893110264523 01
vi nang 8,5 %) tan trong vién (VD-16188-12)
30mg rudt

128 |Levocetirizin Smg |Levocetirizin Vién nén Hop 1vix 10 NSX 36 893100264623 01
dihydroclorid 5mg |bao phim  |vién; HOp 3 vix (VD-27701-17)

10 vién; Hop 5
vix 10 vién

129 |Levpiram Levetiracetam Vién nén Hop 5vix 10 NSX 36 893110264723 01
500mg bao phim vién (VD-25092-16)

130 |Methopil Methocarbamol Vién nén Hop Svix 10 NSX 36 893110264823 01
500mg bao phim  |vién (VD-26679-17)

131 [Metoran Metoclopramid Dung dich  |Hop 10 ong x 2 NSX 24 893110264923 01
hydroclorid tiém ml (VD-25093-16)
10mg/2ml

132 |Neuropyl Piracetam 1g/5ml [Dung dich [Hop 10 éng x 5 NSX 36 893110265023 01

tiém ml (VD-29628-18)
133 [Neuropyl 800 Piracetam 800mg | Vién nén HopSvix 10 NSX 36 893110265123 01
bao phim vién (VD-30236-18)

134 [Nudccat tiem  |Nuéc dé pha thuc |[Dungmédi  |Hop 50 ong x NSX 36 | 893110265223 | 01
tiém Sml pha tiém Sml (VD-15083-11)

135 |Piroxicam 2% Piroxicam Dung dich [Hop 10 éngx 1 NSX 36 893110265323 01
20mg/1ml tiém ml (VD-25095-16)

136 | Zentramol Acid tranexamic Dung dich |Hop 10 dngx 5 NSX 36 893110265423 01
250mg/5ml tiém ml (VD-26684-17)

137 |Zodalan Midazolam (dwéi  |Dungdich [Hép 10 dngx 1 NSX 36 893112265523 01
dang midazolam  [tiém ml (VD-27704-17)

HCI 5,56mg)
5mg/1ml

17. Co s& ding ky: Cong ty ¢6 phan Dwge Pdng Nai (Dia chi: 221B - Pham Vin Thuén - P. Tén Tién - TP.Bién Hoa - Tinh

Dong Nai, Viét Nam) }
17.1. Co s san xuét: Cong ty cd phin Dugc Pdng Nai (Pja chi: 221B - Pham Vin Thuan - P. Tan Tién - TP.Bién Hoa -
Tinh Ddng Nai, Viét Nam)

138

Amerbic

Meloxicam 7.5mg

Vién nén

Hop 10 vix 10
vién; Chai 300
vién

NSX

36

893110265623
(VD-28655-18)
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N ~Aa\O\

H 7



.83 .

ST Tén thude Hoat chit chinh - Dang bao Quy cééh déng Tiéu | Tuéi S6 ding ky Sb
T : Hamlwong | ché ~ |~ géi chuéin the - gia han lin
' o (thang) | (Sé dangky | gia
S , ‘ ‘ aa cip) han

) Q. Q) @. 3). ©® | 0 @® ©)

95.2 Co s& san xuit: Cong ty C6 phan Dwgc - Trang thiét bj y t€ Binh Pjnh (BIDIPHAR) (Tru s¢ chinh: 498 Nguyén
Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh; Viét Nam; Dja chi nha mdy: Chi nhénh Céng ty ) phén Duoc -
Trang thiét b y té Binh Pinh (Bidiphar) — Nha may céng nghé cao Nhon Hoi: L6 A3.01-A3.02-A3.03, khu A Khu kinh té
Nhon Hbi, xd Nhon Hoi, thinh phb Quy Nhon, tinh Binh Djnh, Viét Nam) . :

917 |Canpaxel 30 Paclitaxel ~ |Dungdich” [Hop 1Lox5ml | USP42 24 893114343523 01
o B 30mg/5ml tiém - (VD-21631-14)

918 | Lyoxatin F50 Oxaliplatin 50mg | Bt déng . | Hop 1 Lo USP43 36 893114343623 01
1 ’ =N kho pha tiém ' ' (VD-27262-17).

Ghi chu:
1. Cdch ghi tiéu chudn chat lwong thudc tai cét (6): _

- Nha sén xudt (NSX), Tiéu chudn nha sén xudt (TCNSX), Tiéu chudn co s6 (TCCS), In-house ¢é ¥ nghia tuwong dwong nhau,
1a tiéu chudn chdt heong thude do co s¢ sdan xudt xdy dung va déu c6 thé dwgc ghi trén nhan thudc.
. Cdch viét tdt cdc tiéu chudn chat lwong dwoc dién: Dugc dién Viét Nam (DDVN), Diegc dién_Anh (BP), Dugc dién My
(USP), Dugc dién Nhdt Ban (JP), Dugc dién Trung Qudc (CP), Dugc dién Chau du (EP), Dwoc dién Quéc té (IP)...
2. 86 dang ky tai cot (8):
- 86 diing ky gia han 1 s6 ding kp dwoc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ciia
B¢ trucng BO Y 1€ quy dinh viéc dang ky i hanh thudc, nguyén ligu lam thudc.
- 86 dcing ky da cdp (dirgc ghi trong ngodc don) 1a sé dang ky da dwoc cdp trieée khi thude duoc gia han theo quyét dinh
nay.
- Cdc thudc da duge cdp s6 ding kp ldn ddu trude ngay 01 thang 01 nim 2023 dwoc gia han gidy ddng kp lieu himh thi duge
tiép tuc sir dung s dang ky da cdp trubce khi gia han trong thoi han t6i da 12 thang ké tir ngay dwoc cdp s6 ding ky theo cdu
triic moi.
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phic

Sb: 7842 /QLD-DK Ha Ngi, ngay 20 thing 07 ndm 2023
V/v cong bb danh muc ndi dung
thay d6i nhé chi yéu ciu thong béo
theo quy dinh tai khoan 2 Piéu 38
Thong tu s6 08/2022/TT-BYT
(Dot 6)

Kinh gtri: Cac co s& dang ky, co so san xuét thudc luu hanh tai Viét Nam

Thyc hién quy dinh tai Khoan 2 Diéu 38 Thong tu sé 08/2022/TT-BYT
ngay. 05/9/2022 ciia B6 Y té quy dinh viéc ding ky luu hanh thudc, nguyén lidu
lam thudc,

~ Cuc Quan ly Dugc thong bao:

1. Cong bd danh muc ndi dung thay d6i nhé chi yéu cau théng bao theo
quy dinh tai Khoan 2 Piéu 38 Théng tu s6 08/2022/TT-BYT (Dot 6) tai Phy lyc
dinh kém cOng van nay.

2. Danh muc ndi dung thay dbi nhé chi yéu ciu thdng béo dugc ding tai
trén Trang théng tin dién to¢ cua Cuc Quén ly Duogc tai dia chi:
https://dav.gov.vn.

3. Déi véi céc thudc, nguyén lidu 1am thudc trong danh muc da thuc hién
thay d6i, b6 sung trong qua trinh luu hanh ho#c c6 dinh chinh théng tin lién
quan dén gidy ding ky luu hanh thudc, nguyén liéu 1am thudc, doanh nghiép
xuét trinh vin ban di dugc phé duyét hodic x4c nhén ctia B6 Y té (Cuc Quan Iy
Duoc) véi cac co quan, don vi lién quan dé thuc hién theo quy dinh phap luat.

4. Co s6¢ dugc thuc hién va chiu hoan toan trach nhiém ddi vé6i ndi dung
thay dbi nhé chi yéu ciu thong bao ké tir ngay tiép nhan ghi trén phiéu tiép nhan
hd so. Co s& ding ky thudc, co sé san xuit chju trach nhiém trude phép luat vé
tinh chinh x4c, trung thuc cua théng tin thay dbi bb sung chi yéu ciu thong bao,
thyc hién luu trit hd so, tai liéu dé co quan c6 thdm quyén hau kiém theo quy
dinh tai Khoan 2 Diéu 38 Thong tu s6 08/2022/TT-BYT.

Trong qué trinh thuc hién néu ¢6 kho khin vudng méc, d& nghj théng béo
vé Cyc Quan ly Dugc dé kip thoi giai quyét.

1H.af (=l e TV NP WYY



Cuc Quan ly Dugc thong béo dé céc co s6 biét va thyc hién ding céc quy
dinh h1en hanh /.

Ng;l"’;a" R TL. CUC TRUONG

-Nhu trén; g N N .
- TTr. D6 Xuan Tuyén (dé b/c) TRI{?NG PHONG DANG KY
-Cuc truéng (d8 b/c),; : "’f’?__? f”;; THUOC

-PCT Nguyen Thanh Lam (de b/c),

- S& Y té cAc tinh, thanh phd tryc thude Trung wong; 31
- Cuc Quan Y - B6 Qubc phong, Cyc Y té - Bo Cong an; ‘a ou
Cuc Y t8 GTVT - Bb Giao théng vén tai.

- Téng Cuc Hai quan - Bo Tai chinh; \\ s
- Bao hiém X3 hi Viét Nam; N

-B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra "Ng“ye“ Vin Lei
B6.

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

- Téng Céng ty Dugc VN-CTCP; Cic Cong ty XNK duge

phim;

- C4c Bénh vién & Vién cé givong bénh tryc thudc BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT, PCHN,

VP Cuc; Website Cuc QLD.

- Luu: VT, DKT.




Phu lyc

DANH MUC NOI DUNG THAY POI NHO CHi YEU CAU THONG BAO THEO QUY DINH TAI KHOAN 2 DIEU 38 THONG TU SO 08/2022/TT-BYT
(Kém theo c:mgvinu‘:] 84 Z)LB—BKlgiQO ()7 12023 ctia Cyc Quin 1y Duye)

i Tén thudc S6 dangky Co s dAng ky Co 55 san xult Ma tidpubdn b5 |Nghy tilpubén | Ngi dung dé nghi thay doUMa phin logi ndi dung Thong fin 4 duge phé duyét Théng tin cip nkit thay ddi
sa thay dbibd sw
| Metrenidazol ¥D-10243.13 Cbig ty ci phin duge Céng ty b phln duge 5593 TDIN  [10/i812022 Thay doi tiéu chuén chat lwong dwoc chit, th dugekhi cip |1 M elraaidazel:§ P 2018 1. Metronidazol: BP hién hinh (BP 2022)
phim Quing Binh phim Quing Binh ohit phién ban cia cing dwoe dién (MiV-N6) 1. Progelatinired Sturck (Eragel): B2 2013 2. Progelatinised Starch (Eregel): BP hi¢n hinh (BP 2022)
3. Tinh bt sn: DDVN IV 3. Tinh bjt siin: DBVN hi¢n hnh DBVN V)
4. Potyvinylpyrrolidon (Povidon K30): DBVN IV 4. Polyvinylpyrrolidon (Povidon K30): DDVN hién hinh (DBVN V)
5. Magnesi stearat: DDVN IV 5. Magnosi stearat: DBVN hign hanh (DBVN V)
6. Tale: DBVN IV 6. Tale: DBVN hign hinh (DBVN V)
1 Cinnarizin VD-20140-13 Chng ty cd phin dige Céag ty cb phan duge 5592/TBTN  [1e/10§2022 Thay ddi tiéu chudn chét lugng duge chit, ta duge khi cap [1. Cinttrizie: £ 7 6.0 1. Cinnarizin: EP hién hanh (EP 10.0)
phim Quing Binh phim Quing Binh nhit phién ban cia cimg dirge didn (MiV-N6) 2. Tinh bt ngd (Com Starch): USP 38 2. Tinh bt ngd (Corn Starch): USP hign hirh (USP 44)
3. Bicaleiphorphate (Cleinm byéroges phosphate dibydnale): B9 20135  |3. Dicalei phosphate (Calcium hydrogen phosphate dihydrate): BP hin hanh (BP 2022)
4. Lactose: DDVNIV . 4. Lactose: DD VN hign hinh ( DDVN V)
S.PVPEIO (Povidone):BP 2015 5. PVP K30 (Povidonc): BP hién hinh (BP 2022)
6. Magnesi stearat: DDVN IV 6. Magnesi stearat DBVN hign hinh { DBVN V)
[ Tang Wothanh | VD-26546-17 Chng ty INHH Duge [Chng ty TNHH Duge Tung | 6332/TDIN (1210372021 Thay 43 tn cia 00 50 shn xuat thudx thinh pham (MiV- | 1. Tén oo s diing ky: Cong ty INHH Do Tong Loc I 1. Tén oo & diing ky: Cong ty C4 phin Duge Quoc té Tang Loc
ahiét tin Tong LocIl Lic T N9) vi thay ddi tén ciia co s& ding ky (MiV-N1)  |2. Tén co s sin xuit: Cong ty TNHH Duge Tang Lae 1T 2. Tén oo & sin xult: Cang ty C4 phin Duge Quéc té Ting Lc
¢ [Corfpgan-WBD | VD.19480.18 | Congty INHHDuwgc |[Congty TNHHDwooTung | 6332TDTN 128972021+ Thay 5 #n clia oo 53 sdn vkt (huce thinh phim (MiV- | 1. Tén 0o s& diing ky: Cong ty TNEH Duge Tong Lie I 1. Tén oo s Gling ky: Conig ty 4 phan Do Qe &2 Tung Loo
Ting Loc Il Lie Xl N9) v thay dbi tén clia oo & diing k¢ (MiV-N1)  |2. Tén co s& sin xuét: Cong ty TNHH Duge Ting Loc I 2. Tén co i «in xuét: Cong ty C4 phin Due Qudc té Ting Lie
5 Thubc cemtdng | VD-J2389-19 | Congty INHHDwgc |Congty INHHDuge Tdng | 6332TDIN  [12/09/2011 Thay 6 16 clla 0o 56 5an it e thkath phim (MY~ | 1 Tén oo 85 dang ky: Cong ty TNHH Dugs Tang Loc I 1. Tén o 8 diing ky: Cang ty Cb phan Do Que  Tung Lo
753 Ting Le Il Loc I . NO9) vi thay di tén ciia co & diing ky (MiV-N1) |2, Tén oo sér sin xuft: Cong ty TNHH Duge Tong Lic T 2. Tén 0o sy sin xult: Cng ty C3 phin D Quéc té Tung Lic
¢ Cam TingLgc | VD-2053L-17 Cong ty INHH Duge [Céng ty INHH Duge Tung | 6332TDIN  [12/09/2021 Thay d&i tn clia 00 56 sin xult thubc thnh phim (MiV- |1 Tén co s ding ky: Céing ty TNHH Duge Tung Lic IT 1. Tén oo a& déing k- Cang ty C phan Duge Qude £ Tung Lic
Tong Loc Il Loc I N9) va thay d3i t&n cua co s ding ky (MIV-N1) 2. Tén co s& vin xult: Cong ty TNHH Duge Ting Lic IT 2. Tén oo 5& sin xudt: Cong ty C3 phin Duge Qudc té Tang Lac
1 Tam thét putateng | VD -32388-19 Céng ty INHH Duge  |Cong ty TNHH Duge Ting | 6332TDTN  [12/0842021 Thay 33 tén ctia o0 55 sin xuAt thudc thinh pham (MiV- | 1. Tén co sé ding ky: Céng ty TNHH Dixge Ting Lie 1T 1. Tén oo s déing ky: Céng ty Cb phan Duge Quéc t€ Tung Lic
Ting Lie 1l Loe It NS) vi thay 84 tén cia oo i dEng ky MiV-N1) |2, Tén oo sé sén xudt: Céng ty TNEHH Duve Ting Léc I 2. Tén co s sin xudt: Cong ty C phin Duge Qubc té Ting Le
§ Eulexcin 250 ¥D.25675-16 Cbing ty cb phin Céng ty ob phin Euvipharm | 2204/TDTN  [23/0412021 ‘Thay 46 tén co 8¢ sin xudt dwge chit Cephalexin = [N €PC FEBEIRUAMIN PEARMACEDTICAL €O, LTD. NORTH CEIEA PEARMACEUTICAL CO.LTD (HCPC)
Euriphimm monohydrat (dja diém sin xuit khang thay ddi) (MiV-N3)
[ ulercin 250 VD 25675416 Coing ty b phdn (Cong ty ob pihdn Euvipharm| 2204 TBTN 1310412021 Thay ddi tiéu chuaa chét lumg dupe chit, t duoe khi cdp [1. Cephalerin o onohpdnit: BP 2013 1.Cephalenin nonakydral: BP hiénhanh (87 2011}
Evripharn nhit phign ban ciia cing duc didn (MiV-N6) 1. Natricnechario: 3P 2013 t. Kaltisncckarin: BP hign hinh (B? 2021) :
3. §iliea colloidainabydrons 209:37 2013 3. 8ilice colloidalvshyirons 100: BP hidn banh (30 2021)
4 W agaesisteanal: B2 3013 4. ¥ 1gnetitteinnt: BP hiénhanh(30.2021) " :
5. Duing, triag: DDOVN IV 5. Duing trfag: DDVN hién hanh (DBVN V)
10 | Laliclorid Cabi | ¥3-19566-13 |Congty obphin Fresenius | Cong ly cd phan Fresenius | 279&/TDIN  [1810612021 "Thay 48 t6n co s sin xuit duoc chat Kali clorid (dja |+ S KALIGath L5 Wineralrand Agricoliore 6mbd ,
Kabi Viét Nam Kabi Viét Nam didm sin xult khng thay d&i) (MIV-N3)
11 Vitmia B12 ¥D.30§64-18 |Cdng ty co phan Fresenivs | Cong ty c0 phan Fresenius 607&/TDTIN  [19/1002020 Thay doi tiéu chuan chat lwong thudc thinh phim khi cép [157 3§ ISP 42
Eadi 1600 meg Kabi Viét Nam Kabi Viét Nam it phién ban cia cing dwoe dién (MiV-N6)
1) Pbitriam VD-27011-11 | Cong ty<b phinduge Cang ty cb phan duge 2184TDTN 1310412021 Thay d3i tiéu chudn chit lugng duoc chit, th durge khi cdp |1 Tritm cirelon teetonid: 0 SP 38 1. Trita sinoloa teclonid: D§P 43
phim Quing Binh phim Quang Binh nhjt phién bdn cda ciing duge dién (MiV-N6) 2. Paraffin diu: BP 2013 2. Paraffin diu: BP 2020
3. Paraftin rén: BP 2013 3. Paraffin tin: BP 2020
4. Vaselin: DOVN IV 4. Vaselin: DBVN V
13 CelclorS00mg | ¥D-20692.14 Cang ty b phitn (Cong ty v phuin Euvipharm |~ 307/ TDTN  [18401/2421 Thay dif tiéu chuin chit lugng dwoe chit, th duge, thanh 1. Ceficlor morokydrat: [ 5P 32 1. Cefaclor monotydrat USP hign hanh (USP 43)
Euvipbara phém khi cép nhit phién ban clia cling dwoc dién (MEV- 2. ¥ atri starch glycolat: BP-1089 2. Natri starch glycolat BP hi¢n hinh (BP 2020)

N§)

3. Magnesi stearat: DOVNIV
4. Tiéu chudn thanh phim: USP 32

3. Magnosi stcarat DDVN hién hioh (DDVN V)
4. Tiéu chuln thinh phiim: USP 43

e ¥

w2 @




Cong ty Cb.phén Duge

NG Jieracilinizivs ag| YD-27100-11 | Cang ty'Ch phn Duge 3ZTVIDIN. [u6itinen Thay ddi dja.chi co s ding ky/MiV-NI -« 253 Diing ST Thanh Khé; Thanh phé Da Ning, Vit Nam 253 Diing ST Thanh Kisé, Phurbmg Thanh Khé Tay, Quin Thanh Khé, Thanh pht Da
Dansghs Disaghs Ning, Viét Nem

21 |bevesetinzivS.mg| VD-27101-17 . |Congty Chphan Duge  |Cong ty Cb phan Duge T32TVIDIN | |06hT2021 Thay 461 dia chi co s sin xuit thubc thanh phim/MiV- * | 253 Ding ST Thanh Khé, Thanh phd Da Nang, Viét Nam 252 Diing 1 Tharh Khé, Phtng Thanh Khé Ty, Quin Thanh Khé, Thanh phs Ba
D1arpie Dantpke K9 Ning, Viét Nam

141 Wagoesi-B6 VD -11762-17 . |Cbig ty C5 phn Duge. - | Congty C5 phin Duge 32TVIDIN.  [06/6142020 Thay d&i dia chi co s& diing ky/Mi V-N1 253 Diing ST Thanh Khé, Thanh ph Di Ning, Vigt Nam 253 Ditng ST Thanh Khé, Phudmg Thanh Khé Tay, Quin Thanh Khé, Thinh pht Da
Denephe Dintphs Nirg, Viét Nam

BT Wigoeri-B ¢ ¥D -21702-17 . |Cong ty Cé phiin Duge. - |Congty C& phian Duoe C32TUTDTN. 1600112012 Thay di ‘dia chi co s ein xut thudc thénh phdmyMiV- | 253 Diing Si Thanh Khé, Thanh phd Da Nang, Vigt Nam - 253 Diing S1 Thanh Khé, Phuong Thanh Khé Tay, Quin Thanh Khé, Thinh phd Da
: Danuphy Dinaphs K9 g Ning, Viét Nam

Y Welbidon VD-2111.03-17 |Cong ty CéphinDuoc  |Céng ty C3 phin Duge 327VIDIN  [esiornniil. Thay 431 dia chi oo 56 dang ky/MiV-N1 253 Diing ST Thanh Khe, Thinh ph D4 Nang, Viét Nam 253 Diing Si Thanh Khé, Phuémg Thanh Khé Tay, Quin Thanh Khé, Thanh phb Ba
Danagha Dinaphs . Niing, Viét Nam

s Welhidon . |, ¥3-21703-11 |Cbug ty Cb phn Duge - |Cang ty Co phin Duge 3TVTDIN.  |0600372022 Thay d5i djs chi co s sin xuit thubc thanh phanyMiV-_ | 253 Ding ST Thanh Khé, Thinh phd D4 Nang, Viét Nam 253 Diing S1 Thaoh Khé, Phurémg Thanh Khé Ty, Quin Thanh Khé, Thanh phd Da
Danapha Danaphs LE] R Niing, Viét Nam

45 ¥ ethopil V01667511 |Cong ty Cb phin Duge.  |Cong ty Co phan Dirge 3TVIDIN 0610772012 Thay doi djs chi oo sd dang ky/MiV-N1+ 253 Diing ST Thanh Khé, Thanh phé Da Nang, Viét Nam 253 Diing St Thanh Khé, Phutmg Thanh Khé Tay, Quén Thanh Khé, Thinh phd Da

Datapha Danspht Ning, Viét Nam : . .

R VD 36619-17  |Cong ty Cophan Duge. | Céng ty-C phan Dirgc 327UTDIN  Joshetnest Thay ddi djachi oo s sin xuat thudc thank phamvMiV-". | 253 Diing ST Tharih Khé, Thinh phd Di Néng, Viét Nam 253 Diing Si Thanh Khé, Phudng Tharih Khé Tay, Quin Thanh Khé, Thinh pho Pa
Daniphi Danephe ¥9 i 28 o Nirng, Viét Nam

168 Olrst VD.16068-17 |CongtyCphinDuge . | CéngtyCd phin Duoe 327UIDIN'. 0518712022 Thay 6 -dia chi cor sr ding ky/MiV-N1 . : 253 Diing 7 Thanh Khé, Thinh pht DA Ning, Viét Nam 253 Diing ST Tharh Khé, Phuromg Thanh Khé Tay, Quin Thanh Khé, Thinh phd Da
Brsephe Dissghs Ning, Vit Nam

148 0 linrol YD-26068-17 |Cong ty Cophan Duoe | Cong ty Co phian Do 327UTDIN. [16l917021 Thay 451 dia,chi co s sin xuit thube thinh phanvMiV- | | 253 Ding ST Thanh Khé, Thinh phd Da Nang, Vigt Nam 253 Dilng ST Thanh Khé, Phudng Thanh Khé Ty, Quin Thanh Khé, Thinh phd Ba
Dripha Diraphs . LE] Nirng, Viét Nam

IS0 | Papirern 1K ¥D-26681-17  |Cng'ty CphinDuoc. | Céngty C phin Duge 327UTDIN - [16/0772021 Thay 46i dja chi oo sy ding ky/MiV-N1 . - 253 Diing ST Thanh Khé, Thanh phé D4 Ning, Viét Nam 253 Diing Si Thath Ki, Phirdmg Thanh Khé Tay, Quén Thanh Khé, Thanh phb Da
Daraphs Deasphs N, Vict Nam

M| Papuasrin 2 % ¥9.16631.17 _|Cong ty Cophin Dwge | Céng ty C phan Duge 327VTDTN . pshtinele Thiy d&i ai.chicasésanxuéammscmij,hpw.mv- 253 Diing ST Thanh Khé, Thanh phé Da Nang, Viét Nam 253 Diing S Thanh Khé, Phuimg Thanh Khé Tay, Quin Thanh Khé; Thanh pho Da
D anaphs Danapht ! LE] . f Niing, Viét Nam

TR | Sayitid$07ag |7 VD 2668217 |Cong ty CS phin Dwrow. | Cng ty C&phiin Duoc 327UTDIN 0618172022 Thay d0i dia chi co s& ding ky/MEV-N1 253 Ding ST Thanh Khé, Thinh phé D4 Ning, Viét Nam 253 Dilng S7 Thanh Khé, Phutmg Thanh Khé Tay, Quén Thanh Khé, Thanh pht B
Danaphs Diniph . Ning, Vigt Nam

59 Selpiiid S0 ag ¥D-26602:17 [CongtyCo phan Duow.  |Céng ty Co phan Duec C327VTDTIN - Jo§i0762022 Thay 434 -dia chi 60 5 sam xuAt thube thanh pharvMiy- | 253 Ding St Thanh Khé, Thanh phé Da Nang, Viét Nam 253 Diing ST Thanh Kheé, Piuryng Thanh Khé Ty, Quin Thanh Khé, Thash phd Pa
Dianphe Dinapha Ny Niing, Vit Nam

156 | Leiawal VD-26681-17 |Cong tyCb phin Dusgw. - |Cong ty G phan Dt 3UTDIN 160172012 Thay di dja chi co s dang k§/MiV-NI 253 Dilng ST Thanh Khé, Thanh phb Da Nang, Viét Nam 253 Ding 51 Thanh Khé, Phudng Thanh Khé Tay, Quin Thanh Khé, Thanh phd Da
Dinspht Disapht Ning, Vigt Nam

CBs T T el ¥0-7668¢.17 |Cong ty Co phin Diege | Coing ty Co phéin Duge. INTVIDIN. [es/omianl Thay déi dia chi o s sin xuit thudc thafih phim/MiV- | 253 Diing ST Thanh Khé, Thinh phé Da Ning, Viét Nam 1253 Diing ST Thanh Khé, Phiromg Thanh Khé Tay, Quin Thanh Khé, Thanh phd DA
' Dssaphs Denaphs . ¥y Ning, Vit Nam

156 Todtliz" ¥D-11704-17 |Cong ty CO phin Duge . | Cong ty Cd phi Duoe 327VIDTN  [089112022, Thay d5i dja chi ca s dang ky/MiV-N1 253 Dilng St Thanh Khé. Thinh ph Da Nang, Vigt Nam 253 Diing St Thanh Khé, Phirdmg Thanh Khé Tay, Quan Thash Khé, Thanh phé Da
Danephs Baniphy : Ning, Viét Nam

ST Dedabn ¥T.27104:17  |Cang ty Chphan Duoe  |Cong ty C6 phanDwge .| .- 327UTDTN - [0s/01/201 Thay d6i diachicusésanxiﬁtmuécmhplﬁwwv-' 253 Diiing ST Thanh Khe, Thanh pho Da Nang, Viét Nam 253 Diing Si Thanh Khé, Phudmg Thanh Khé Tay, Quin Thanh Khé, Thanh phb Bi
Dazapht Danapht N9 U ) Ning, Viét Nam




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pdc lap - Ty do - Hanh phiic
S6: 15302e/QLD-BK Ha Noi, ngay 14 thang 11 ndm 2023
V/v thay d8i, bd sung dbi voi thube
d3 dugce cap GDKLH

Kinh giri: Cong ty C6 phin Dugc Danapha
Bia chi: 253 Diing St Thanh Khé, phuong Thanh Khé Tdy, quén T) hanh Khé,
thémh phé Déa Néng

Tra 101 hd so sb tiép nhén sb 1938¢/2023/TN/TT9I1 ngay 29/07/2023 va céc tai
liéu lién quan cua cong ty vé viéc thay dbi, bd sung dbi véi thube da duge cip gidy
dang ky luu hanh;

Can cir Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cia By Y té quy dinh
viéc ding ky luu hanh thudc, nguyen liéu 1am thudc;

Can cr Bién ban thAm dinh hd so thay dbi/bd sung cia cong ty, Cuc Quén 1y
Duogc ¢6 y kién nhur sau:

Bong y voi ndi dung dé nghi thay dbi, bd sung dugc phé duyét kém theo cong
vin ndy ddi véi thude Methopil, s6 ding ky VD-26679-17.

Ngoai n6i dung dugc phé duyét, cac noi dung khac glu nguyen nhu hd so ding
ky thudc luu tai Cuc Quan 1y Dugc.

Cac ndi dung thay dbi, bo sung néu trén duo'c thue hién ké tir ngay ky cong vén
nay. Riéng ndi dung thay dbi, sau 12 thang ké tir ngay ky cdng van nay, cong ty
phai thuc hién theo ndi dung thay dbi da duoc phe duyét.

Cuc Quén 1y Duoc thong bao dé cong ty biét va thuc hién ding cic quy dinh vé
dang ky luu hanh thudc. /.

J\If:ﬁtl nhén:. KT. CUC TRUONG
u trén;
- Cyc trudng (dé b/c); : PHO CucC TRUONG

- Luu: VT, KT ().

MNguyen Thanh Lam
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cap giky dang ky luu hénis S
" C#n cit Théng tu s6 68/2022[’1"1‘ -BYT ngay 05/’9:’2{}22 czxa Bp Y té quy
- dinh viéc dang ky lvu hanh thuéc, nguyén ligu lam thubc; Théng tu so
- 012018/TT-BYT ngy 18/01/22018 cia B§ Y ¢ Quy dinh ghi »-nhﬁn thu&c, B

~ =Vién kiém nghiém thudc TP. HCM;

BOYTE v cem HOAX XA HOI CHU NGBiA vzz'r NAM °

CUC QUAN LY BI}QC  Piclip- Tr,r do - Hanh pimc TR
sh Cf@(z !QLD»BK . Ha Né:, ag@z /!&} théng 6 mzm ,Z{}.{,
V/v thay déi, bd sung dbi véi thuéc
: d&dwc cap GBKLH

. Kmh giri: C(;mg ty b phan duge Danapha
e ﬁxa chi: 253 Dtmg Si Thanh Khé - Quan 'Ihanh Khé - Tp f}é Nﬁng

Cue Quan Iy Dum: nhéin duqc h& ser sé he:p ohién wssmm ngady

05/01/2022 cua cong ty vé vige bb sung hé s se twp nhan 6945/1’9’1‘14 ngay
iSf 11/2020 vé viée thay dé;, b& sung d6i véi thuoc sén xudt tmng nude da mmfc

nguyen fiéu lam thudc va t huéng dinstdung;

Can ot két ludn taz Bién ban thdm dinh ho so thay doxibo suzzg cla cong k o

ty, Cue Quén Iy Duoc ¢6 ¥ kién nhu sau: N
Ddng y vé viée thay a6i to huéng din six dz,mg, thay déi tidu ehugn chat gea
. g .huan chat -/

lugng dugce chét, ta duge; thay doi quy trinh phén tich trong
lugng thanh phim va bd sung c& 16 sin xudt thuﬁe thé.nh ph 40i v

: Metheyﬂ sb ding ky: VD-26679-17. -~ ..

- Béng so sénh ndi dung da duge phé duy@t vérx ndi dung d& nghi thay dm,

- mau nhén v 1 huéng dan st dung thay &ox {iut;c dong dau xé4c nhén cla Cue '
- Quan ly Duge kém theo Cong viin nay
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