CONG TY CPDUQCPHAM - CONG HOA XA HOI CHU NGHIA VIET NAM
KHANHHOA Déc lip —Fu-do =Hanh phic

S6: 1289 /CP-DP : Nha Trang, ngc‘zyo?.g thang A4 nam 2024
V/v: Xin thay doi thong tin s0 ddng ky
gia han madt hang tring thau

Kinh gii: -S&Y té :
Dong kinh géi: - Céc Bénh vién, Trung tim Y té
Cong ty cb phén dugc phidm Khénh Hoa da tring thiu mit hang Katrypsin Fort do

Cong ty san xuét va da dugc Cuc Quan Iy Dugc bd sung gia han sé ding ky, cu thé nhu
sau:

STT Tén hoat chit, him Tén thube S6 ding ky tring S6 dﬁng:l_(y
Irgng thau thay doi
Alphachymotrypsin Katrypsin
1 8.4001U Boo VD-20759-14 | 893110848424

(Pinhkém: B
-Bén sao Quyét dinh gia han gidy déng ky Iwu hanh cia Cuc Quén 1y Dugc)
Chinh vi vdy, Céng ty c6 phin duge phim Khénh Hoa kinh d& nghi Quy don v cho

phép Cong ty chiing t6i duge cung ltng mt hang trén theo s ding ky gia han véi cdc tiéu
chuén khac khong doi so v6i hd so du thiu

Trén trong kinh chao./.
Dai di¢n hop phap ciia nha thiu.
Noi nhdn:
- Nhu trén. PHO TONG GIAM BOC
- Luu TC, KD
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. Ien thUocﬁ '_
Name of. Drug

| ~—-_@Thanh phan chmh haml ong
" Active Ingredrents Strenglh

Qur cach dong goi, bao.
Packmg sze : Dosage form

- -Katrypsm Fort

"'_',Aa‘dress 3
: :_Ten co' s& dong go; :
: _Name ofAssemble

'."_'Bla Chl
{'3"Address

' Gh: chu (Note)

déng ky thudc da duoe Bo Y té phé duyet 4
This markefmg authorization has been issued in accordance wﬂh thé‘
_approved by the Vietnam Mm:stry of Health :
- 2- Bat clr sy thay @i ndo ve nodi dung coa g:ay phep phas '._ s £

Cuc Quan e dU’Q’C B0 Yte Xac nhan: E e TRU’O’NG QUOC CU’O’NG

- Any vana!:ans of the contents of the marketmg aufhonzatlon are reqmred to bet=
- adopted by the Drug. Admmfsrra!ian of Vietnam_ e
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\ BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
UANLY.DUQC DPielap - Tu do - Hanh phiic -

SAKHANH HOA /57
WGO'} /QD-QLD Ha N¢i, ngay 23 thdng 08 ndm 2024

QUYET DINH
Ve viéc ban hanh Danh mye 730 thudc san xuit trong nuée
dwge gia han gidy ding ky Ivu hanh tai Viét Nam - Dot 208

CUC TRUONG CUC QUANLY DUQC

Can cit Lugt Dirgc 56 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh 50 ' 95/2022/NP- -CP ngay 15/11/2022 cia Chinh phii quy dinh
chitc ndng, nhiém vy, quyen han va co cdu 16 chite ciia B Y 1é;

Cdn ciz Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cia B trudng B Y 1 quy
dinh chikc ndng, nhiém vy, quyén han va co cau 16 chie eiia Cue Qudn I Duge thude
Bj Y té;

Céan cir Thong tu 56 08/2022/T T-BYT ngay 05/09/2022 ciia B trudng B Y té
quy dinh viéc ding ky heu hanh thudc, nguyén liéu lam thube;

Can cir két Iuén cua Hpi dong tw van cap gidy Zing ky lwu hanh thube, nguyén
ligu lam thubc - B3 Y té dot 208 1gi Cong van so 72/HDTV-VPHD ngay 24/7/2024 ciia
Vin phong Hoi d‘ong tur vén cdp GDKLH thuée, nguyére ligu lam thubc;

Theo d@é nghi cia Ty rueng phong Ding ky thuoe, Cuc Quén Iy Dzro’c

QUYET BINH.

Piéu 1. Ban hanh kém theo Quyet dinh ndy danh muc 730 thuéc san xuét trong
nuée duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 208, cu the

1. Danh myc 453 thubc san xuét trong nuée duge gia han gidly ding ky luu
hanh hiéu lve 05 nam (Phu luc I kém theo).

2. Danh muc 219 thube san xuft trong nuée duge gia han gidy ding ky luu
hanh hi€u Iirc 03 nim (Phy luc II kém theo).

3. Danh muc 58 thudc san xuét trong nuée duge gia han gidy ding ky luu hanh
hiéu Iuc dén 31/12/2025 (Phu luc 11T kem theo).

Piéu 2. Co s6 san xuit va co s& dang ky thubc c6 tréch nhiém:

1. Sén xuat thudc theo ding cac h6 so, tai liéu d& ding ky v6i BO Y té va phai
in hoic d4n s6 dang ky dugc B Y té Viét Nam cép 1én nhan thudc.

2. Chi duoc san xuit, dua ra Iru hanh céc thube kiém soét dic biét khi c6 Gidy
ching nhén du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai kiém soét
ddc biét phu hop v6i pham vi hoat dong ciia co s& dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phd quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luit Duoc.

3. Thuc hién viéc cdp nhét tiéu chudn chit lwong chia thube theo quy dinh tai
Théng tu ) 11/2018/TT-BYT ngay 04/5/2018 ctia B) trudng B Y té quy dinh vé
chét hrong thubc, nguyén licu lam thudc.

4. Thubc duge gia han gify dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhat ndi dung nhin thubc, to huéng din si dung thubc theo quy dinh
ciia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia Bé truéng Bd Y té thi phai thuc
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(=] co l’lhj\& \‘Lhat theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tu SO 01/2018/TT- BYT
DUOC 101 han 12 théng ké tir ngay duoc gia han glay dang ky Iuu hanh.
5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cdc thude duoc gia han
g ky Iuu hanh theo Quyét dinh nay c6 thay @i v& ndi dung hanh chinh phai
xuét va luu hanh vé6i céc ndi dung da duoc phé duyét thay dbi trong hd so gia han.
6. Co s¢ dang ky thubc phai bio dAm duy tri didu kién hoat dong trong thdi gian
hiéu luc cua gidy déng ky luu hanh thube, nguyén liéu lam thubc. Trong truong hop
khong con dap tmg du diéu kién hoat dong, co s¢ ding ky phai ¢ trach nhiém thuc
hién thay dbi 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 di diéu kién hoat dong.

7. Co s& san xuét thudc phai bao dam cac diéu kién hoat dong ciia co s& san
xuét trong thoi han hidu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc tch
tuc st dung so dang ky da cap trude khi gia han trong thoi han t61 da 12 thang ké tix
ngay dugc cap sO dang ky gia han theo quy dmh tai Phu Iuc VI ban hanh kém theo
Thong tur s6 08/2022/TT-BYT.

9. Phéi hop véi céc co s& didu tri @ thuc hién theo ding céc quy dinh hién
hanh v& thubc ké don, theo doi an toan, hiéu qua, tdc dung khong mong mubn cua
thubc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Pidu 5 Thong tur sb
08/2022/TT-BYT &6i véi céc thuoc trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh nay c6 hi¢u luc ké tir ngdy ky ban hanh.

Piéu 4. Gidm dbc S¢ Y té cac tinh, thanh pho truc thude Trung wong va Gidm
dbe CO SO san xut va co s& ding ky c6 thube tai Didu 1 chiu trdch nhiém thi hanh
Quiyét dinh nay./.

Noi nhin:

- Nhu Piéu 4; ‘

- BT. Do Hong Lan (d8 b/c);
- TT. D6 Xuan Tuyén (dé b/c); I3
- Cyc Quan y - B4 Qudc phong, Cuc Y té - B§ Cong an; | °
- Cuc Y t& GTVT - B4 Giao thdng vén tii;
- Téng Cuc Hai quan - B Tai chinh;

- Bo hiém x4 hdi Viét Nam; 5 £ a
-B§ Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cuong
B9, Vin phong HDTV cap GDKLH thue, NLLT;

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

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

- Cac Bénh vién, Vién c6 giudng bénh tryc thuée B6 Y té;

- Trung tdm mua sam tap trung thudc québc gia;

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

Website;

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

CUC TRUONG




-/ DANH MU C
CO PHAN
DUJC PHAM

Phu luc IT

HUOC SAN XUAT TRONG NUGC PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - DOT 208 % .
(Klem theo Quyét dinh s6 607 /OP-QLD ngay 23  thdng 08 ném 2024

cua Cyc Quan Iy Duroc)
\__:._...w i
STT Tén thube Hoat chit chinh - Dang bao ché | Quy cich dong g6i | Tidu | Tubi S6 ding ky | S6
Ham lrgng chuén | tho gia han lin
(thdng)| (S6dingky | gia
dicip) | han
@) P 6) @ 6) ©® | O ® ©)

1. Co'sé déing ky: Cong ty C6 phin Duge - Vit Tu

Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

1.1. Co'sésin xuit: Céng ty ¢b phin Duge = V4t tw y té Nghé An

Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

y té Ngh# An (Dia chi: S8 68 dudng Nguyén Sy Sach, Phudng Hung

(Pia chi: 86 68 dudng Nguyén Sy Séch, Phudng Hing

1 |Neuronal DNA

Vitamin B1 125mg;
Vitamin B6 125mg;
Vitamin B12 125pg

(meg)

Vién nén bao
phim

Hop 10 vix 10 vién

NSX

24

893110842424
(VD-32108-19)

1

2. Co'sé ddng ky: Cong ty cd phan Duotc - Vit tir

Thanh Héa, tinh Thanh Héa, Viét Nam)

2.1. Co s& sin xuit: Cong ty ¢b phin Dugc - Vit tur

Trao, thanh ph6 Thanh Héa, tinh Thanh Héa, Vigt Nam)

y té Thanh Héa (Dia chi: S6 232 Tran Pht, phudng Lam Son, thinh pho

y té Thanh Hod (Dja chi: S8 04 dudng Quang Trung, phudng Ngoc

microkatals hosc
4200 USP
chymotrypsin Unit)
4,2mg

x 10 vién; Hop 50
vix 10 vién; Hop
100 vi x 10 vién;

-|Hop 2 vi x 10 vién;

Hop 5vix 10 vién

2 |Berberin Berberin clorid 10mg|Vién nén Lo 50 vién; Lo 100 | NSX 36 |8931 00842524 | 1
‘ vién; Lo 200 vién (VD-24397-16)

3 |Hovinlex Cyanocobalamin Viénnénbao |HOp 10vix 10vien [DDVN | 36 [893110842624 | 1
Img; Pyridoxin phim v (VD-33261-19)
hydrochlorid
100mg; Thiamin
nitrat 200mg

4 |a-Thepharm Chymotrypsin Vién nén Hoplgéix2vix |DDVN | 24 |893110842724| 1
(twong ting véi 21 10 vién; Hop 10 vi v (VD-17647-12)

3. Co sé déing ky: Céng ty cb phin dugc A

Minh, Viét Nam)

3.1. Co sé san xuét: Cong ty ¢6 phin duge A

Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

pimed (Bia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd Hb Chi

pimed (Dja chi: Pudng N1, cum céng nghiép Phti Thanh — Vinh Thanh, xa

5 |Fortapi 500 L-Ornithin L- Vién nén Hop2vix 10vién, | NSX | 36 [893110842824 | 1
Aspartat 500mg Hop 3 vi x 10 vién, (VD3-129-21)
Hgp 5 vix 10 vién,
Hép 10 vix 10 vién
6 |Para-Api 325 Paracetamol 325mg |Thudc bst Hop 20 géix 2g; NSX | 36 (893100842924 [ 1
ubng Hop 30 géi x 2g (VD-31501-19)

4. Co'sé diing ky: Céng ty c6 phan dugc ATM (Pia chi: VP 26, ting 26 toa elip,

Déng, thanh phd Ha N¢i, Viét Nam)
4.1. Co s& sén xuét: Céng ty ¢ phin Dugc Ha Tinh (Dia chi: 167 Ha Huy Tép, Tp. Ha Tinh, tinh Ha Tinh, Viét Nam)

110 Tran Phu, phudng Mg Lao, quin Ha
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LY| c(Répthude-\ | Hoat chdt chink - | Dang bao ché Quy cich déng géi | Tieu | Tubi | SG dingky 86
3 | cO PHAN o Ham lugng ' chuén | tho gia han lin
*\ PUYC PHAM |+ ] - (thang)| (S6 dingky-
B\ KHANH HOA /5 dicip) | han
. O/ 3) @ ®) ©®© [ O ®) @)
53 1Sufidmd. = Amoxicilin (duéi  |Vién nén bao |Hop 3 vix 5 vien NSX | 24 893110847624 | 1
dang Amoxicilin phim (VD-31695-19)
trihydrate) 500mg;
Sulbactam (dudi
dang Sulbactam
pivoxil) 250mg
54 |Vitamin A-D Vitamin A (Retinyl |[Vién nang Hop1vi,3vix30 | NSX 36 1893110847724 | 1
palmitat) 5000IU;  [mém vién | (VD-31111-18)
Vitamin D3
(Colecalciferol)
4001U
55 |Zydvita Acid ascorbic 100mg |[Vién nén phén |Hop 10 vix 10 vién | NSX 24 1893110847824 | 1
tén (VD-32832-19)

22. Co'sé ding ky: Céng ty C§

tinh Péng Thap, Viét Nam)

22.1. Co s6'sén xuét: Céng ty C$

Lénh, tinh Déng Thap, Viét Nam)

phén Duge phim Imexpharm (Dia chi: S6 4, dudng 30/4, phudng 1, thanh phé Cao

phén Dugc phidm Imexpharm (Pia chi: S5 4, dudng 30/4, phudng 1, thanh phd Cao Lanh,

56 |Sparenil 60

Alverin citrat 60mg

Vién nén

Hop 3 vix 10 vién

NSX

893110847924
(VD-27906-17)

24

1

22.2. Co sé' san xuét: Chi nhdnh Cén
Léc (Pia chi: L6 B15/I-B16/I dudn

H Chi Minh, Vigt Nam)’

g ty ¢ phin dugc phim Imexpharm — Nha mdy khang sinh Céng nghé cao Vinh
g 2A, khu c6ng nghiép VTnh‘Lr_"Jc, phudng Binh Hing Hoa B, quan Binh Tén, thinh pho

57 |Lanam DT 200

mg/ 28,5 mg

Acid Clavulanic
(dudi dang Kali
Clavulanat - Avicel
(1:1)) 28,5mg;
Amoxicilin (dudi
dang Amoxicilin
trihydrat compacted)
200mg

Vién nén phén
tdn

Hopltiix2vix7
vién

BP
hién

hanh

24 . 1893110848024

(VD-33453-19)

58 |Lanam DT 400

mg/ 57 mg

'|Acid Clavulanic

(duéi dang Kali
Clavulanat - Avicel
(1:1)) 57mg;
Amoxicilin (dudi
dang Amoxicilin
trihydrat compacted)
400mg

Vién nén phéin
tan

Hop1tiix2vix 7
vién

BP
hién

hinh

893110848124
(VD-33454-19)

24

59 |Niflad ES

Acid Clavulanic
(dudi dang Kali
Clavulanat két hop
v6i Avicel 1:1)
42,9mg; Amoxicilin
(dudi dang
Amoxicilin
trihydrat) 600mg

Vién nén phan
tdn

Hép 1thix2vix7
vién; Hop 1 ti x 3
‘|vix 7 vién; Hop 1
i x 4 vi x 7 vién,
i nhém

BP
hién

hanh

893110848224
(VD-33455-19)

24

23. Co st ding ky: Cong ty c6 phan dwgc phim Khanh Hoa

thanh phé Nha Trang, tinh Khénh Hoa, Viét Nam)

(Pia chi: S6 74 dudng Théng Nhit, phudng Van Théng,
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N Hogt chat chinh - [ Dang bao ché | Quy cich dong goi | Tiea | Tudi | S2 dang ky | S6
"fo\ Ham lugng chun | tho gia han lin
CO PHAN, , \~ (thing)| (S6 dingky | gia
UJC PHAM /%] _ - . dicip) | han
KN By /57 ® @ & @1l ® 16
s6' & t: Cong ty 6 phan dugc phAm Khanh Hoa (Bia chi: Dudng 2/4, khém Déng Béc, phuong Vinh Hoa,
tha rang, tinh Khanh Hoa, Vigt Nam)
60 |Calcium Calcium lactate Vién nén Hop 3 vix 10 vién, | USP- 36 (893100848324 | 1
pentahydrate (twong Hép 6 vix 10 vién, NF (VD-33457-19)
duong calcium Hép 10 vix 10 2023
(Ca2+) 39mg) vién; chai 100 vién,
300mg chai 200 vién, chai
500 vién, chai 1000
Vién
61 [Katrypsin Fort Alphachymotrypsin |Vién nén Hop 10vix 10 NSX 24 893110848424 | 1
8400IU vién, vi nhém/PVC (VD-20759-14)
ho#c nhém/Alu
coldforming

24. Co's& ding ky: Céng ty cb phan dugc phim Liviat (Dja c

Nghe, Quén 1, Thanh phé Hb Chi Minh, Viét Nam)

24.1. Co s6'san xuit: Cong ty cb phin Duge phim Phong Phii - Chi nhénh nha m4y Usarichpharm (Bia chi: L

dudng s6 8, Khu cdng nghiép Tén Tao, Phudng Tan Tao A, Quén Binh T4n, Tp. H Chi Minh, Vigt Nam)

hi: Téng 46 Tda nha Bitexco, S6 2 Hai Tridu, Phudng Bén

8 sd 12,

62

Fomaso 5 mg

Aripiprazole 5mg

Vién nén

|Hop 3 vix 10 vién

USP 39

36

893110848524 | 1
(QLDB-740-18)

- 25. Co' sé diing ky: Céong ty cb

Bén Cit, Tinh Binh Duong, Viét Nam)

25.1. Co sé sin xuit: Céng

Bén Cit, Tinh Binh Duong, Viét Nam)

phan dugc phdm Me Di Sun (Dia chi: S5 521, Khu

ty cb ph?m dugc phfimMeADi Sun (Pia chi: S6 521, Khu

phé An Loi, Phudng Hoa Loi, Thi xa

phé An Loi, Phudng Hoa Loi, Thi xa

63 [Dextusol Eucalyptol 100mg; |Vién nang Hop 10 vix 10 vién | NSX 36 [893100848624 | 1 °
Menthol 0,5mg; mém [(VD-32522-19)
Tinh diu Gimg
0,5mg; Tinh diu

: Tén 0,18mg

64 |Galfit Acid Vién nang Hop Svix 10 vién, | NSX 36 893110848724 | 1
ursodeoxycholic ciing Hop 10 vi x 10 vién (VD-33476-19)
500mg

65 |Medi-Calcium  [Ong 5ml chira: Dung dich Hop 20 éng x 5ml NSX 36 1893110848824 | 1
Acid ascorbic ubng | (VD-27936-17)
362,2mg; Calci
carbonat 64,1mg; L-
Lysin monohydrat
1273mg

66 |Vitamin A-D Vitamin A 5000IU; |Vién nang Hop 10vix 10 NSX 36 893110848924 | 1

; Vitamin D3 500IU  |mém vién, Chai 100 vién (VD-20770-14) :

67 |Vitasun Ong 10ml chira: Dung dich Hop 20 6ng x 10ml | NSX 24 1893110849024 | 1
Acid folic 500ng ubng (VD-33160-19)
(meg); Sét nguyen 16
(dudi dang phuc hop
Sét (1) hydroxid
polymaltose) 50mg




