CONG TY CPDUQC PHAM  CONG HOA XA HQI CHU NGHIA VIET NAM

KHANH HOA Poc lap — Tw do — Hanh phiic
s6:4%5 /cp-DP Nha Trang, ngay 4,2 théng M niim 2024

V/v: Xin bé sung thong tin so dang ky
gia han mdt hang trung thau

Kinh guri: - S&Y té tinh Ninh Thusn

Cén ctr Quyet dinh s6 08/QD-SYT, ngay 05 thang 01 nim 2024 cia Giam doc S& Y té
tinh Ninh Thuén v€ viéc phé duyét két qua lya chon nha thiu G6i sb 01: Géi thdu thube
Generic va vic xin nim 2023 '

Cong-ty co phan dwgc pham Khanh Hoa da tring thau mgt hang Katrypsin Fort do
Cong ty san xuét va da dugc Cuc Quan Iy Dugc bd sung gia han sé dang ky, cu thé nhu sau:
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S6 £ So lwgng
" K, =+ diang £ 4w . S lwgng dé
STT Tén hoat chat, ham Tén thubc ky So dangxl.(y lu’(;mg da nghi
lrong , thay doi tring ’
trang thiu cung thay
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con lai
Alphachymotrypsin | Katrypsin VD-
1 phachymotryp IYPSIL 50759~ | 893110848424 | 61.000 | 39.000| 22.000
8.400IU Fort 14 '
(Pinh kém:

-Danh muc phan b6 theo tirng don vi;
-Bén sao Quyét dinh gia han gidy ddng ky luu hanh cia Cuc Quan ly Dugc;

Chinh vi vay, Céng ty c¢b phin dugc phim Khanh Hoa kinh dé nghi Quy don vi cho
phep Cong ty ching to1 dugc cung tmg mat hang trén theo s6 dang ky gia han vdi céc tiéu
chuin khac khong dbi so v6i hd so du thiu

Tran trong kinh chao./.
Dal dlen hop phap ciia nha thiu L
Noi nhgn:
i ez HO TONG GIAM P
- Nhu trén. " 100562 6 TON oc

- Luu TC, KD



DANH MUC PHAN BO THEO TUNG DON VI (DVT: Vién)
(Pinh kém cong vin s6 1§F>7CP-DP ngc‘lyaag/ 1/.72024 ciia Céng ty CPDP Khdnh Hoa )
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ST | Tedmvi | tdudogephin | SoammhOl | Sy oo
1 | e Y t€ huyén 16.000 5.000 11.000

2 | ung Am X t¢ huyén 20.000 9.000 11.000

3 %ﬁlﬁﬁ;‘mﬁf t€ huyén 25.000 25.000 0
Téng cong 61.000 39.000 22.000
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Marketrng Aufhonzat:on Number : .

S6 quyet dinh Sl o QQBIQB QLD - Ngay'cap; 12/6/2014
Approval Decision Number:- == == = Date of Issuance;

Hiéu lwc clia giay phep Ity héanh sén pham co gza tri 05 nam ké tu ngay cap
Exprrat.*on Date of this Marirer:ng Authorization;

Tén co.s& dang ky  :  Céngty cé phan dwoc phdm Khanh Hoa
Name of Marketmg Authorization Holder : i

Dia chi _ : 82 Théng Nhat, TP. Nha Trang, Khanh Hoa - Viét Nam
Address: (B> . j : 5 B,
Tén co s& san xuét % C_6'hg ty 06 phan dwe'c pham Khanh Hoa

Name of Manufacturer: T

Piachi - _ T E)u*o’ng 2 ihang 4, P. Vinh Hoa, TP, Nha Trang, Khanh

Address:Sn e =t ' : _Hoa Vlet Nam
Tén co sé dong géi S :
Name of Assembler : ==

Bia chi
Address:.
Ha Noi, ngay 12 thang 6 nam 2014,
CUC TRU'ONG CUC QUAN LY DUQC
GENERAL DIRECTDR OF THE DRUG ADMINISTRATION OF VIETNAM
7
Ghi chu: vote) T
1- Gidy phép ltru hanh san phém nay duoc cip theo GLfng ho sor :
- d&ng ky thudc da dupc B Y té phé duyét ’; = e /

This markeling aumaﬂzabon has been issued in accordance with the* docsm?r
approved by the Vietnam Mamsfryof Health

2- Bt ctr sy thay doi nao vé ndi dung ciia gidy phép phai Gu oc . -
Cuyc Quan ly duge - Bo Y t& xéc nhan. TRUFONG QUOC CUDNG

Any varialions of the conlenis of the markeling autharization are reguired fo be
adopled by the Drug Administration of Vietnam
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ch PHANCUC QUAN LY DUQC Poclap ~Tu-do.- Hanh phic . .
DUGC PHAM /g } :
S\KHANH HO4 £97 607 /QD-QLD Ha Néi, ngay 23 thdng 08 ndm 2024
O
e 7%
QUYET BI

vé viéc ban hanh Danh muc 730 thubc sin xuit trong nudc
dwoe gia han gidy ding ky Iu hanh tai Viét Nam - Dot 208

CUC TRUONG CUC QUANLY DUQC

Cén cir Ludt Dugc s6-105/2016/QH13 ngay 06/472016;
Cén cie Nghi dinh s6 95/2022/ND-CP ngay 15/1 ]/2022’01161 Chinh phii quy dinh
chitc ndng, nhiém vy, quyén han va co cdu 16 chire ciia B Y 16;

Cén ciz Quyét dinh s6 ]969/QD-BY T ngay 26/4/2023 cila BG truéng Bo Y 16 quy
dinh chu’c néing, nhiém vy, quyén han va co céu t6 chiee ciia Cuc Qudn Iy Dugc thuge
By Y té;

Cdn ciz Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng Bo Y 16

quy dinh viéc ddng ky luu hanh thube, nguyén liéu lam Hhudc;

Cdin cir két lugn cua Hoi déng tw van cap gidy Ting ky heu hanh thuoc, nguyen
ligu Iom thudc - B3 Y 16 dot 208 tai Cong vdn s0 72/HDTV-VPHD ngay 24/7/2024 cia
Van phong Hpi dong tir vén edp GPKLH thudc, nguyén liéu lam thube;

Theo @ nghi ciia T ruong phong Diéng ky thuoe, Cuc Quén I Duoc.

S ‘ QUYET DINH:

Piéu 1. Ban hanh kém theo Quyet dinh nay danh muyc 730 thudc sén xuét trong
nuéc dugc gia han gify dang ky lwu hanh tai Viét Nam - Dot 208, cu the

1. Danh myc 453 thudc san xuét trong nuéc dwgc gia han gidy ding ky hru
hanh hi€u lyc 05 nam (Phy luc I kém theo).

2. Danh muc 219 thubc san xuét trong nuée duvoc gia han glay déng ky luu
hénh hiéu Iyc 03 nim (Phy luc II kém theo).

: 3. Danh muyc 58 thubc san xuit trong nude dugc gia han gify ding ky luu hanh
hiéu luc @én 31/12/2025 (Phy lyc III kém theo). "

Pidu 2. Co s0 san xut va co s& dang ky thudc c6 trach nhiém:

1. San Xuat thudc theo dung cac hd so, tai liéu d4 ding ky v6i BO Y té va phai
in hoic dén s6 ding ky dugcBOY t& Viét Nam cép 1én nhan thudc.

2. Chi dugc sin xuét, dua ra Iuu hanh cdc thubc kiém soét dic biét khi c6 Gidy
chirng nhan dt didu kién kinh doanh duoc pham vi kinh doanh thuéc phai kiém so4t
dac bigt phi hop v6i pham vi hoat dong ciia co s& dap tng quy dinh tai khoén 5 Piéu
143 Nghl dirih s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phit quy dinh chi tiét mét
56 diéu va bién phép thi hinh Luat Dugc.

3. Thyce hién viée cip nhit tiéu chudn chét lrong ciia thubc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 ctia BS truéng Bo Y te quy dinh vé
chét lirgng thubc, nguyén liéu lam thube.

4. Thubc dugc gia han gify dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cap nhat noi dung nhin thubc, t& huéng din sir dung thubc theo quy dinh
ctia Thong tr 01/2018/TT-BYT ngay 18/01/2018 ciia B§ trwéng B Y té thi phai thyc
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| * DU’OC PiORg) fthﬁxh‘l han 12 thang ké tir ngay duoc gia han gxay ding ky Tuu hanh.

KHANH HOA /55

. Sau 12 thang k& tir ngay ky ban hanh Quyét dinh nay, cac thudc dwoc gia han
ang ky Iuu hanh theo Quyet dinh nay c6 thay ddi vé& ndi dung hanh chinh phai
xut va huu hanh véi cic ndi dung da duge phé duyét thay dbi trong hd so gia han.

- 6. Co so dang ky thudc phai bao dam duy tr didu kién hoat ddng trong thdi gian
hiéu Iyc ciia gidy ding ky luu hanh thubc, nguyén lidu lam thube. Trong trudng hop
khong con dap tng du diéu kién hoat dong, co s¢ ding ky phai c6 trach nhiém thwc
hién thay déi co s& ding ky theo quy dinh tai Thong tir s§ 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 xuit thubc phal bao dam céc didu kién hoat déng clia co s& sin
xuft trong thoi han hidu lyc cia gidy dang ky huu hanh thudc, nguyén liéu 1am thuoc

8. Cac thuoc duogc gia han gidy déng ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung so dang ky da cAp trudce khi gia han trong thdi han t6i da 12 thang k& tir
ngdy dugc cap sO déng 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 dé thue hién theo ding cic quy dinh hién
hanh v& thubc ké don, theo doi an toan, hiéu qua, tic dyng khong mong mubn cia
thubc trén ngudi Viét Nam va tong hop, béo cio theo quy dinh tai Piéu 5 Thong tir sb
08/2022/TT-BYT d6i véi céc thuoc trong Phu Iyc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh ndy c6 hi¢u Iyc ké tir ngdy ky ban hanh.

Piéu 4. Gidm dbc S& Y té céc tinh, thanh phé truc thude Trung wong va Gidm
ddc co s& san xult va co s ding ky c6 thube tai Didu 1 chiu trach nhiém thi hanh

Quiyét dinh nay./.

Noi nhan:

- Nhu Diéu 4; 9
- BT. Pao Hong Lan (dé blc); cuc
- TT. D6 Xuin Tuyén (de bl/c); 3 cuin

- Cuc Quan y - B6 Qudc phong, Cuc Y t& - Bo Céng an; |} AN ?‘
-Cuc Y t8 GTVT - Bd Giao thong van tai; \&\ BUdes
- Téng Cuc Hai quan - B6 Tai chinh;
-Bao hlem x4 hoi Viét Nam; _
-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB Thanh tra
B9, Vin phong HDTV cap GPKLH thuée, NLLT;

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

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

- Céc Bénh vién, Vién c6 giudng bénh tryc thuge B Y té;
- Trung tdm mua sam tp trung thuc qudc gia;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website; '

- Luu: VT, DKT (C.H) (02b).
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Phu luc I1

TAIVIET NA.M HIEU LUC 03 NAM - BQT 208

THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY PANG KY LUU HANH

e s g e D

ém theo Quyét dinh sé 607 /QP-QLD ngay.. 23 thing 08 ndm 2024
cua Cyc Qudn Iy Dioc)
STT Tén thube Hoat chét chinh - Dang Béo ché | Quy cich déng g6i | Titu | Tudi S6 ding ky §6
Ham luwgng chuin tho gia han lan
(thdng)| (S dingky | gia
da cﬁp) han
4] @ &) @ ) © U @) (&)

1. Co sé diing ky Cong ty Cb phin Dugc - Vit Tr

Phiic, thanh phé Vinh, tinh Nghe An, Vit Nam)

-1.1- Co's6-san xuit: Cong- ty c6-phin Durge=Viattir

Phtic, thanh pho Vinh, tinh Nghé An, Viét Nam)

y té Nghé An (Pja chi: S6 68 dudng Nguyén Sy Séch, Phudng Hung

y té Nghé A"ﬂ"‘(’Bi’a chi: 5668 'dliiiijg"N"gﬁygﬁ S¥ Sach, Phudng Himg

1 [Neuronal DNA

Vitamin B1 125mg;
Vitamin B6 125mg;
Vitamin B12 125ug
(mcg)

phim

Vién nén bao

Hop 10 vix 10 vién

NSX

24 1893110842424

(VD-32108-19)

2. Co's& diing ky: Cong ty cb phan Dugc - Vit tir

Thanh Héa, tinh Thanh Héa, Viét Nam)

2.1. Co s& san xuit: Céng ty cb phén Duwgc - Vit twr

Trao, thinh phd Thanh Héa, tinh Thanh Hoa, Viét Nam)

y té Thanh Héa (Dja chi: S6 232 Trin Phi, phudng Lam Son, thinh phé

¥ té Thanh Hos (Bia chi: S6 04 dudng Quang Trung, phudng Ngoc

2 |Berberin Berberin clorid 10mg|Vién nén Lo 50vién; Lo 100 | NSX 36 893100842524 1
vién; Lo 200 vién (VD-24397-16)

3 |Hovinlex Cyanocobalamin Viénnénbao [Hop 10vix 10vien [DDVN [ 36 |8931 10842624 | 1
Img; Pyridoxin phim .V (VD-33261-19)
hydrochlorid
100mg; Thiamin
nitrat 200mg

4 |o-Thepharm Chymotrypsin Vién nén Hop 1 g6i X2vix |DDVN | 24 |893110842724 | 1
(tuong g véi 21 10 vién; Hop 10 vi A% (VD-17647-12)
microkatals ho#ic x 10 vién; Hop 50 :

4200 USP vix 10 vién; Hop

chymotrypsin Unit) 100 vi x 10 vién;

4,2mg Hop 2 vi x 10 vién;
Hép 5 vix 10 vién

3. Co s diing ky: Céng ty cb phin dugc A

Minh, Viét Nam)

3.1. Co s& san xuét: Cong ty cd phin dugc Apimed (Dja chi: P

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

udng N1, cum céng nghiép Pht Thanh — Vinh Thanh, xa

pimed (Pia chi: 263/9 Ly Thubng Kiét, Phudng 15, Quan 11, Thanh phd Hb Chi

5 [Fortapi 500 L-Ornithin L- Vién nén Hop 2vix 10 vién, | NSX 36 (893110842824 1
Aspartat-500mg 1Hop 3 vi x 10 vién, ) (VD3-129-21)
Hop 5 vix.10 vién,
Hoép 10 vi x 10 vién
6 |Para-Api 325 Paracetamol 325mg | Thudc b6t Hoép 20 gbix 2g; NSX 36 1893100842924 | 1
ubng Hop 30 géi x 2g (VD-31501-19)

4. Co s& diing ky Céng ty 6 phén dugc ATM

Déng, thanh phé Ha Noi, Viét Nam)
4.1. Co s san xuit: Céng ty 8 phin Duwoc Ha Tinh (Pja chi: 167 Ha Huy Tép, Tp. Ha Tinh, tinh Ha Tinh, Viét Nam)

(Pia chi: VP 26, thng 26 tda elip, 110 Trin Phu, phudng M¢ Lao, quin Ha




9

A2 éﬁﬁ@ .. | Hoat chét chinh - Dang bao ché

Quy cich déng géi | Tieu | Tudi | S6dingky | S6

CONG TY ‘(:/‘\\ Ham hrgng chuén | tho gia han lin
| copAN Vo A R (théng)| (S8 dangky - | gia .2
JUGC PHAM }* ) L e ‘dacAp) |han
W\ KHANH @D A /S5 (&) () &) 6 () _® ®
53" %@/&\‘f‘%ﬁf’ Amoxicilin (duéi  |Viénnénbao [Hop 3 vix 5 vién NSX | 24 |[893110847624 | 1
RUE T ldang Amoxicilin  |phim (VD-31695-19)
trihydrate) 500mg;
Sulbactam (duéi
dang Sulbactam
pivoxil) 250mg

54 |Vitamin A-D Vitamin A (Retinyl |Vién nang
palmitat) 5000IU;  |mém
Vitamin D3
(Coiécaléiferol)
400U

Hop 1vi,3vix30 | NSX | 36 [893110847724| 1
vién (VD-31111-18)

55 |Zydvita Acid ascorbic 100mg |Vién nén phén
tan

Hop 10vix 10vien | NSX | 24 893110847824 | 1
(VD-32832-19)

tinh Péng Thép, Viét Nam)

22. Co sé dang ky: Céong ty C§ phin Dugc phim Imexpharm (Dia chi: Sé 4, dudmng 30/4, phudng 1, thanh phé Cao Lanh,

22.1. Co s san xuét: Céng ty C6 phén Dugec phim Imexpharm (Dia chi: S6 4, dudng 30/4, phudng 1, thanh phé Cao

Lénh, tinh Ddng Thip, Viét Nam)

56 |Sparenil 60 Alverin citrat 60mg |Vién nén

Hop3vix10vien | NSX | 24 |893110847924 | 1
(VD-27906-17)

22.2. Co 6 san xuit: Chi nhanh Cong ty cb phan dugc phim Imexpharm — Nha may khéng sinh Céng nghé cao Vinh

Léc (Bia chi: Ls B15/1-B16/I dudng 24, khu c6ng nghiép Vinh Lgc, phudng Binh Hung Hoa B, qun Binh Tén, thanh phd

Hb Chi Minh, Viét Nam)

57 |Lanam DT 200 |Acid Clavulanic Vién nén phan
mg/ 28,5 mg (du6i dang Kali |tén

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

Hop 1tnix2vix7 | BP 24 - (893110848024 | 1
vién hién (VD-33453-19)
hanh

- 58 [Lanam DT 400 |Acid Clavulanic Vién nén phan
mg/ 57 mg (dudi dang Kali tan

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

Hop1tix2vix7 | BP 24 1893110848124 | 1
vién hién (VD-33454-19)
hanh

59 |Niflad ES Acid Clavulanic Vién nén phin
(dudi dang Kali tdn

Clavulanat két hop
v6i Avicel 1:1)
42,9mg; Amoxicilin
(duéi dang
Amoxicilin
trihydrat) 600mg

Hop 1tiix2vix7 | BP 24 1893110848224 | 1
vién; Hop 1 i x 3 hién (VD-33455-19)
vix 7 vién; Hop 1 hanh
thi x 4 vi x 7 vién,
ti nhém

23. Co's& ding ky: Céng ty cb phin dwoc phim Khdnh Hoa
thanh phé Nha Trang, tinh Khanh Hoa, Viét Nam)

(Dia chi: S6 74 dwdmg Théng Nhét, phudng Van Thing,
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7 120086273 10 -
ff)N(T (‘ix@lﬁ\l&\;\ Hogt‘ché(t chinh - | Dang bao ché | Quy c4ch déng géi ‘ Tié;l Tudi S6 fiz“ing ky §6
O PHAN \o I Ham lugng ., |chuan| tho giahgn | lan
D 'OC”PHKW' e ) : o i e fe | (thdng) (S:; fiai’lg ky | gia
ANH 4O A/ — ’ 4 cip) hen
N @7 3) @ 6] ® [ O] —® ©
2@&%5& Céng ty c6 phin duge phim Khanh Héa (Pia chi: Dudng 2/4, khém Péng Bc, phudng Vinh Hoa,
thanh pho Nha Trang, tinh Khanh Hoa, Viét Nam)
60 |Calcium Calcium lactate Vién nén Hop3vix 10 vién, | USP- 36 893100848324 | 1
pentahydrate (tuong Hép6vix 10vién, | NF (VD-33457-19)
duong calcium Hop 10vix 10 2023
(Ca2+) 39mg) vién; chai 100 vién,
300mg chai 200 vién, chai
500 vién, chai 1000
vién _
61 |Katrypsin Fort Alphachymotrypsin [Vién nén Hép 10vix 10 NSX 24 893110848424 | 1
840010 vién, vi thém/PVC (VD-20759-14)
hoZc nhém/Alu
_ coldforming
24. Co'sé ding ky: Céng ty ¢§ phin dugc pham Liviat (Pia chi: Téng 46 Téa nha Bitexco, S5 2 Hai Tridw, Phudng Bén
Nghé, Qun 1, Thanh phé Hé Chi Minh, Viét Nam) .
24.1. Co 6 san xuit: Cong ty c6 phin Duge phim Phong Phii - Chi nhanh nha may Usarichpharm (Bja chi: L4 s 12,
dudng s6 8, Khu cong nghiép Tan Tao, Phudng Tan Tzo A, Quén Binh Tan, Tp. H3 Chi Minh, Viét Nam) '
- 62 |Fomaso 5 mg |Viénnén [Hop3vix10vien |USP 39 36 " [893110848524 | 1

Aripiprazole Smg

(QLDB-740-18)

25. Co'sé déing ky: Céng ty c6 phin dwgc ph

Bén Cat, Tinh Binh Duong, Viét Nam)

. 25.1. Co sé san xuit: Con

g ty ¢b phin dugc phim_Me Di Sun

im Me Di Sun (Dja chi: 86 521, Khu ph3 An Loi, Phudng Hoa Loi, Thi x3

(Pia chi: $6 521, Khu ph8 An Loi, Phudng Hoa Loi; Thi xa

Bén Cét, Tinh Binh Duong, Viét Nam) _

63 |Dextusol Eycalyptol 100mg; [Vién nang Hop 10 vix 10vién | NSX 36 (893100848624 | 1
Menthol 0,5mg; mém (VD-32522-19)
Tinh ddu Gimg
0,5mg; Tinh diu
Tén 0,18mg

64 |Galfit Acid Vién nang Hop 5vix 10 vién, | NSX 36 (893110848724 | 1
ursodeoxycholic cling Hop 10 vix 10 vién (VD-33476-19)

v 500mg

65 . |Medi-Calcium  |Ong Sml chira: Dung dich Hop206ngx5ml | NSX | 36 |893110848824 1
Acid ascorbic ubng (VD-27936-17)
362,2mg; Calci ' ‘
carbonat 64,1mg; L-
Lysin monohydrat
127,3mg

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 chtra: Dung dich Hop206ngx 10ml | NSX | 24 893110849024 1
Acid folic 500pg  |uéng (VD-33160-19)
(meg); Sét nguyén t6
(duéi dang phirc hop
St (1) hydroxid
polymaltose) 50mg






