CONG TY CO PHAN GONSA CONG HOA XA HOI CHU NGHIA VIET NAM

Sé: 1087/2024/CV-GSD-DT Déc lap — Tu do — Hanh phiic
WPur Kire Ty (oT S0 Wiingigh TP. Hé Chi Minh, ngay 05 théng 12 ndm 2024
san pham PFERTZEL"

Kinh giri: SO Y TE TINH BINH PHUOC
(Sau ddy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau déy goi la “Nha thdu™) ¢6 tham du v tring thiu goi thau:
Mua thudc generic cho céc co sé y té cong lip trén dia ban tinh Binh Phwéc dot 1 giai doan 2023 —
2025 san phdm PFERTZEL theo Quyét dinh triing thiu sé: 46/QD-SYT ngay 23/01/2024 clia S& Y té tinh
Binh Phudc.

Nay Nha thau lam cong vén nay xin thay ddi thong tin S6 dang ky ciia san pham PFERTZEL cu thé

nhu sau:
: Quy | P°" | SSdangky | Sédingkyméi | Tén nhi sin xult -
Stt Tén thuoc 2wy vi s gy G oy S £

cdch tinh da tring thau xin thay doi Nuée san xuat

EHERTERL: Céng ty ¢b phan

I (Acetylsahcypc acid | Hop 3.':'1 Vien | VD-20526-14 893110103423 Apare phimBat Vi
75mg + Clopidogrel | x 10 vién (VD-20526-14) y i
TSmg) Phi - Viét Nam

Bang, van ban nay, ching téi xin théng béo vé viéc diéu chinh va cung tmg san phdm PFERTZEL
theo s& dang ky méi 893110103423 (VD-20526-14). Viéc thay d6i S6 dang ky nay khong anh hudmg den
cac thong tin khac cling nhu chit luong san pham (dinh kem tai liéu Gidy phép heu hanh san pham theo s6
ddang ky cii va Quyét dinh gia han gidy dang ky luu hanh voi 56 ding ky méi dé Quy Bénh vién doi chiéu).

Ngay ap dung: 05/12/2024

Nha thau xin dinh kém cdc tai lidu sau:

1. Gidy phép luu hanh san pham
2. Quyét dinh 352/QD QLD ngay 25/05/2023 vé viéc gia han glay dang ky uu hanh
Kinh mong Bén mé&i thiu xem xét va chp thuan cho Nha thau dugc tiép tuc cung clp san phim theo thong
tin thay doi trén.
Tran trong cam on!
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SAO Y BAN CHINH

Ngay.....thang.....nam..........

BO Y TE CONG HOA XA HOI CHU NGHTAVIHETNAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM N Sl
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiac  TONG GLAM BOC
DRUG ADMINISTRATION OF VIETN. AM Independence - Freedom - Happiness

138A Gifing V6 - HA Nl - Vigl Nam
Tel. B4.4 37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN (§

MARKETING AUTHORIZATION

Tén thudc | . Pfertzel

Name of Drug:

Thanh phan chinh, ham lwgng :  Clopidogrel (duwi dang clopidogrel bisulfat) 75mg;
Active ingredients, Strength: Aspirin 75mg

Qui cach déng gdi, bao ché - Hop 3 vix 10 vién; Vién nén bao phim

Packing Size, Dosage form.

Tiéu chuan chét lreng . TCCS

Quality Specification:

Han dung . 36thang

Sheif- life:

Sb gi4y phép luu hanh san pham (SPK): VD-20526-14

Markeling Authorization Number:

S8 quyét dinh © 134/Qb-QLD Ngay cip: 04/3/2014
Approval Decision Number: Date of Issuance:

Higu lwe cda gidy phép lwu hanh san pham: co gia trj 05 ndm ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky - Céng ty TNHH dwgc phdm Bat Vi Pha

Name of Marketing Authorzation Holder )

Pia chi .+ L& M7A-CN, Puéong D17, KCN My Phudc, tinh Binh
Address: Duong - Viét Nam

Tén co s& sdn xuét - Cdng ty TNHH dwge pham Pat Vi Phu

Name of Manufacturer:

Bia chi - L& M7A-CN, Budng D17, KCN My Phude, tinh Binh
Address: Duong - Vigt Nam

Tén co s& dong goi
Name of Assembler

Pia chi
Address.

Ha NG, géy 04 thang 3 nam 2014,
CUC TRUONG CUC QUAN LY DUQC

GENERAL- DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
D kT

Ghi ch: vote) :

1- Gidy phép Iru hanh san phdm nay dugc clp theo dung hé so'
dang ky thudc da dugc BO Y 1é phé duyét
This markating authorization has been issued in accordonce with the do_smar
approvad by the Vietnam Ministry of Haalth

2- BAt ctr sy thay déi nao v& ndi dung cia gidy phép phai du'o‘c — )
Cuc Quan ly dugc - BS Y té xéc nhén. " TRUONG QUOC CU'ONG
Any variafions of tha contents of the marketing aulhorization are required to ba
adopted by the Diug Administration of Vietnam
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B Suicews  BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

: Co qua B

iﬁUC QUAN LY DUQC Dic lap - Tu do - Hanh phiic

S6: 352 /QD-QLD Ha Néi, ngay 25 thang o5 nam 2023

‘ QUYET PINH ’
Ve viéc ban hanh Danh muc 231 thuoc san xuit trong nudc
dwoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 184

CUC TRUONG CUC QUAN LY DUQC

Can cw Ludat Dugc SC; 105/2016/QH13 ngay 06/4/2016,
Céan cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co cdu t6 chirc ciia B¢ Y 1é:

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cia Bo tr wong Bé Y té quy
dinh chirc nang, nhiém vu, quyen han va co cau t6 chire ciia Cuc Quan ly Dugc thugc
Bé Y té;

Cén cir Théng tir s6 08/2022/TT-BYT ngdy 05/09/2022 ciia Bo truong Bé Y té quy
dinh viéc d‘ang ky luu hanh tlmoc nguyen ligu lam thuée,

Céin cir két ludn ciia Hoi dong tuw van cap gidy dang ky lwu hanh thuoc, nguyén liéu
lam thudc - B6 Y té;

Theo dé nghi ciia Truong phong Dang ky thuée, Cuc Quan ly Do,

QUYET DPINH:

Pitu 1. Ban hanh kém theo Quyét dinh nay danh myc 231 thude san xut trong
nuéce duge cip gidy ding ky luu hanh tai Viét Nam - Dot 184, cu the

1. Danh muc 172 thude san xut trong nudce duge gia han ,g,lay dang ky luu hanh
hiéu luc 05 nam (Phy luc I kém theo).

2. Danh muc 52 thudc san xuit trong nudc duge gia han gidy dang ky luu hanh
hiéu lyc 03 nam (Phu luc I1 kem theo).

3. Danh muc 07 thude sin xudt trong nudc duge gia han ding ky luu hanh dén
31/12/2025 (Phy luc 11l kém theo).

Diéu 2. Co so san Xudt va co so ding ky thude co trach nhiém:

1. San xuét thude theo dung cac hd so, tai lidu da dang ky voi BO'Y té va phai in
s0 dang ky dugec Bo Y té Viét Nam cép 1én nhin thuoc

2. Chi duoc san xuat, dua ra luu hanh cac thude kiém sodt dic biét khi co Gidy
chiing nhén du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dic
bi¢t phu hop voi pham vi hoat dong cua co s¢ dap Ung quy dinh tai khoan 5 Dleu 143
Nghl dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot 56
diéu va bién phap thi hanh Luat Duoc.

3. Thuc hi¢n viéc cdp nhat tiéu chuén chat lugng cua thude theo quy dinh tai
Théng tu so 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truang Bo Y té quy dinh vé chat
luong thude, nguyén licu lam thude.

4. Thuc hi¢n, ph01 hgp véi co so nhip khau thuce hién theo dang quy dinh tai
Cong vin sb6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan ly Dugc vE vige kiém tra
chét luong nguyén liéu lam thudc nhom sartan déi véi cac thude thude danh muc tai
Diéu 1 ban hanh kém theo Quyt,t dinh nay co6 chira dugc chét thuoc nhom sartan

5. Thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh ndy nhung chua nép
ho so cip nhat néi dung nhan thude, t& hudéng dan su dung thude theo quy dinh cta
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cia BJ truong BO Y té thi phai thyc hién
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cap nhit theo quy dinh tai diém b Khoan 1 I—)leu 37 Thong tu s6 01/2018/TT-BYT trong
thdi han 12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.

6. Sau 12 thang ké t ngay ky ban hanh Quyét dinh nay, cac thude duge gia han
gxay dang ky luu hanh theo Quyet dinh ndy c6 thay doi vé ndi dung hanh chinh (bao
gom ca mau nhén va o huong dan sur dung thudc) phai san xudt va luu hanh véi cac noi
dung da dugc phé duyét thay doi trong hd so gia han.

7, Ph01 hop v&i cac co so diéu trj dé thuc hién theo ding céc quy dinh hi¢n
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong muén cua
thuoc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Théng tu
56 08/2022/TT-BYT ddi v6i cac thude trong muc 1 Phy luc 1T ban hanh kém theo
Quyét dinh nay.

8. Co so déng ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u luc cua gidy déng ky Tuu hanh thude, nguyén lidu lam thude. Trong trudng hop
khéng con dap ung du diéu kién hoat dong, co s& dang ky phai cé trach nhi¢m thyc hién
thay ddi co so ding ky theo quy dinh tai Thong tu so 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co so ding ky khong con du diéu kién hoat dong.

9. Co s san xuit thuoc phai bao dam céc diéu kién hoat dong clia co so san Xut
trong thoi han hiéu luc cua ”ldy dang ky lwu hanh thude, nguyén lidu lam thude.

10. Cac thudce dugc gia han giay dang ky luu hanh tai Quyct dinh nay duogc tu,p
tuc sur dung so ding ky da cap trudc khi gia han trong thot han toi da 12 thang ké tir
ngay dugc cap sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tu s6 08/2022/TT-BYT.

11. Cac thude duoc g gia han g gidy dang ky luu hanh tai muc II Phuy luc II Quyét
dinh nay sau khi hét han gidy ding k¥ luu hanh, trong ho so gia han néu cong ty khong
c6 dit liéu [am sang ching minh an toan, hi¢u qua cua thude, Cuc Quin 1Y Dugc s€ trinh
Hoi dong tu van cap gidy dang ky luu hanh thude, nguyén liéu lam thude khong tiép tuc
gia han glay déng ky luu hanh.

Pitu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh pho truc thude Trung wong va Giam
déc co sd san xuit va co s dang ky ¢ thude tai Piéu 1 chiu trach nhiém thi hanh Quyet
dinh nay./.

Noi nhén: e CUC TRUONG
- Nhu Biéu 4; ., P
- BT. Bao Hong Lan (dé b/c): &
- TT. Pb Xuén Tuyén (de ble); Fof o
- Cuc Quan y - Bo Qudc phong, Cuc Y té - B§ Cong ani
- Cyc Y t& GTVT - B¢ Giao thong van tai; \j L
- Tong Cuc Hai quan - B6 Tai chinh: !
- Bao hiém x4 héi Viét Nam;

-Bo Y té: Vu PC, Cuc QLYDFT Cuc QLKCB, Thanh tra
B, Vin phong HDTV cap GDKILH thude, NLLT;
- Vign KN thube TU, Vién KN thude TP. HCM;
- Téng Céng ty Dugce Viét Nam - Cong ty CP;
- Cac Bénh vién, Vién c6 giudng bénh truc thudc Bo Y té;
- Trung tim mua sim tip trung thudc quoc gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;

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

Vil Tuian Cudng
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Phu lucI

DANH MUC 172 THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOQT 184

(Kem theo Quyét dinh s6: 352..../QD-QLD ngdy25 thangos nan 2023
cua Cuc Quan ly Duoc)

STT| Tén thubc |Hoat chit chinh - | Dang bao | Quy cach déng | Tiéu | Tuditho | SO dingky S0 lan
Ham luong ché goi chuin (thang) gia han gia han
(SH ding ky
da cip)
(1 (2) 3) (4) (5) (6) (N (8) (]

1. Co sé dang ky: Cong ty Ca phan Dugc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai

Hoe, Phudng Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

1.2. Co s san xult: Cong ty Cb phin Duoc - Trang thiét b y ¢ Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai

Hoc, Phwong Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)

1 | Augbidil Amoxicilin (dudi | Thude bot Hap 1019 BP 2010 24 893110092423 I
dang Amoxicilin pha tiém (VID-19318-13)
natri) 1g; Acid
clavulanic (dudi
dang kali
clavulanat) 200mg
2 { Bidimoxy Amoxicillin (dudi | Viénnang | Hop 10 vix 10 [ DDVN IV 36 893110092523 1
500 dang Amoxicillin cung vién; Lo 100 (VD-19843-13)
trihydrat) 500mg vién; Lo 200
vién
3 | Becartin 50 | Carboplatin 50mg Thude Hap 01 lo+ 01 UsP 39 24 893114092623 1
tiem dong | Ong nudc cit (VD-21240-14)
kho pha tiém 5 ml
4 | Epirubicin Epirubicin Dung dich | Hop | lox 5ml | BP 2021 24 893114092723 1
Bidiphar 10 hydroclorid tiém (QLPB-636-17)
10mg/5ml
5 |Bestdocel Docetaxel Dung dich | Hop 1 lox4 ml [ USP 42 24 893114092823 1
80mg/dml 80mg/4ml dam dac (QLDB-767-19)
pha truyén
tinh mach
6 |Bleomycin Bleomycin (du¢i | Bot dong Hop1lo USP42 24 893114092923 1
Bidiphar dang bleomycin kho pha (QLPB-768-19)
sulfat) 15U tiém
7 |Cisplatin Cisplatin Dung dich | Hép 1 lo x 20ml | BP2016 36 893114093023 ]
Bidiphar 10mg/20ml dam dac (QLPB-736-18)
10mg/20ml dé pha
truyén
tinh mach
8 {Ninosat Natri clorid Dung |[Hop 1 lox 50mt] BP2020 36 893100093123 1
0,45g/50ml dich xit (VD-20422-14)
mii
9 |Triamcinolon Triamcinolon Hon dich | Hop 51lo x 2ml | BP2019 36 893110093223 1
acetonid 80mg/2ml tiém (VD-23149-15)

1.2. Co s6 san xuat: Cong ty Co phin Dwogc - Trang thiét bj y t& Binh Dinh (BIDIPHAR) (Pia chi: Chi nhanh Cong
ty c& phan Duge - Trang thiét bi y t¢ Binh Dinh (Bidiphar) - Nha may cong ngh¢ cao Nhon Hoi: Lo A3.01 -A3.02-A3.03,
khu A Khu kinh té Nhon Héi, x3 Nhon Hoi, thanh pho Quy Nhon, Tinh Binh Binh, Viét Nam)
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STT| Tén thudc |Hoat chat chinh - | Dang bao | Quy cich dong | Tiéu | Tuditho | So dangky S lan
Ham luong ché g0i chuén (thang) gia han gia han
(S6 dang ky
da cip)
(1) (2) 3 4) (5) (6) N (8) 9
106 |Ameflu Paracetamol Viénnén | Hop 10 vix 10 NSX 36 893100102923 ]
500mg; bao phim vién (VD-22504-15)
Phenylephrine
hydrochloride
5mg; Caffeine
25mg
107 [New Ameflu | Acetaminophen | Viénnén | Hop | vix 10 NSX 36 893110103023 I
Day Time + C 500mg; bao phim | vién; Hop 10 vi (VD-16959-12)
Guaifenesin x 10 vién; Hop
200mg; 20 vi x 10 vién
Phenylephrine
hydrochloride
10mg;
Dextromethorphan
hydrobromide
15mg; Vitamin C
100mg
108 |Opecipro 500 | Ciprofloxacin Viennén | Hop2vix7 NSX 36 893115103123 1
(duai dang bao phim | vién; Hop 10 vi (VD-21676-14)
ciprofloxacin x 7 vién; Hop
HCLH20) 500mg 20 vix 7 vién;
Hop 1 chai x
100 vién

42.Co s dang ky: Cong ty CPDP Dat Vi Pha (Dia chi: Lo M7A , Puong D17, Khu Cong Nghi¢p My Phuée 1, Phuong
Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)
42.1. Co sé sin xuét: Cong ty CPDP Dat Vi Phii (Dia chi: L6 M7A , Duong D17, Khu Cong Nghiép My Phuoe 1,
Phuéng Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

109 | Corneil - 2,5 |Bisoprolol fumarat | Viénnén | Hép 6 vix 10 NSX 36 893110103223 |
2,5mg bao phim vién (VD-20358-13)
110 | Gygaril-10 Enalapril maleat | Viénnén | Hop 3 vix 10 NSX 36 893110103323 ]
10mg vién (VD-21056-14)
111 | Pfertzel Clopidrogrel (duéi | Viénnén | Hop3vix 10 NSX 36 893110103423 1
dang clopidogrel | bao phim vién (VDD-205206-14)
bisulfat) 75mg;
Aspirin 75mg
112 | Silpasrine Alverin citrat | Viénnang | Hop 10 vix 10 NSX 36 893110103523 1
60mg; Simethicon mém vién (VD-23923-15)
300mg
113 |Lambertu Pyridostigmin Viénnén | Hop 6 vix 10 NSX 36 893110103623 1
bromid 60mg bao phim vién (VD-21059-14)
114 |Pizar-3 [vermectin 3mg | Viénnén | Hop 1 vix4 NSX 36 893110103723 1
vién (VD-23282-15)
115 {Vaslor - 20 Atorvastatin (dudi | Vién nén Hop 4 vix 7 NSX 36 893110103823 |
dang atorvastatin | bao phim | vién; Hop 10 vi (VD-19672-13)
calei) 20mg x 10 vién

43.Co so diang ky: Cong ty Cb phan Duge pham Tlpharco (Dia chi: Ld 08, 09 Cum Céng nghicp va Tiéu thu cong
nghiép TanMy Chanh, Phuong 9, TP. My Tho, Tinh Tidn Giang, Viét Nam)
43.1. Co s& san xuit: Cong ty Co phin Duge phim Tipharco (Pia chi: 15 DPéc Binh Kicu, Phudng 2, TP. My Tho,
Tinh Tién Giang, Viét Nam)
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STT| Tén thude |Hoat chit chinh - [ Dang bao | Quy cich déng Tiéu Tudbi tho Sb ding ky | S0 lan
) Ham lwgng ché goi chuin (thang) gia han gia han
(S6 ding ky
da cip)
(1) (2) 3) 4 (3 (6) (1) (8) )]

-Cdch viét tét cdc tiéu chudn chdt lwong dirgc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién My

(USP) Ducoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duge dién Chéiu du (EP), Dugc dién Quéc té (IP)...

2. 86 dang ky tai cét (8):

- 86 déing ky gia han la $6 déing ky dwoe cap theo quy dinh tai Phy luc VI Thong tr 08/2022/TT-BYT ngay 05/09/2022 cua
Bo Iru(mg BoYié quy dinh vi¢e dang ky luw hanh thuuc nguyén ligu [am thudc.
-84 dang ky da cap (duoc ghi trong ngodic don) la 56 dang ky di diroc cap triede khi thude dwoc gia han theo quyét dinh

H(l'lf‘

- Cac Ihuuc da durgc cap 6 ding ky lun dau trieie ngay 01 thang 01 nam 2()23 duwge gia han gidy dang ky hru ;'mnh thi
duoe nep tuc sir dung so dang ky da cdp trrde khi gia han trong thai han t6i da 12 thing ké ttr ngay duwoc cap s6 dang ky

theo cdu triic mdi.
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