BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY Y, DUQC Doc 1ap - Tw do - Hanh phc
~ COTRUYEN
S6: 326 /Qb-YDCT Ha Ngi, ngayl7thdng10ndm 2024
QUYET PINH

Veé viéc ban hanh Danh muc thudc co truyén dwec gia han
giay dang ky luu hanh tai Viét Nam — Dot 13

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can cir Ludt Durot 6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s¢ 95/2017/NP-CP ngay 15/11/2022 cia Chinh phai quy
dinh chire nang, nhiém vy, quyén han va co cau té chirc ciia B4 Y té;

Can cir Théng tw s6 21/2018/TT-BYT ngay 12/09/2018 cua Bé trueng B Y
té quy dinh Viéc ding ky luu hanh thuéc cé truyén, duwoc liéu;

Céin cir Thong tir s6 39/2021/TT-BYT ngay 31/12/2021 cia B truong Bé Y
té vé Viéc sira doi, bo sung mét sé diéu cia Théng tw so 21/2018/TT-BYT ngay
12/9/2018 ciia B truong B Y té quy dinh viée ding ky luu hanh thudc cé truyén,
duotc lieu;

Can cir Quyét dinh sé 2068/OP-BYT ngay 08/5/2023 cuia B trueng Bo Y té
Vé Viéc quy dinh chite ndng, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn
ly Y, Duoc cé truyén thugc BG Y té;

Can cirkét lugn cua Hoi dong tue van cdp gidy dang ky lueu hanh thuéc, nguyén
liéu 1am thuac, BG Y té - Pot 13;

Theo dé nghi cia Triwong Phong Qudn Iy Dot €6 truyén - Cuc Quan Iy Y,
DurgC €6 truyen.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh ndy Danh muc 12 thudc ¢6 truyén duoc
gia han giay dang ky luu hanh tai Viét Nam — Pot 13. Cac thudc ¢6 truyén tai Danh
muc nay duoc gitt nguyén thong tin sé dang ky da cap, cu thé:

1. Danh muc 07 thudc cb truyén san xuat trong nude dugc gia han gidy dang
ky luu hanh tai Viét Nam (tzi Phy luc | kém theo) ¢6 hiéu luc 05 nam ké tir ngay ky
ban hanh Quyét dinh nay.

2. Danh myc 05 thubc ¢6 truyén san xuat trong nude dugc gia han gidy dang
ky luu hanh tai Viét Nam (tzi Phy luc 11 kém theo) c6 hiéu lyc 03 nam ké tir ngay
ky ban hanh Quyét dinh nay.

Piéu 2. Co s& san xuét va co so dang ky thudc ¢ trach nhiém:

1. San xuat thudc theo diing cac ho so, tai liéu da dang ky voi Bo Y té va phai
in s6 dang ky duoc Bo Y té Viét Nam cap Ién nhan thudc.



2. Chi duoc san xuit, dua ra luu hanh cac thudc kiém soat dac biét khi co Gidy
chtng nhan da diéu kién kinh doanh dwoc pham vi kinh doanh thubc phai kiém soéat
dac biét phu hop vai pham vi hoat dong cua co sé dap ung quy dinh tai khoan 5
Piéu 143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 caa Chinh phu quy dinh
chi tiét mot sé diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chét luong caa thude theo quy dinh tai
Thong tu s6 38/2021/TT-BYT ngay 31/12/2021 cua B truéng Bo Y té quy dinh
chét luong duoc liéu, vi thudc cb truyén, thude co truyén.

4. Thudc duoc gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhat noi dung nhan thude, to huéng dan st dung theo quy dinh cua
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai thuc
hién cap nhat theo quy dinh tai diém b Khoan 1 Piéu 37 thong tu so
01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugc gia han gidy dang ky
Ivu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dugc gia
han gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i vé noi dung hanh chinh
(bao gdm ca mau nhan va to huéng dan sir dung thudc) phai san xuat va luu hanh
Vé6i cac ndi dung da duoc phé duyét thay doi trong ho so gia han.

6. Phoi hop voi cac co sé diéu tri dé thyuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khéng mong muén cua
thudc trén nguoi Viét Nam va tong hop, bao cio theo quy dinh tai Thong tu s6
21/2018/TT-BYT ngay 12/09/2018 cia B¢ truéng B Y té quy dinh viéc dang ky
lru hanh thudc c6 truyén, duoc liéu va Thong tu sb 39/2021/TT-BYT ngay
31/12/2021 cua Bo truong Bo Y té vé viéc sira doi, bd sung mot sé diéu cua Thong
tu s6 21/2018/TT-BYT ngay 12/9/2018 cua Bo truong Bo Y té quy dinh viéc dang
ky luu hanh thudc ¢6 truyén, duoc liéu.

7. Co s ding ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cua gidy dang ky luu hanh thudc, nguy@n liéu 1am thudc. Trong truong
hop khong con dap ung du diéu kién hoat dong, co s ding ky phai ¢ trach nhiém
thie hién thay doi co s& dang ky theo quy dinh tai Thong tu s6 21/2018/TT-BYT
ngay 12/09/2018 cua Bo truong Bo Y té quy dinh viéc dang ky luu hanh thube ¢6
truyén, dugc liéu va Thong tu s6 39/2021/TT - BYT ngay 31/12/2021 ciia B truong
Bo Y té vé viéc stra doi, bo sung mot sé diéu cia Thong tu sé 21/2018/TT-BYT
ngay 12/9/2018 cua Bo truong B Y té quy dinh viéc ding ky luu hanh thudc
co truyén, dugc liéu trong thoi han 30 ngay ké tir ngay co so dang ky khong con du
diéu kién hoat dong.

8. Co s san xuat phai bao dam cac diéu kién hoat dong ctia co sd san xuat
trong thoi han hiéu luc cua gidy dang ky luu hanh thudc, nguyén ligu lam thudc.



Piéu 3. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.
Piéu 4. Giam d6c So Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co sd san xuét va co s¢ dang ky co thude tai Diéu 1 chiu trach nhiém thi hanh

Quyeét dinh nay./. TN
Noi nhan: /o+ CUCKRUONG
- Nhubieud; o/ CUC QUAN LY\ /[
- B/c B truong (dé bic); Y pudc ‘,'i \\ I-'
- B/c D6 Xuén Tuyén — TTr BYT (dé b/c); ’ c8 TRUYENS ) /i P
- PGS.TS. Nguyen bBang Hoa — Chu tich HDTV cap GPKLH W N '
thuoe, NLLT — B0 Y t€ (d€ bic); ) &6 v £
- Cuc Quany - Bo Quoc phong, Cuc Y té - Bo Cong an; \kr‘"g'lJJyén Thé Thinh

- Cuc Y té GTVT - Bo Giao thdng van tai;

- Tong Cuc Hai quan - Bo Tai chinh;

- Bao hiém x4 hoi Viét Nam;

-B6 Y té: Vu PC, Cuc QLD, Cuc QLKCB, Vu BHYT,
Thanh tra Bo; Vian phong HPTV cap GPKLH thudc,
nguyén liéu lam thudc;

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

- Téng Cong ty Duoc Viét Nam — Cong ty ¢6 phan;

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoe Bo Y té;
- Website ciia Cuc Quan ly YDCT;

- Luu: VT, QLD (4b).
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PHULUCI
DANH MUC 07 THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC GIA HAN
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - QT 13
(Ban hanh kém theo Quyét dinh so: 326../0D-YDCT ngay 17./10./.2024)

1. Céng ty ding ky: Cong ty co phan dwgc pham Ha Tay ,
(D/c: So 10A, pho Quang Trung, phwong Quang Trung, qudn Ha Déng, Thanh pho Ha
Noi)

1.1. Nha sin xuat: Cong ty co phan dwgc pham Ha Tay ,

(P/c: To dan pho so 4, phuong La Khé, qudn Ha Péng, Thanh pho Ha Noi)

Stt| Tén thudc Thanh phan | Dang | Tuoi | Tiéu Quy S6 | Solan
chinh - Ham bao tho |chuan| céch dang gia
lwgng che déng goi | Ky han

Mdi  vién nang
cing chata: Cao
kho hon hop duoc
licu 416 mg
(twong duong vai
Poc hoat 1g; Qué
nhuc 0,67¢;
Phong phong
0,67g; Puong quy

0,76; Té tan| .. Hop 1 wi
1 067g;  Xuyén| VN | o4 XSViX | yp | o1
ASteroncap | | ing 0,67 Tan 23?19 thang | 1C©° 1g$/r:en 26808
giao 0,67g; Bach | 'Y ang- |17
cing.

thuoc 0,67g; Tang
ky sinh 0,67g;
Can dia hoang
0,67g; Do trong
0,67g; Nhan sam
0,67g; Nguu tat
0,67g; Phuc linh
0,67g; Cam thao
0,679).




2. Cong ty ding ky: Cong ty cé6 phian dwgc pham Truong The
(P/c: S6 93 Linh Lang, qudn Ba Pinh, Thanh phé Ha Ngi)

2.1. Nha san xuét: Cong ty c6 phan dwec pham Truong The
(P/c: Lé M1, dwong N3, khu cdng nghiép Hoa X&, thanh phé Nam Pinh, tinh Nam Pinh)

Stt| Tén | Thanh phanchinh- | Dang | Tuéi | Tiéu Quy S6 | Solan
thuoc Ham hrong bao | the |chuan| céach | ding | gia
ché dong goi | ky han
Mbi 059 bot chua:
Thuong truat 1,5g; ,
Phong dang sam 0,5g; | Thuoc Hop 10
o | GO | 1y si on 01g: Hau phac | bot | 2% | Tces | goi 15 | V2o | 01
-max A % thang . 25820
0,79; Moc huong 0,5g; | uong gol X 5¢ 16
O tac cot 0,5g; Cam thao
0,3g.

3. Cong ty ding ky: Cong ty c6 phan dwgc pham Reliv
(D/c: Khu A, sé 18, dwong Lé Thi Soc, dp 2A, x& Tan Thanh Tay, huyén Cu Chi, Thanh
phé Hé Chi Minh)
3.1. Nha san xuat: Cong ty c6 phan dwgc pham Reliv
(P/c: Khu A, sé 18, dwong Lé Thi Soc, dp 2A, x& Tan Thanh Tay, huyén Cui Chi,
Thanh phé Hé Chi Minh)

Stt| Tén | Thanhphin | Dang | Tudi| Tiéu | Quycach | S& [Sélan
thudc chinh-Ham |baoché| tho |chuan| dénggéi | ding | gia
lwgng ky han
MJi vién nén bao -
phim chta: Cao H"QIO3V1_,A6
khd hén hop duoc Vi X 10 vién
liéu 450mg tuong (vi nAhom -
duong: Ban ha Anhom?.
nam 440mg; Bach H"QIO 3 V1_,A6
linh 890mg; Xa| Vién | .. V1{<1F?AVlen VD-
3 | Lipidan |tién ti 440mg; | nénbao |, o> | Tccs | (VENNOM- | oee | 01
Ngii gia bi chan | phim thang PVC). | 47
gili gia p !
chim 440mg; Sinh Hop 1 chai
khuong 110mg; 45 vién (chali
Tran bi 440mg; nﬂu’g HIﬁP_E
Rut 560mg; Son ogc chal
tra 440mg; Hau thay tinh
phéac nam 330mg. mau nau).




4. Cong ty ding ky: COng ty c6 phin dwec trung wong Mediplantex

(D/c: S6 358, dwong Gidi Phong, phwong Phwong Liét, quan Thanh Xuan, Thanh pho

Ha Ngi)

4.1. Nha san xuét: Cong ty cé6 phan dwge trung wong Mediplantex

(P/c: S6 356, dwong Gidi Phéng, phwong Phwong Liét, quan Thanh Xuan, Thanh

phé Ha Ngi)
Stt| Tén | Thanh phanchinh- | Dang | Tudi | Tiéu Quy S6 | Solan
thudc Ham hrong bao | the |chuian| cach | ding | gia
ché dong goi | ky han
Mbi vién nang cung
chira: Cao khd hon hop
duoc liéu 480mg tuong Hop 6 vi,
duong: Sai hd 428mg; 10 vi X
Puong quy 428mg;| Vién 36 10 vién. VD-
4 | Granxic | Bach thuoc 428mg; | nang . TCCS | Hop1llo 01
Bach truat 428mg; | can thang X 60 29931
. d. | cung . -18
Bach linh 428mg; Cam vién, 100
thao  (chich  mat) vién.
343mg; Bac ha 86mg;
Gung tuoi 428mg.

5. Cong ty dang ky: Cong ty c6 phan dwgc pham Viét (Pong Dwoc Viét)
(D/c: Puong so 5, Khu cong nghiép Hoa Binh, xa Nh; Thanh, huyén Thu Thera, tinh Long

An)

5.1. Nha sin xuat: Cong ty co phan dwgc pham Viét (Pong Dugc Vigt)
(DP/c: Puong so 5, Khu cdng nghiép Hoa Binh, xa Nh; Thanh, huyén Thu Thezra, tinh Long

An)
Stt| Tén | Thanh phanchinh- | Dang | Tudi | Tiéu Quy S6 | Sélan
thuoc Ham lwong bao tho |chuan| céch ding | gia
che déng goi | Ky han
Mdi vién nang cung
chira 500mg Cao dac . ,
x - Hop 2 vi,
hon hop duoc liéu ,
3vi, 10
- tuong duong 2100mg ,
TIéu R PO vi x 10
dao duoc liéu gom: Sai ho Vien vien
a6 300mg; BDPuong quy nan 24tha Tees | He 1 VD-
5 | oo8 | 300mg; Bach thuoc Cﬁ,ng ng Chai-‘)’(% 29905 | 01
viat 300mg; Bach truat g vien. 50 -18
' 300mg; Bach linh vién’60
300mg; Cam thao vié’n
240mg; Bac ha 60mg; '
Gung tuoi 300mg.




6. Cong ty diing ky: Cong ty cé6 phian thuong mai va dwgc pham Viét Tién
(D/c: S6 2, phé Ky Con, phuwong Pham Hong Thai, qudn Hong Bang,
thanh phé Hdi Phong)
6.1. Nha san xuat: Cong ty cé phan thwong mai dwoc vat tw y té Khai Ha
(P/c: S6 2A, phé Ly Bon, té 2, phuwong Tién Phong, Thanh pho Thai Binh)

Stt| Tén | Thanh phanchinh- | Dang | Tudi | Tiéu Quy S6 | Sélan
thuéc Ham lwong bao | the |chuan| céch | ding | gia
ché déng goi | Ky han
Mbi 10ml cao léng
chira: Cac chat dugc Hop 10
chiét tr cac duoc liéu: éng, 25
Pang sam 0,5g; Bach éng, 50
truat 1,0g; Hoang ky bng x VD-
6 Quy |1,0g; Cam thao 0,25g; | Cao 36 TCCS 10ml. 31348 01
ty.VT | Phuc linh 1,0g; Vien| long | thang Hop 01 18
chi 0,1g; Toan tdo nhan chai x
1,0g; Long nhén 1,0g; 90ml,
Puong quy 0,1g; Moc 100ml,
huong 0,5g; Pai téo 125ml.
0,25g.
7. Cong ty ding ky: Cong ty cé phan céng nghé cao Traphaco
(D/c: Xa Tan Quang, huyén Van Lam, tinh Hung Yén)
7.1. Nha san xuat: Céng ty c6 phan cong nghé cao Traphaco
(D/c: Xa Tan Quang, huyén Van Lam, tinh Hung Yén)
Stt| Tén | Thanh phanchinh- | Dang | Tudi | Tiéu | Quy S6 | Sélan
thuéc Ham lwong bao | the |[chuian| cach | ding | gia
ché dong géi | Ky han
Moi 100ml cao léng
chira: Cao dic hon hop
dugc ligu 15g (twong
Cao | dwong 100g dugc ligu, Cao 36 Hop 01 | VD-
7 long | bao gom: Thuc dia 32g; lon than TCCS lo X 31454 | 01
Traluvi | Hoai son 16g; Son thu| "9 g 100ml. | -19
16g; Mau don bi 12g;
Phuc linh 12g; Trach ta
129).




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY Y,DUQC Poc lap - Tw do - Hanh phuc
CO TRUYEN

PHU LUC 1l
DANH MUC 05 THUOC CO TRUYEN SAN XUAT TRONG NUGC PUQC GIA HAN
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 03 NAM - BQT 13
(Ban hanh kém theo Quyér dinh so- ....... /OP-YDCT ngay ...../....I........ )

1. Céng ty ding ky: Cong ty cd phan dwec pham Hoa Vigt

(D/c: So 124, dwong Truong Chinh, phuong Minh Khai, thanh pho Pha Ly, tinh Ha
Nam)

1.1. Nha san xuit: Cong ty c6 phan dwec pham Hoa Viét ,

(D/c: L6 C9, khu cong nghiép Chdu Son, phuwong Chdu Son, thanh pho Phu Ly, tinh

Ha Nam)
Stt| Tén | Thanhphanchinh- | Dang | Tuéi | Tiéu Quy S6 | Solan
thuéc Ham luong bao | tho |chuan| cach ding | gia
ché doéng goi Ky han
Mbi 10 ml cao Iéng
thanh pham c6 chua
cac chat chiét duoc tur Hop 1
cac duoc liéu tuong chai x
ung: Xuyén khung 120ml,
Cao long | 0,36g; Duong quy Cao 36 240ml. VD- 01
1 | nguyét |0,729; Thuc dia long | thang TCCS | HOp 2 vi, | 26839-
quy 0,72g9; Bach thuoc 4vix5h 17
0,36g; Pang sam ong x
0,36g; Bach linh 10ml.
0,36g; Bach truat
0,36g; ich mau 1,44g;
Cam thao 0,18g.




2. Cong ty diang ky: Cong ty cé6 phan dwoc pham Bic Ninh
(P/c: So 21, Nguyén Vin Cir, phwong Ninh X&, thanh phé Bdac Ninh, tinh Bac Ninh)
2.1. Nha san xuat: Cong ty c6 phan dwec pham Bic Ninh
(P/c: S6 21, Nguyén Vin Cir, phwong Ninh X&, thanh phé Bdac Ninh, tinh Bac Ninh)

Stt

Tén
thuoc

Thanh phan chinh -
Ham luwgng

Dang
bag
che

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6
dang
ky

S6 lan
gia
han

Thang
thudc
ngam
ruou

Mbi 1 thang 520g
chta: Cam thao 10g;
Bach linh 5g; Bach
truat 5g; Bach thuoc
6g; Duong quy 22g;
Xuyén khung 5g; Dai
tdo 25g; Cau ky tur 8g;
Lién nhuc 6g; Thuc
dia 28g; D6 trong 7g;
bang sam 13g; Tuc
doan 5g; Bach chi 5g;
Thién nién kién 8g;
Nguu tit 4g; Qué chi
12g; Ha thu 6 do 5g;
Tran bi 7g; Pha c6 chi
9g; Cét toai bo 38g;
Thé phuc linh 38g;
Cau tich 35g; Hoang
Ky 30g; Son tra 38g;
Mdoc huong 36g; Ké
huyét dang 37g; Day
dau xuong 37g; Ngi
gia bi chan chim 36g.

Thudc
thang

12
thang

TCCS

Thang
520g dung
trong 02
lan tdi PE.

VD-
26760
-17

01




3. Cong ty ding ky: Cong ty c6 phan dwoc pham Trung wong I - Pharbaco

(P/c: S6 160 Tén burc Thang, phwong Hang Bét, qudn Pong Pa, Thanh pho Ha Néi)
3.1. Nha san xuat: Cong ty c6 phan dwgc pham Trung wong I - Pharbaco

(P/c: Thdn Thach Ladi, x& Thanh Xuan, huyén Séc Son, Thanh phé Ha Ngi)

Stt| Tén | Thanhphanchinh- | Dang | Tudi | Tiéu | Quy S6 | Sélan
thuoc Ham lwong bao the |chuan| céch ding gia
che doéng goi Ky han

Mbi vién nang cung
chira: Cao kho hon hop
Phong | dugc ligu 287,36mg L n i
3 thap | (twong dwong véi: Hy Vien 24 Hop 10 vD

Trung | thiém 1670mg; L4 1ot 2223 thang TeES V\lli)énlo 32?35_ 01
vong 1 [330mg; Nguu tat '
670mg; Tho phuc linh
670mgQ)
Mdi vién nang cung
chira: Cao khd hon hop
Cam | duoc liéu 50mg (tuong Hop 05
Xuyén |duong voi:  Xuyén| Vién 24 vi. 10 vi VD-
4 | huong | khung 132mg; Bach| nang thang TCCS ;(10 32541- | 01
Trung | chi 165mg; Huong phu | cung vien 19

wong 1 | 132mg; Qué (vo than,
vo canh) 6mg; Ging
15mg; Cam thao 5mg).

4. Cong ty ding ky: Cong ty c6 phan dwoc Nature Viét Nam

(D/c: So 19, dwong 18, khu phé 3, phuwong Linh Chiéu, thanh phé Thu Pirc, Thanh pho
Hé Chi Minh)

4.1. Nha san xuat: Cong ty cé phan dwoc Nature Viét Nam

(P/c: So 19, dwong 18, khu phé 3, phwong Linh Chiéu, thanh phé Thu Pirc, Thanh pho

Hé Chi Minh)
Stt| Tén | Thanh phan chinh-Ham | Dang | Tudi | Tiéu | Quy S6 | Sélan
thuoc lwong bao | the |chuan | cach | dang gia
che déng Ky han
goi

| Mai 100ml chua dich chiét
Con | cac duoc liéu: Huyét giac
xoa |7,5g; DPinh huong 6,0g; | Dung . i
bop | Qué (vo than, v canh)| dich | 24 Hopl} VD
s _ ! : . TCCS | chai | 25102-
An | 5,0g; Bai hoi 3,5g; Bac ha| dung | thang 100m 16 01
5 | phtc |3,0g9; Mot duge 3,0g; Nhit | ngoai '
binh | huong 3,0g; Tinh dau Long
ndo 1,2g; Tinh dau Qué




1,0g; Tinh dau Bac ha 3,8¢;
Ngh¢ 0,5g.
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