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| hoi thao gidi thiéu thude:
CONG TY TNHH THUONG MAI VA DUGC PHAM SANG

2. Pia chi: 11/9 Ngbé Quang Huy, Phuong An Khanh, Thanh phé H Chi Minh

3. S6 dién thoai: 028.39101913 - Fax: 028.39106396

4. Ho tén clia ngudi lién hé khi can: Trin Ly Thiy Duong - S6 dién thoai di dong: 0907158063
Sb dién thoai: 028.39101913 - Ext:144 - Email: duong.tit@sangpharma.com

5. Danh muc thuéc tai budi hdi thao gidi thiéu thudc:

S6TT Tén thudc Sé gidy diing ky lwu hanh thude
300110779724
i Betaserc 24mg (\?I?J—Z 1651-19)
. 780110794924
2. Drosperin 20 (VN-15082-12)
—_ 899110399323
3. G (VN-16101-13)
, 539110009825
4. Lipanthyl NT 145 (VN-21162-18)
B 870100067323
. SRAS (VN-20896-18)

6. Thanh phan tham dy: 200 - 300 Dugc si chudi Nha thuéc FPT Long Chau

7. Dia diém va thoi gian td chirc: Bubi sdng tir 11h40 dén 12h00, Budi chiéu tir 16h30 dén 16h45 ngay
19/06/2026 - tai van phong Melinh Point s6 02 Ngo Puc Ké, p. Bén Nghé, quéan 1, TPHCM va truyén

truc tuyén qua Zoom theo Danh sach khach moi.

8. Tai liéu kem theo:

- Chuong trinh hi thao gidi thi¢u thudc va Ly lich khoa hoc cua béo céo vién
- Bai bdo cdo str dung tai hdi thao

- Danh sach khach moi

- Gidy phép luu hanh san phim

9. Cam két cua co so:
Co s& da nghién ciru va cam két tuan thu dy du cac quy dinh cua c6 lién quan trong linh vyc dugc./.

Lé Quynh Lién
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HUONG TRINH DU KIEN

Thaoi gian: 11:40 — 12:00 ngay 19/06/2026

Pia diém: Ghi hinh truc tiép tai vin phong Melinh Point s6 02 Ngo Dirc K&, p. Bén Nghé, quan 1,
TPHCM va truyén truc tuyén qua Zoom

Péi twgng: 200 - 300 Duge si chudi Nha thuéc FPT Long Chau

CHUONG TRINH

11:40 - 11:45 Khai mac

11:45—11:50 Gi6i thiéu sin pham Drosperin — Cong ty Abbott
DS. Nguyén Thi Bich Vin

Cong ty TNHH va thwong mai Dwrgc phdm Sang

11:50 — 11:55 Giéi thiéu san phidm Betaserc — Cong ty Abbott
DS. Nguyén Hii Nguyén
Cong ty TNHH va thiong mai Duoc phdm Sang

11:55—12:00 Giéi thiéu san phim Klacid — Cong ty Abbott
DS. Nguyén Hai Nguyén
Cong ty TNHH va thwong mai Duoc phdm Sang

12:00 Tong két
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CHUONG TRINH DU KIEN

£
©
‘45 ngay 19/06/2026

Pia diém: Ghi hinh truc tiép tai van phong Melinh Point s6 02 Ngé Pirc K&, p. Bén Nghé, quan 1.
TPHCM va truyén truc tuyén qua Zoom
Péi twong: 200 - 300 Duogc si chudi Nha thude FPT Long Chéau

CHUONG TRINH

16:30 — 16:35 Chao mirng

16:35 — 16:40 Gi6i thiéu san pham Lipanthyl — Cong ty Abbott
DS. Phan Duy Yén Nhi
Céng ty TNHH va thuong mai Duoc phdam Sang

16:40 — 16:45 Giéi thiéu san pham Duphalac — Cong ty Abbott
DS. Ha Binh Thugn

Céng ty TNHH va thwong mai Duoc phdm Sang
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THUNG MAI VA DUGC PHAM

Thong tin ca nhan

1. | HOTEN HA BINH THUAN Gi&i tinh: Nam
2. | Ngay thang nam sinh 05/09/1994
3. | Noisinh bong Nai
4. | Biachi '?‘3514‘2 t{jtliv['f‘:}?al Ngoc Hau, Phwdong Phi Thanh,
5. | bién thoai di dong 0357326418
6. | Email binhthuan.ha@abbott.com
7. | Trinh d6 van héa Pai hoc
8. | Chuyén nganh Dwoc si- Dwoc Lam Sang
9. | Trinh d6 ngoai ngi¥ Tiéng anh
Vhite vkl grengt Tnir 05/2025 dén 06/2026: chuyén Xién san pham tai
10. cong ty TNHH Abbott Healthcare Viét Nam

Tén co quan cdng tac
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Gidi tinh: Nt

Ngay .Sinh: 03/02/1984 Noi sinh: An Giang

Qué quan: Quang Binh Dan toc: Kinh

Don vi cong tac:  Cong ty TNHH Abbott Helathcare Viét Nam

Dia chi lién lac: 265/46 Truong Chinh, Phuong Dong Hung Thuén, Tp.HCM
Dién thoai lién hé: 0915000924

E-mail : hainguyen.nguyen@abbott.com

II/. QUA TRINH PAO TAO
1. Cao Dflng
Nganh hoc: Dugc Hé dao tao: Chinh qui
Noi dao tao: CD Lé Quy Pén Nam tdt nghiép: 2021
3. Ngoai ngir:
1.Anh Vian

I1I/. QUA TRINH CONG TAC

04/2012—03/2021:  Trinh dugc vién cong ty DKSH Viét Nam

04/2021 - Nay Trinh duge vién Cong ty TNHH Abbott Helathcare Viét Nam
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1. | HO TEN NGUYEN THI BICH VAN Gi6i tinh: Nir

2. | Ngay thang nam sinh 28/03/1985

3. | Noisinh Trang Bang - Tay Ninh

4. | Piachi 56 Pham Van Bach, Phwong Tan Son, TPHCM

5. | Pién thoai di dong 0906 603 730

6. | Email thibichvan.nguyen@abbott.com

7. | Trinh dd vdn hoa Cao Pang

8. | Chuyén nganh Dwoc

9. | Trinh dd ngoai ngit 12/14
Tir 11/2014 dén 04/2024: chuyén vién san pham tai
cong ty Pfizer

Chtrc vu tai co quan . 2 T b -
10. Tir 07/2024 dén nay: chuyén vién san pham tai cong ty

Tén co quan cong tac

ABBOTT
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Giad1 tinh: Nt

éinh: 20/9/1993 Noi sinh: BaTri, Bén Tre
Qué quan: Dén toc:

Don vi cong tac:  Cong ty TNHH ABBOTT HEALTHCARE Viét Nam
Dia chi lién lac: 1079 Ta Quang Buru, P. Binh Dong, HCM

Dién thoai lién hé¢: 0378039560

E-mail : duvyennhi.phan@abbott.com

II/. QUA TRINH PAO TAO
1. Pai hoc:
Nganh hoc: Dugc hoc Hé dao tao: Pai Hoc
Noi dao tao: Pai hoc Nguyén T4t Thanh Nam tt nghiép: 2022
3. Ngoai ngir:
1. Tiéng Anh
I1I/. QUA TRINH CONG TAC

8/2020 — nay: Cong ty TNHH ABBOTT HEALTHCARE Viét Nam
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STT | MaNV Tén nhan vién. "\ Chirc danh Viing mién Dia chi tinh thanh

1] 44019|Pang Hao' "' =W Nhién vién ban thudc Ha Noi LC HNI 64-66 Thén Trung, X. Binh Minh

7 | ghyén Thu Thilg Fign | = || Nhin vién ban thudc Diik Lik LC DLK 1307 Hung Vuong, P. Buén Hd

3] 54308|TrinHé TramAph, /[ « /[ [Nhén vién ban thudc Da Ning LC DAG 514 Hung Vuong, X. Nam Phudc

4 '3373 [Huynh Nguy®n Huy u/ Nhan vién ban thudc Tdy Ninh Tay Ninh

5| 40864]Na.Tién Phat </ Nhin vién ban thude TP HO CHI MINH LC HCM 49 Nguyén Van Cir, P. Ba Ria

6] 46016\ Himh Ba—— Nhin vién ban thubc Khinh Hoa LC KHA 157 Yén Ninh, P. Ninh Chir

7 120 NGUYEN THLBICH NGOC Nhin vién ban thube TP HO CHI MINH LC HCM 422-424 CMTS, P. Nhiéu Ljc

8|  41867|Trin Cong Toa Nhin vién ban thubc Dik Lik LC DLK 536 Nguyén Vin Cir, P. Tén Lap

9 1047 |Nguyén Nhit Thu Nhan vién ban thudc Tay Ninh LC TNH Pudmg DT783, X. Tan Phi

10 3526|Nguyén Huynh Khoa Nhin vién ban thude TP HO CHI MINH TP. H6 Chi Minh
11 4527|CHINH VU CONG Nhin vién ban thudc TP HO CHi MINH LC HCM 23 Buémg S6 20, P. Hiép Binh
12| 49636/ TRAN NGUYEN HOANG TRUYHNhin vién ban thudc Pdng Nai LC DNI 982-983 Quée L6 51, P. Long Himg
13| 69699 Trin Dang Quéc Duy Nhén vién ban thudc An Giang An Giang
14 2936|Dé Thanh Tim Nhan vién ban thudc Ha N§i LC HNI 33 Nui Tric, P. Giang Vd
15[ 46187|Nguyén Thi Minh Thu Nhién vién ban thude Ha Ngi LC HNI 154 Phing Humg, P. Ha Dong
16 2964 |Lé Trang Nhin vién ban thuéc TP HO CHI MINH LC HCM 207 Nguyén Hong Pao, P. Tén Binh
17 4527|vU CONG CHINH Nhén vién ban thude TP HO CHI MINH LC HCM 23 BPudmg 86 20, P. Hiép Binh
18 2290|Trin Thi Huong Nhén vién ban thudc Biic Ninh LC BNH TDP Li&n Thuong, P. Nhian Hoa

19|  63872|PAO LOAN Nhin vién ban thudc Ha Noi LC HNI Thén Luu Phai, X. Thanh Tri
20 6759|Nguyén My Trinh Nhin vién ban thudc Dong Nai LC DNI 387 Ap Sudi Nhat 2, X. Xudn Déng
21 46572 |Ta Hanh Nhién vién ban thudc Ha Ni LC HNI 29 T4 4, Chg Trung Tém Béng Anh, X. Déng Anh
22|  69861|Trin Ngoc Quang Anh Nhén vién ban thude TP HO CHI MINH TP. Ho Chi Minh
23|  67646|Vii Nhung Nhén vién ban thuéc Ninh Binh LC NBH 119 L& Céng Thanh, P. Phu Ly
24|  68889|LE HOANG KIM Nhin vién ban thudc TP HO CHi MINH LC HCM 93 Huynh Man Dat, P. An Dong
25| 58993 [Nguyén Hoa Nhén vién ban thuéc Quang Ninh LC QNH 65 Tran Nhén Téng, P. Uéng Bi
26| 62883 |Nguyén Thi Quynh Nhu Nhin vién ban thudc Lim Dong LC LBG 67-69 L& Lgi, P. Phude Hoi
27 54151 |Nguyén Thién Nhan Nhin vién ban thudc Pa Ning LC DAG 145 Phan Pang Luu, P. Hoa Cudng
28] 55419|PAO THI MY HAO Nhién vién ban thube Quéng Ninh LC QNH 91 Vinh Théng. P. Mao Khé
29 3864 |Nguyén Thi Thanh Lan Nhén vién ban thudc Da Ning LC DAG 259 Tiéu La, X. Thang Binh
30/  50827|Npuyén Tuyén Nhén vién ban thudc TP HO CHI MINH LC HCM 236 Nguyén Vian Nghi, P. Hanh Théng
31| 56118|Pham Thj Thuong Nhién vién ban thudc Da Ning LC DAG 259 Tiéu La, X. Thang Binh
32| 68724 |Nguyén NHAT SINH Nhin vién ban thudc Khénh Hoa LC KHA 119 Nguyén Hué, X. Van Ninh
33| 47026(P4 Thj Hanh Phuée Nhan vién ban thude TP HO CHI MINH LC HCM 277 Bach Dang, P. Gia Dinh
34  47022|Duong Huynh Tén Nhén vién ban thudc TP HO CHI MINH LC HCM 2/3 Lé Thj Ha, X. Hoc Mén
35| 47642 |Nguyén Thuy Trang Nhin vién ban thude Ha néi LC HNI Thén Hoanh 2, X. Phiic Son
36 7117|Hoang Uyén Nhan vién ban thudc Gia Lai LC GLI 01 Ly Thai Té, X. Mang Yang
37| 55080[NGUYEN XUYEN Nhdn vién ban thudc ha ndi LC HNI 2 Trung Son Trim, P. Tung Thién
38|  49908|Phan Thi Bich Huyén Nhin vién ban thudc Quing Ngdi _ LC QNI 375 Hing Vuong, X. Pak Ha
39|  40414|Nguyén Hoa Nhdn vién ban thudc Hai Phong LC HPG 35 Quyét Thang, P. Nguyén Trai
40| 40351 |[Nguyén Viét Trinh Nhin vién ban thude Nghé An LC NAN Thén Ciu Bung, X. Birc Chau
41 8231 Trén Thi Thu Cuic Nhién vién ban thude Téy Ninh LC TNH 49 Té 12 Ap Truémg Luru, P. Long Hoa
42 6448 |Nguyén Mai Nhén vién ban thudc Thanh Hoa LC THA 166 Ba Triéu, X. Nong Céng
43 7399 Nguyén Thoai Nhén vién ban thudc Tp.HCM (Binh Duong cii) |LC HCM 40 Puémg DT746, P. Tan Khanh
44| 53461|NGUYEN HOANG DUY LINH _|Nhdn vién ban thude Cén Tho LC CTO 220 L& Hong Phong, P. Phu Loi
45 7097|THUY PHAN Nhién vién ban thudc Vinh Long LC VLG 285 Quoc L6 53, X. Cing Long
46 4706 PHAN THI CONG THUY Nhén vién ban thudc Gia Lai LC GLI 30 Hoang Vin Thy, P. Quy Nhon Nam
47| 45628|Nguyén Thi Yén Thanh Nhin vién ban thude Tay Ninh LC TNH 36 Qudc L 62, X. Tan Thanh
48| 58548/ TRAN VY Nhin vién ban thuéc TP HO CHI MINH LC HCM 94-96 Nguyén Vin Nghi, P. An Nhon
49 7349 |Nguyén Minh Ting Nhén vién ban thudc TP HO CHI MINH LC HCM 6/60 Trumg Nir Virong, X. Hoc Mén
50(  41276|Pam Chi Thuéng Nhén vién ban thudc TP HO CHi MINH LC HCM 176 Ong ich Khiém, P. Hoa Binh
51|  45737|LE THANH Nhén vién ban thude Nghé An LC NAN Khéi 4 Dién Thanh, X. Dién Chéu
52 2116|TRAN NAM Nhén vién ban thudc Da Nang LC DAG Thén Ké Xuyén 2, X. Thang Bién
53 6853|VO QUOC TAN Nhin vién ban thudc TP HO CHI MINH LC HCM 29-31 Phan Ding Luu, P. Gia Dinh
54 4060 |Dang Thi Ninh Nhin vién ban thuéc Ha Tinh LC HTH Té Dan Phé 9, X. Can Lc
55 3819|Pham Hoa Thanh Thanh Nhén vién ban thudc Thanh Hoa LC THA Té 5 KP 2. P. Bim Son
56| 55891 |Nguyén Thi Hoai Nhi Nhén vién ban thudc Gia Lai LC GLI 813 Hung Vuong, X. Chur Sé
57 5057|Pao Thi Anh Tuyét Nhin vién ban thube Ha noi LC HNI 279B Doi Cén, P. Ngoc Ha
58 5057|Pao Thi Anh Tuyét Nhin vién ban thudc Ha ndi LC HNI 279B Dgi Cin, P. Ngoc Ha
59|  51122|Trdn Thj Kim Linh Nhan vién ban thudc TP HO CHI MINH LC HCM Pubdmg TLS2, P. Tam Long
60 52334 | Tiéu Thi Hong Nhu Nhin vién ban thude Tp.Cén Tho (S6c Tring ci) |LC CTO 197-199 Nguyén Thi Minh Khai, P. Phii Loi
61 4133 |[Nguyén Thi Ngoc Xuan Nhén vién ban thudc TP HO CHI MINH LC HCM 24/10 Hugmh Tén Phat, X. Nha B&
62 6325 |Phan Quynh Nhin vién ban thudc TP HO CHI MINH LC HCM 7D Trung M¢ Téy 13, P. Trung M3 Tay
63| 41617[Bui Thi Bich Ngoc Nhin vién ban thubc Gia Lai LC GLI 161 Trin Hung Dao, P. Ayun Pa
64 2723|TRAN TH] HA ANH Nhin vién ban thuéc AN GIANG LC AGG 46 Nguyén Van Cir, Bac Khu Phi Quéc
65|  47338|Danh Thanh Diing Nhin vién ban thude Cin Tho LC CTO 220 Lé& Héng Phong, P. Phi Lgi
66|  43205|Nguyén Uyén Nhin vién ban thudc Lam Déng LC LDG 322 Tran Phu, P. 1 Bao Léc
67 55974 |Nguyén Thj Loan Nhin vién ban thudc Bic Ninh LC BNH Thén Khanh, X. Hi¢p Hoa
68|  40910|Lé& Thi Diém Huynh Nhin vién ban thudc Ca Mau LC CMU 20 Trin Phu, P. Bac Liéu
69 5713 |Nguyén Hang Nhin vién ban thudc Biéc Ninh LC BNH 01 Nguyén Vin Cir, X. Hiép Hoa
70 7893 |Nguyén Nha Nhén vién ban thubc Ca Mau LC CMU 20 Tran Phi, P. Bac Liéu
71 40472|NGUYEN TH] HOAN Nhin vién ban thudc Pik Lik LC DLK 493 Giai Phéng, X. Kréng Pic
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Ngiy: 19/6/2026

Pia diém: Ghi hinh tryc tiép tai vin phong Melinh Point s6 02 Ngo Dire K&, p. Bén Nghé, qun 1, TPHCM va truyén tryc tuyén qua Zoom

STT | Ma NV Tén nhén vién Chirc danh Ving mién Dia chi tinh thinh
72 53438/ Trin Thuy Nhén vién ban thudc Dik Lak LC DLK 493 Giai Phong, X. Krong Pic
73] 40910[Lé Thi Diém Huymh Nhin vién ban thudc Ca Mau LC CMU 20 Trin Phu, P. Bac Liéu
74| 62754|Nguyén Thoa Nhién vién ban thude Thanh Hoa LC THA 145 Trén Phi, P. Bim Son
75|  49311|Phan Thj Thu Ngan Nhén vién ban thude An Giang LC AGG 46 Nguyén Van Cir. Dic Khu Phii Quéc
76] 45864 |Trin Thi Thiét Nhin vién ban thude Ha Noi LC HNI 86 Trén Binh, P. Tir Liém
77 7629|Hoang Thi My Linh Nhan vién ban thudc Ha Tinh LC HTH Thén Ba Giang, X. Viét Xuyén
78] 48331[Lé Anh Quan Nhin vién ban thudc Ha Noi LC HNI Thén 4 Ha Lgi, X. Mé Linh
79 5126Le Hoang Biru Nhin vién ban thuée Vinh Long LC VLG 205 Trdn Quédc Tudn, P. Tra Vinh
80| 54491 |Nguyén An Nhén vién ban thube TP HO CHI MINH LC HCM 504 Nguyén Théi Son, P. An Nhon
81 51436 Tran Thi Quynh Anh Nhén vién ban thudc Phit Tho LC PTO TDP Déi Théng, X. Tam Pio
82|  40724|Mach Nguyén Nhén vién ban thude TP HO CHI MINH LC HCM 63/6 Thai Thi Giir, X. B Diém
83|  45774|Nguyén Minh Nhyt Nhén vién ban thubc Pong Nai LC DNI 68 Trin Humg Pao, P. Binh Long
84|  47677|Pinh Quang Hiép Nhién vién ban thude Hai phong LC HPG TDP S6, P. Nam Trigu
85 3489|Lé Ha Nhén vién ban thude Vinh Long LC VLG 205 Trin Quédc Tuén, P. Tra Vinh
86|  49775|DUCNG LOAN Nhén vién ban thudc TP HO CHi MINH LC HCM 165-167 Lac Long Quén, P. Binh Théi
87|  42840|LY HOANG THIEN PHU Nhén vién ban thudc Déng Nai LC DNI Pudmg PT764, X. Cim My
88 1276 |H4 Hong San Nhin vién ban thude TP HO CHI MINH LC HCM 256 Cao Théng, P. Hoa Hung
89 4261|Lé Trang Nhin vién ban thudc An Giang LC AGG 186 Trén Hung Pao, X. Tri Tén
90 54073 |Nguyén Ngoc Dang Khoa Nhén vién ban thude TP HO CHI MINH TP, Ho Chi Minh
91|  49208|Nguyén Ngoc Hin Nhén vién ban thude TP HO CHI MINH LC HCM 1002 Ta Quang Biru, P. Binh Déng
92 3203|TRUONG THI THUY TRIEU __ [Nhén vién bén thudc Gia Lai Gia Lai
93 828|Ngo Kim Thiy Nhin vién ban thudc Pa Ning Da Ning
94  44048|Trin Ciu Nhin vién ban thuée Déng Nai Dong Nai
95|  60123|LE THIHUYEN MY Nhién vién ban thude Gia lai LC GLI 209 Trudmg Chinh, P. Hoi Phi
96| 45571 |Nguyén Thi Thanh Ngan Nhin vién ban thude TP HO CHI MINH LC HCM 7 Lé Dai Hanh, P. Phit Tho
97 8217|Bui Thi Ngoc Nhi Nhén vién ban thue Ddng Nai LC DNI 126C Phan Binh Phung, P. Trin Bién
98|  46101|Nguyén Thi Thuy Linh Nhén vién ban thudc Nghé An LC NAN 159 Nguyén Phong Sic, P. Trrémg Vinh
99 2387|Trén Nhi Nhién vién ban thudc An Giang LC AGG 104 Tran Hung Pao, X. Tri Tén
100 6881 |NGO GIA NGHI Nhin vién ban thuéc VINH LONG LC VLG 39/2 Doan Hoang Minh, P. An Hgi
101 4964 |Bui Thanh Ngoc Chiu Nhin vién ban thudc Cién Tho LC CTO 312A-313 Nguyén Van Linh, P. Tin An
102 81|Bui Loan Nhén vién ban thudc Gia Lai LC GLI 30 Hoang Vin Thy, P. Quy Nhon Nam
103]  43300{Ngé Thi Ngoc Trim Nhén vién ban thudc TP HO CHi MINH LC HCM C1/5H V3 Van Vin, X. Tén Vinh Loc
104 43762 |Phan Thi Quy Nhién vién bin thudc Gia Lai LC GLI 398B Quang Trung, X. Phi My
105 60099 Tran Thi Ngoc Ha Nhin vién bén thudc Gia Lai LC GLI 241 Nguyén Hug, P. Quy Nhon
106 2886 Trén Thi Thu Ha Nhin vién ban thudc Dia Ning LC DAG 65 Nguyén Vin Thoai, P. An Hai
107] 47601 |NGUYEN KHAC HUY Nhin vién bén thudc Cién Tho LC CTO 7 Doan Thé Trung, X. Long Phi
108 47309|Trwong Gia Linh Nhn vién ban thudc TP HO CHI MINH LC HCM 16 Thin Nhan Trung, P. Tén Binh
109|  54233[HUYNH HIEU Nhén vién ban thude An Giang LC AGG 186 Trén Hung Pao, X. Tri Tén
110/  63059|LE THANH TUYEN Nhén vién ban thuéc TP HO CHI MINH LC HCM 75 Luong Ngoc Quyén, P. Phi Dinh
111  43167|V3 Thi Thanh Nga Nhén vién ban thudc Khanh Hoa LC KHA 157 Yén Ninh, P. Ninh Chir
112]  45642|Lé Van Nguyén Nhén vién ban thude Quang Tri LC QTI 169 Lé Dufn, X. Vinh Linh
113] 65420 Trin Liéu Phuong Trang Nhén vién ban thuée TP HO CHi MINH LC HCM 84/5 Nguyén Viin Qué, P. Dong Humg Thugn
114 43100|Pao Chiu Nhén vién ban thudc Téy Ninh LC TNH 13/14 Hoang Lé Kha, X. Chiu Thanh
115 1997|TRAN TH] THANH KIM LE Nhén vién ban thudc TP HO CHI MINH LC HCM 19/1 L& Lgi, X. Héc Mén
116]  43750|Va Uyén Nhin vién ban thude Dik Lik LC DLK 119 Nguyén Thj Minh Khai, P. Buén Ma Thugt
117 6542|Lé Kim Huyén Nhén vién ban thudc Céin Tho LC CTO Nguyén Chi Thanh, P. Théi An Déng
118 9189|vU THI PHUONG Nhin vién ban thudc Déng Nai LC DNI 425-427 Ap Trung Tin, X. Xuén Ldc
119 3462|Huynh Lam Nhén vién ban thude TP HO CHI MINH LC HCM 94-96 Nguyén Van Nghi, P. An Nhon
120]  65175|Nguyén Thuy Phuong Nhin vién ban thudc TP HO CHI MINH LC HCM 63 La Xuan Oai, P. Tang Nhon Phi
121] 49891 |Nguyén Trim Nhin vién bén thude bak Lak LC DLK 150 Trin Hung Dgo, P. Tuy Hoa
122]  46187[MINH THU NGUYEN TH] Nhién vién ban thudc Ha Noi LC HNI 154 Phing Hung, P. Ha Déng
123|  43669|Lé Minh Hiéu Nhin vién ban thuée Ha Ngi Ha Noi
124 53007|Pham Thao Nhin vién ban thubc Hung Yén LC HYN PG1-11 Quang Trung, P. Trin Humg Dao

125 58378 |Nguyén Vin Thach

Nhin vién ban thudc

TP HO CHI MINH

LC HCM 60F/21 Nguyén Thi Kiéu, P. Tin Théi Hiép

126] 41481 [NGUYEN THAO

Nhin vién ban thude

Ha Noi

LC HNI 2 Trung Son Trém, P. Ting Thién

127 50856 | Trinh Thuy Linh Nhén vién ban thudc An Giang LC AGG 340/4 Hém tinh 1§ 943, P. Long Xuyén
128 40326|Van Thi Ngoc Trim Nhén vién ban thudc TP HO CHI MINH LC HCM 52 Nguyén S¢ Sach, P. Tin Son

129 8704 |Bui Thanh Céng Nhin vién ban thube HA NOI Ha Noi

130 9560 |Ddng Thi Viét Hai Nhén vién ban thudc TP HO CHI MINH LC HCM 52 Nguyén S§ Sach, P. Tén Son

131 50856 Trinh Thuy Linh Nhin vién ban thudc An Giang LC AGG 340/4 Hém tinh 15 943, P. Long Xuyén
132 55055 |Duong Thu Nhén vién ban thuée ninh binh LC NBH Xém 4, X. Kim Son

133|  41250/D3 An Duyét Nhén vién ban thudc Gia Lai Gia Lai

134  58436|D5 Xuin Ha Nhin vién ban thudc Ca Mau LC CMU 75 Séng Déc-Rach Rang, X. Séng Ddc
135  64388|Binh Thj Thu Nhin vién ban thudc Ha ngi LC HNI 297 Hoang Mai, P. Tuong Mai

136/  64388|Dinh Thi Thu Nhén vién ban thudc Ha ndi LC HNI 297 Hoang Mai, P. Tuwong Mai

137 52616/ Pham Huy Nhin vién ban thudc TP HO CHI MINH LC HCM 701 L& Trong Tén, P. Binh Humg Hoa
138]  50857|Trwong Phuong Nhin vién ban thude An Giang LC AGG 16/12 Trin Humg Pao, P. My Thai

139]  48793|Ngs Tuyén Nhén vién ban thudc TP HO CHI MINH LC HCM 701 Lé Trong Tén, P. Binh Himg Hoa
140 6396|V6 Pat Nhin vién ban thudc Cin Tho LC CTO LK3-01 Nguyén Van Cir, P. Long Tuyén
141 48160 |Nguyén Giang Nhin vién ban thudc Hai Phong LC HPG 464 Nguyén Trai, P. Chu Vin An

142]  59920[Cao Thi Ha Nhén vién ban thudc Khénh Hoa LC KHA 710A Puémg 21/8, P. P8 Vinh




DANH SACH KHACH HANG DY’ KIEN THAM DU HOI THAO GIOI THIEU THUOC

Ngay: 19/6/2026

Dja diém: Ghi hinh trye tiép tai viin phong Melinh Point sé 02 Ngé Dire Ké, p. Bén Nghé, quin 1, TPHCM va truyén trye tuyén qua Zoom

STT | Ma NV Tén nhiin vién Chirc danh Viing mién Dia chi tinh thanh
143| 61321 |Trinh Thién Huong Nhan vién ban thuc TP HO CHI MINH LC HCM 97 Nguyén Van Tiét, P. Lai Thiéu
144]  43335|Huynh Hong Ngan Nhin vién ban thubc TP HO CHI MINH LC HCM 255 Nguyén Hiru Tri, X. Tin Nhyt
145 68916 Vii Thj Hong Ngoc Nhin vién ban thubc Pik Lik Piik Lik
146] 63987 Nguytfm Dio Huynh Nhur Nhin vién ban thuée Dang Thap LC DTP 96 Trin Humg Dao, P. Hong Ngu
147 7004 [Nguyén Diép Nhin vién ban thudc Ciin tho LC CTO 312 Quéc Lo 91, P. Thét Nét
148 44138 ng.uyén ngoc Nhién vién ban thudc tdy ninh LC TNH 208 Lac Long Quin, P. Thanh Dién
149]  41250|D3 An Duyét Nhin vién ban thudc Gia Lai Gia Lai
150 48719 Dum\.g Thi Thu Huong Nhan vién bén thudc Ha Tinh LC HTH 437 Nguyén Nghiém, X. Nghi Xuin
151 8528 |Nguyén Lé Nhin vién ban thudc Téy Ninh LC TNH Buong QLN2, X. Hau Nghia
152] 47938 Trwgng Thi Hong Lam Nhin vién ban thudc Khanh Hoa LC KHA 133 Qudc L 1A, X. Ninh Phiréc
153]  41125|L& Nguyér Nhén vién ban thudc TP HO CHI MINH TP. H8 Chi Minh
154 6875|Nguyén Duyét Nhén vién ban thudc TP HO CHI MINH LC HCM 192A V& Thi Séu, X. Long Dién
155 5014|Nguyén Nhung Nhan vién ban thudc TP HO CHI MINH TP. Ho Chi Minh
156 2028|Anh Nhung Nguyén Hoang Nhin vién ban thuéc Déng Thap LC DTP 1B DT852, P. Sa Déc
157 3616|LAM LAI Nhin vién ban thuée TP HO CHI MINH LC HCM 277 Trén Pai Nghia. X. Tan Nhut
158 8404 Vo Thi Thity Linh Nhin vién ban thuéc Téy Ninh LC TNH Budmg QLN2, X, Hau Nghia
159  42881|Nguyén Thj Viét Trinh Nhén vién ban thudc Quing Ngai LC QNI Thén Tan Hy 1, X. Van Tudmg
160| 58914 |Nguyén Linh Nhin vién ban thudc Vinh Long (Bén Tre cii) LC VLG 81C Khu phé 3, P. Bén Tre
161  68697|Pham Minh Hing Nhén vién ban thudc Ha Noi LC HNI 102 Sai Dong, P. Phiic Lgi
162]  70815|HOANG ANH DINH Nhén vién ban thudc Ninh Binh Ninh Binh
163|  66341|Trin Vy Nhin vién ban thubc TP HO CHI MINH LC HCM 110-110A-110B Phan Huy ich, P. Tan Son
164 8005 |Mai Thi Thanh Hoan Nhin vién ban thudc TP HO CHI MINH TP. Ho Chi Minh
165 1965 |Quach Dinh Nhan vién ban thudc Ha ngi LC HNI 51 Ngd 99 Chu Huy Mén, P. Phic Loi
166/ 50203 |Hang Lé Quéc Toan Nhién vién ban thuéc Khinh Hoa LC KHA Thén Ninh Quy 2, X. Phudc Hiu
167|  51582|Phan Minh Hai Nhan vién ban thuéc Ha ndi LC HNI 285 Quan Hoa, P. Nghia D&

168 40174 |Bui Ngoc Bao Han

Nhin vién ban thudc

TP HO CHi MINH

LC HCM 49 Cu X4 Pha Lam, P. Binh Pha

169 47709|Pham Véan Son

Nhin vién ban thudc

TP HO CHi MINH

LC HCM 99 Tan Quy, P. Tén Son Nhi

170 61108 |L& Thi Kim Yén Nhin vién ban thudc Gia Lai (Binh Binh ci) LC GLI KP Thang Kién, X. Dé Gi

171  69796|Hoang Anh Quin Nhin vién ban thudc Lai Chiu Lai Chéu

172 49496 | Nguyén thi tr Quynh Tric Nhén vién ban thude Khanh Hoa LC DLK Thén Chanh Lgc, X. Xuén Loc

173 6637 | Truong My Nhin vién ban thudc Hué LC TTH 1140 Nguyén Tét Thanh, P. Phi: Bai
174]  42427|Cai Hoang Long Nhin vién ban thudc TP HO CHI MINH LC HCM 1313 Pham Thé Hién, P. Binh Déng
175 7740|Nguyén Thé Vinh Nhién vién ban thudc TP HO CHI MINH LC HCM 52 Nguyén Sy Sach, P. Tén Son

176 55441 |Lwong Thj Lan Nhin vién ban thudc Tuyén quang LC TQG 482 Kim Binh, X. Chiém Hoa

177 3859 TRAN PHAN TIEU NGOC Nhin vién ban thude Gia Lai LC GLI 241 Nguyén Hug, P. Quy Nhon

178| 48808 |Huynh Thi Ha Trang Nhén vién bén thuéc Déng Nai LC DNI 491 Trin Phu, X. Nhon Trach

179 43985 |Nguyén Ngoc Ai Nhin vién ban thudc Pong Nai LC DNI 491 Trin Phi, X. Nhon Trach

180  66711]Lé Trim Nhin vién ban thudc Pong nai LC DNI A3/23 Bui Hiru Nghia, P. Bién Hoa

181 4137 Nguyén Hurong Nhén vién ban thudc Dik Lak LC DLK 31 Quéc L$ 14, P. Tin An,

182]  46830|Dé Thi Yén Nhi Nhin vién ban thudc Dong Nai LC DNI 666/20 Trdn Cao Vin, X. Dau Gidy

183 4854|Hb Thj Mai Nhin vién ban thudc Nghé An LC NAN 159 Nguyén Phong Séc, P. Truomg Vinh
184]  69783[Téng Thi Thiy Dung Nhin vién ban thudc Hai Phong Hai Phong

185]  65154|Trén Thi Nhung Nhin vién ban thudc Ha Nbi LC HNI 153 Hé Pic Di, P. Kim Lién

186] 60276 [Hb Pic Khwong Duy Nhén vién ban thude Hué LC TTH 80-82 Ng Quyén, P. Thudn Hoéa

187|  61271|Limg Thio Nhan vién ban thudc Gia Lai LC GLI 3270 Quang Trung, P. Bong Son

188 |huynd88 / {Nguyén Duy Huy Nhin vién ban thuéc Thanh Hod Thanh Hoéa

189] 52360 |Nguyén Thi Trim Nhin vién ban thudc Nghé An LC NAN X6m 4, X. Van Hién

190 51934 |Din Phuong Nhan vién ban thudc Lio cai LC LCI 143 Ham Nghi, P. Lao Cai

191] 46421 [Pham Thuan Nhén vién ban thudc Quang Tri LC QTI 25 Hing Vuong, X. L& Thuy

192]  48534|Lé Thj Thu Hién Nhan vién ban thudc Humg Yén LC HYN TDP Tién Théng, P. Son Nam

193 45459 | Duong thi huong chiéu Duong thi h{Nhén vién ban thudc Thai nguyén LC TNN 199 Bén Oénh, P. Phan Dinh Phiing
194] 47063 |Nguyén Thi Tién Nhién vién bén thudc Tp.HCM (Binh Duong cii) |LC HCM 6 Nguyén An Ninh, P. Thi Déu Mot
195  54852{Mai Ngin Nhin vién ban thudc Thanh Hoa LC THA 02 DT510B, X. Hodng Tién

196  46483|Vi Hién Nhén vién ban thudc Thanh Hoa LC THA 116-118 Nguyén Hug, P. Quang Trung
197 6731]|Lé Hoang Yén Nhin vién ban thudc TP HO CHI MINH LC HCM 784 Huong Ld 2, P. Binh Téin

198  48776|Pham L& Ngoc Anh Thu Nhin vién ban thuc TP HO CHI MINH LC HCM 90 Tinh L 8, X. Tén An Héi

199 3199|Biii Thj Thanh Hang Nhién vién ban thudc uing Ninh Quang Ninh

200 5783 |Nguyén Giang Nhén vién ban thuéc TP HO CHI MINH LC HCM 1 Liéu Binh Huong, X. Cii Chi

201 49863 |[Nguyén Vi Nhién vién ban thude Gia Lai L.C GLI Thén Duong Liéu Tdy, X. Binh Duong
202|  40711|Pinh Oanh Nhién vién ban thude Lim Pong LC LDG 808 Hing Vuong, X. Dinh Van Lim Ha
203|  43482|Nguyén Thi Hién Mai Nhan vién ban thudc Thai Nguyén LC TNN 452/1-454/1 Bic Kan, P. Phan Dinh Phing
204]  68318/PHUNG THI HIEN Nhién vién ban thuéc Ha Noi LC HNI Than Ban, X. Yén Bai

205|  49057|Duong Quéc Thai Nhan vién ban thudc Vinh Long LC VLG 134 Putmg 2/9, P. Duyén Hai

206  51405[Pham Thi Cdm T Nhin vién ban thudc TP HO CHI MINH LC HCM 268 L& Héng Phong, X. Ngdi Giao
207]  53638|Trin Tnic Nhin vién ban thudc Vinh Long (Bén Tre cil) LC VLG Budmg Tinh 881, X. Tan Xuén

208]  44264|Nguyén Vin Nhin vién ban thude Dong Nai LC DNI 39 Biii Van Hoa, P. Long Binh

209 69477 [Nguyén Thuy Nhin vién ban thudc an giang An Giang

210 7899[Lé Ngan Ha Nhin vién ban thudc Déng Thap LC DTP 333 Qudc L 30, X. An Long

211]  63416|Trinh Thi Thuy Hing Nhén vién ban thubc Thanh Hoé LC THA 166 Ba Triéu, X. Néng Céng

212 50532|Ngé Thiy Nhin vién ban thubc TP HO CHI MINH LC HCM 142 Hoang Hoa Tham, P. Viing Tau
213 5043 |Pham Thj Thu Uyén Nhin vién ban thubc Ninh Binh Ninh Binh
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STT | Md NV Tén nhiin vién Chirc danh g Ving mién 3 Dia chi tinh thanh
214 51889 |Huynh Dung Nhiin vién bén thudc Da Ning . LC DAG 134A Lé Tan T:-ung. P. So'n.Trsl
215 40485 [ Tran Thj Tric Linh Nhin vién bin thudc TP HO CHI MINH LC HCM 1008 Huynh Tan Phat,.i’ﬂ. Tan My
216 47861 |Pang Thij Kim Hué Nhin vién ban thude Gia Lai LC GLI Thén Thanh T, X. Hoai An
217 69893 |Pham Tric Mai Nhén vién ban thudc An Giang An Giang
218 5480 Trén Minh Thur Nhin vién ban thubc TP HO CHi MINH LC HCM 533 Lac Long Quén, P. Bay Hién
219 56871|Mai Kim Chi Nhién vién ban thuéc TP HO CHI MINH LC HCM 489 Huynh Tén Phat, P. Tan Thuin
220 54382| Trin Nga Nhén vién ban thubc Ninh Binh (Nam Dinh cii) _|LC NBH 118 Trin Nhét Duét, P. Nam Binh
221 48923 |NGUYEN LAM NHU Nhén vién ban thuéc Vinh Long LC VLG 69/2 Tn.rpg Nir Vucmg', P. long Chéu
222 60177|Duy Thing Nhén vién ban thudc Lao Cai LC LCI Thén 5 C6 Phiic, X. Trén Yén
223|  48624[Lé Loan Nhén vién ban thudc TP HO CHI MINH LC HCM 533 Lac Long Quin, P. Bay Hién
224 44119[Thach Thj Diém Thao Nhén vién ban thuéc Ciin Tho LC CTO A_gAn Ninh 2, X. Ké Sich
225|  46030]Lé Phwong Khanh Nhin vién ban thude Vinh Long LC VLG 169 Duong DT884, X. Tién Thiy
226| 46414 Trin Thi Huyén Trang Nhin vién ban thuéc Da Niing LC DAG 64 Nguyén Tét Thanh, X. Dai Loc
227 4790 Nguyén Tram Nhin vién ban thudc An Giang LC AGG 97 Phurong Thanh, P. Ha Tién
228 41566|Vd Hiru Hing Nhién vién ban thudc TP HO CHI MINH LC HCM 117 Buimg DBS, P. Bén Ct
229 6238|VO NGUYEN HUY Nhén vién ban thudc Quéing Ngai Quang Ngdi
230 67898 |Ngd Quynh Anh Nhién vién ban thuéc Lai Chdu LC LCU 829 Lé Lgi, X. Tén Uyén
231 7936 [Nguyén Minh Thur Nhén vién bén thuoc Vinh Long LC VLG 275 Puémg 3/2, X. Céu Ngang
232 47364 |Nguyén Danh Nhén vién bén thudc D.'? Ning L(; DAG T6 8, X. Xudn Phi
233 70042|Théi Thi Thu Phurong Nhén vién ban thude Dong Nai Bong Nai
234 62250|Diéu Lé Phuong Hoa Nhén vién ban thuoc Quang Tri (Quang Binh cii) |LC QTITDP 11, P. Pong Héi
235 69591 |Pham Hoa Nhin vién ban thuéc Hai Phéng Hai Phong
236 40748|Lé Thj Bach Ciic Nhién vién ban thuéc TP HO CHi MINH LC HCM 227 Nguyén Thj Nho, P. Minh Phung
237| 64901 |Pham Quyén Nhin vién ban thudc Dik Lak LC DLK TDP 02, X. Kréng Nang
238 46229| Thai Nguyén Kim Phung Nhin vién ban thudc Vinh Long LC VLG 134 Puwémg 2/9, P. Duyén Hai
239/68723 Lé Thj Kim Lién Nhién vién bén thuéc Khanh Hoa LC KHA Thén Tan Phudc Nam, X. Tu Bong
24068620 Huynh Nguyén Hong Khugé Nhén vién ban thudc Khanh Hoa LC KHA 32 Nguyén irc Canh, P. Nam Nha Trang
241|68514  |Bui Thj Thanh Thu Nhén vién ban thude Déng Thép LC DTP 866 Qudc L9 30, X. An Long
242|68453 Truong My Linh Nhén vién ban thudc Déng Thép LC DTP 36 Phan Chu Trinh, P. Gé Céng
243168451 Duong Nguyén Ngoc Hin Nhén vién ban thube Bong Thip LCDTP 138 L§ Té, X. An Hiru
24468430 Poan Huynh Thao Vy Nhin vién ban thubc Déng Thip LC DTP 114 Ap Bic, P. Dao Thanh
245(68442 Nguyén Hoang Khénh Uyén Nhin vién bén thudc Khéanh Hoa LC KHA 6A Bubdmg /4, P. Béic Nha Trang
24668368 D6 Thi Lé Thu Nhin vién ban thudc Khéanh Hoa LC KHA Thén Tén Phudec Nam, X. Tu Bong
247|68364 Phing Trung Kién Nhén vién ban thudc Khénh Hoéa LC KHA 284 Pudmg 21/8, P. Bio An
24868191 Nguyén Thi No Nhén vién ban thudc Khanh Hoa LC KHA 158 Dudmg 3/4, P. Cam Linh
249168112 Nguyén Thi Lan Huong Nhin vién ban thudc Khanh Hoa LC KHA 1 Tru¢mg Sa, P. Nha Trang
250(68111 Hoang Ngoc Hén Nhin vién ban thuéc Khanh Hoa LC KHA 60 Ngé Gia Ty, P. Nha Trang
251/68099  |Lém Tang Quyén Linh Nhién vién ban thudc Ddng Thap LC DTP 178 - 179 Quéc Lo 1A, X. Binh Phi
25268097 Pham Thi Nhwr Y Nhén vién ban thude Dong Thap LC DTP 48A Nguyén Hug, X. Tén Hong
253168021 Nguyén Mi Su Nhan vién ban thude Khénh Hoa LC KHA 48-50 Quang Trung, P. Nha Trang
25467966 |Phan Trin Gia Han Nhin vién ban thude Dong Thap LC DTP 96 Trin Humg Dao, P. Héng Ngu
25567498 Nguyén Phan Hoai Linh Nhin vién ban thude Tp.HCM (Binh Duong cii) |LC HCM 667 Huynh Vin Lily, P. Binh Dwrong
256|67476 Vo Hoai Bao Ngoc Nhin vién ban thudc Khanh Hoa LC KHA 24 Phong Chéu, P. Nam Nha Trang
25767471 Nguyén Thj Thanh Vin Nhin vién ban thuéc Khanh Hoa LC KHA 18 Phuong Sai, P. Téy Nha Trang
258(67467 Phan Thi Thiy Vin Nhén vién ban thudc Khanh Hoa LC KHA 1 Truong Sa, P. Nha Trang
25967466 V& Thi Nhur Quynh Nhin vién ban thude Khanh Hoa LC KHA 18 Phuwong Sai, P. Tay Nha Trang
260]67170 Trdn Thi Hai Anh Nhin vién ban thudc Ninh Binh (Nam Dinh cii) _|LC NBH 71 Trén Théi Téng, P. Nam Binh
26165962 Nguyén Thj Ha Nhién vién ban thudc Tp.HCM (Binh Duong ¢ii) |LC GLI Thén Duong Liéu Téy, X. Binh Duong
262|65704  |Nguyén Thj Diém Quynh Nhin vién ban thudc Hué LC HNI 86 C5 Nhué, P. Déng Ngac
263|65277 Vii Birc Hoan Nhén vién ban thudc Ninh Binh (Nam Dinh ci) [LC NBH 118 Trin Nhét Dut, P. Nam Dinh
26464406 [Nguyén Thj Kim Dung Nhin vién ban thuéc Hué LC HNI 86 C6 Nhué, P. Bong Ngac
265[63837 Nguyén Thi Thu Huyén Nhén vién ban thudc Hué LC HNI 86 C6 Nhué, P. Péng Ngac
266(63146 Phan Thj Phuong Nhién vién ban thuéc Ninh Binh (Nam Binh c¢ii) _|[LC NBH 149 Phi Nghfa, P. Nam Dijnh
267163143 |Pao Thi Linh Nhén vién ban thudc Ninh Binh (Nam Binh ¢ii) _|LC NBH X6m Biic Giao Cit Trung, X. Nam Déng
268|60306 Pham Khanh Linh Nhin vién ban thudc Ninh Binh (Nam Binh ci) _|LC NBH 555 Trudmg Chinh, P. Nam Dinh
26959516 [Pao Thi Mai Lan Nhin vién ban thubc Hué LC HNI 86 C6 Nhué, P. Dong Ngac
270{59501 Nguyén Thi Thu Hién Nhén vién ban thudc Quang Ninh LC QNH 211 Nguyén Binh, P. Pong Triéu
271/59353 Tran Thj Thiy Nhén vién bén thudc Ninh Binh (Nam Dinh c¢ii) [LC NBH 85 Mac Thj Budi, P. Nam Dinh
272159208 Trin Huyén Linh Nhin vién bén thudc Quang Ninh LC QNH 200 Nguyén Vin Cir, P. Ha Long
27358832 |Diép Quynh Phuong Nhin vién ban thude Quang Ninh LC QNH T4 35 Khu Déng Tién 1, P. Cim Pha
27458567 | Vii Thi Ngoc Anh Nhén vién ban thude Ninh Binh (Nam Dinh ¢i) _|LC NBH 4 Trin Bich San, P. Nam Dinh
275[58565 Nguyén Thu Uyén Nhén vién ban thuée Ninh Binh (Nam Bjnh ¢ii) |LC NBH 8 Trin Huy Liéu, P. Nam Djnh
27658539 Noéng Thi Ngoc Phugng Nhin vién ban thudc Tp.HCM (Binh Duong cii) |LC HCM Puéng DT742, P, Binh Duong
277[57764 Tran Nhr Quynh Nhin vién ban thudc Hué LC HNI 86 C6 Nhué, P. Déng Ngac
27857159 Tran Thi Kiéu Anh Nhin vién ban thudc Ninh Binh (Nam Dinh cii) _|LC NBH 28 Hai Ba Trumg, P. Nam Djnh
27955132 Tran Thi CAm Nhung Nhén vién ban thude Tp.HCM (Binh Duong cti) [LC HCM 667 Huynh Vin Lily, P. Binh Durong
28053284 Nguyén Thj Thu Nhén vién ban thudc Hué LC HNI 86 C6 Nhué, P. Dong Ngac
28150063 Vii Thi Huyén My Nhién vién ban thudc Hué LC HNI 86 C6 Nhué, P, Dong Ngac
282 (49863 Nguyén Thi Tudmg Vi Nhan vién ban thude Tp.HCM (Binh Duong cii) |LC GLI Thén Duong Liéu Ty, X. Binh Duong
28347947 |Lé Thji My Héing Nhin vién ban thuéc Tp.HCM (Binh Duong ¢ii) |LC GLI Thén Dwong Liéu Téy, X. Binh Duong
284[47692 | Trdn Thj Thanh Thuy Nhin vién ban thude Ha Tinh LC HTH 243 Trén Phi, X. Huong Khé
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STT | MaNV Tén nhéin vién Chirc danh Ving mién Dia chi tinh thianh
285(47690 _ |Hoang Thi Huyén Trang Nhén vién ban thude Ha Tinh LC HTH 93 Nguyén Du, X. Tién Dién
286/47688  |Lé Thj Thanh Nguyét Nhién vién ban thudc Ha Tinh LC HTH 22 Yén Trung, X. Birc Tho
287[47678 L& Thj Phwong Anh Nhin vién ban thube Ha Tinh LC HTH 02 Ha Tén Muc, P. Thanh Sen
28847676 |Nguyén Thj Tra Nhén vién ban thude Ha Tinh LC HTH Thén Quyét Thing, X. C4m Trung
289[47264  [Ha Thj Kim Ly Nhiin vién ban thude Hué LC HNI 86 Cé Nhué, P. Déng Ngac
29047244 [Nguyén Thj Oanh Nhin vién ban thudc Ha Tinh LC HTH T4 Dén Phé 1, P. Nam Héng Linh
291[46706 | Trwong Thi Khanh Linh Nhén vién ban thudc Ha Tinh LC HTH 530 Ha Huy Tép. P. Thanh Sen
292(43916  |Trrong Thj Thu Trang Nhin vién ban thubc Lam Dong LC LDG 16 Nguyén Céng Trir, P. 1 Bao Lic
293[43860  |Tran Thj Thanh Binh Nhén vién ban thuéc Lim Déng LC LDG 44-44A Phan Dinh Phing, P. Xuin Huong - Da Lat
294(43626  |Phan Thj Diém My Nhin vién ban thudc Lim Déng LC LBG 204 Phan Dinh Phing, P. Xuin Huong - Pa Lat
295(43112  |Nguyén Thj Liéu Nhdn vién ban thude Lam Ddng LC LDG 126B-126C Hai Ba Trumg, P. Cam Ly - P Lat
29643107 [Lé Thanh Tai Nhin vién ban thuéc Lam Dong LC LDG 44-44A Phan Dinh Phung, P. Xudn Huong - Da Lat
29743104 [Pham Nhur Ngoc Nhin vién ban thudc Lim Déng LC LDG 98 Nguyén Dinh Chiéu, P. Lam Vién - Pa Lat
298/42727  |Nguyén Hd Yén Nhi Nhin vién ban thude Lam Péng LC LDG 31 Ngé Gia Ty, P. Lam Vién - Da Lat
299142407 |Nguyén Trin An Thach Nhén vién ban thudc Lim Dong LC LPG 98 Nguyén Pinh Chiéu, P. Ldm Vién - Da Lat
30041987 Nﬂ.uyén Xudn Vin Khanh Nhin vién ban thudc Lim Péng LC LBG 33A Nguyén Siéu, P. Lang Biang - Pa Lat







L Tai liéu thong tin thude

~Gioi thiéu san pham
Betaserc 24mg

Thong tin chi tiét vé sdn phdm xem tir trang 2 téi trang 13

Ngudi trinh bay: DS. Nguyén Hii Nguyén

Tai liéu thong tin thude

Poc ki huéng din sir dung truée khi diing

THANH PHAN, DANG BAO CHE

Thanh phan hoat chit: 24mg betahistine dihydrochloride twong &g véi 15.63 mg betahistine

Thanh phan t4 dwoc: Cellulose vi tinh thé, mannitol (E421), acid citric monohydrate, silican khan dang keo va bt tale.
Betaserc® 24 mg la vién nén tron, hai mit 16i, c6 khia, mau tring, xién géc. Vién cé dwong kinh 10 nm, khéi lvong
khoang 375 mg. O mat mit vién nén c6 khia va khic s6 289 & mdt bén cia khia. Vién nén nay ding duong udng. Vién
nén 24 mg ¢b thé duee chia 1am hai nira bing nhau. Tuy nhién, myc dich cua dung khia chi dé tao digu kién cho vige

bé v& vién thude gitip uéng thudc d dang chir khong phai dé chia vién nén thanh 2 ligu twong dwong.
QUY CACH PONG GOI
Hop 5 vi x 10 vién va hdp 5 vi x 20 vién.

Vi laim bing PVC/PVDC va nhom.




Tai liéu thong tin thude

PAC TINH DUQC LUC HOC

Nhém dwoe 1j: San phdm chdng chéng mit. Ma ATC: No7CAo1

(N: hé thin kinh trung wong)

Mé1i chi dwoc hidu mat phan vé co ché tac dung clia betahistine. C6 mét sb gia thuyét hop ly da dwoe xac

nhén bing cic nghién ciru trén dong vat va dir liéu & ngudi.

e Betahistine tic dong lén hé histamine:
Betahistine déng ca hai vai tro nhu khang dong vin mdt phan & thy thé histamine H,; d6i van & thu
thé histamine H, & mo than kinh va c6 hoat tinh khong dang ké thu thé H,. Betahistine lam ting su
bai tiét vA ndng d9 histamine nh phong bé cac thu thé H, tién synép va gy sw dieu hoa gidm thu

thé H,.

« Betahistine cé thé 1am ting tuin hoin mau dén viing &c tai cling nhw d&n toan bo ndo bg: Thi nghiém
dwoc Iy trén déng vat cho thiy cé cdi thién tuin hoan méu & van mach cia tai trong, c6 thé do lam
gidn co vong trude mao mach cta vi tuin hoan tai trong. Betahistine cling dwoc cho thdy téng tudn

hoan mau nao & nguvi.

3
DAC TiNH DUOC LUCHOC Tai liéu thong tin thude
e Betahistine tao thuén lgi cho s bt trir tién dinh:
Betahistine thiic @4y sw hdi phuc cda tign dinh sau phiu thuit thin kinh mét bén & dong vat nhe tao
thuén loi va ting tién sw bu trir tién dinh trung wong. Tac dung nay c6 dic diém la ditu hoa sw bai
tiét va nong d6 histamine qua trung gian ctia sy déi van & thu thé H,. O ngwdi, thoi gian hdi phuc sau
phiu thuit cit day than kinh ciing giam khi dwoc diéu tri véi betahistine.
¢ Betahistine lam thay déi si phong xung thin kinh trong nhéan tién dinh:
Betahistine cling c6 tic dung (rc ché phu thude litu lwgng 1én dudi gia cia noron & nhan tién dinh bén va
nhén tién dinh giira.
In vitro: betahistine tao digu kién cho viée din truyén histamine do tac dung déng van mot phin trén thu
thé H, va tac dung déi van trén thu thé H,.
Doi véi dong vat, betahistine lam gidm hoat dong dién cia noron da synap cia nhén tién dinh sau tiém
tinh mach.
s
4




PAC TINH DUQC LUC HOC “Tai liéu théng tin thude

Betahistine khong c6 tadc dung an thin. Nhirng tinh chit dwoc lwe hoc da chitng minh & dong vat ¢ thé
dong gdp vao lod ich digu tri cla betahistine trén hé tizgn dinh.

Hiéu qud va an toan lam sang:

Hiéu qua cua betahistine da dugc cho thiy trong cac nghién ctru & bénh nhan bj chéng mit tién dinh va

bénh Méniére va da dwoc chirng minh bing viéc cii thién tinh trang bénh va tan suit cac con chéng mit.
PAC TINH DU0C PONG HOC

Hép thu:

Khi uéng betahistine hip thu dé dang va hau nhw hoan toan qua tit ca cic doan 6ng tiéu hda. Sau khi hip
thu, thudc dwoc chuyén héa nhanh chéng va hdu nhw hodn toan thanh 2-pyridylacetic acid. Nong d6
betahistine trong huyét twong rat thip. Vi vy, moi phén tich dwoc déng hoc déu dwa vao do lwong 2-PAA
trong huyét twong va nwéc tidu.

Khi an no, C,,,, cda thudc sé thip hon so véi khi nhin déi. Tuy nhién, hdp thu hoan toan ciia betahistine

la tvong dwong ca hai trang thai no ddi, cho thiy thirc &n chi lam chdm sy hip thu clia betahistine. :

Tai liéu théng tin thude

PAC TINH DUOC PONG HOC

Phén bé:

Phin trim betahistine dwoc lién két véi protein huyét twong méau dwéi 5%.
Chuyén héa:

Sau khi hép thu, betahistine dwgce chuyén héa nhanh chéng va hdu nhw hoan toan thanh 2-PAA (khéng cb hoat
tinh dwoc 1y).

Sau khi udng betahistine, néng dd 2-PAA trong huyét twong (va nwée tiéu) dat téi da sau khi udng 1 gier va gidm
mot nira sau khodng 3,5 gio.

Thdi trie:

Chit 2-PAA dido thai nhanh qua nwée tiéu. Vi cac ligu trong khoang gitva 8 va 48 mg, ¢d khoang 85% ligu dau
tién duwoc tai hip thu tir nwée tiéu. Sy dao thai cha chit me betahistine qua thin va hoic qua phén it ¢6 y nghia.
Tinh tuyén tinh:

Cac tdc @9 thu hoi 1a hing dinh khi cho uéng trong khoang litu 8-48mg, chitng t6 dwoc ddng hoc clia betahistine

1a tuyén tinh va cho thay con dwong chuyén héa la khéng bao hoa 6




CHIi PINH Tai lidu théng tin thusc

biéu trj triéu chirng cua chéng mit tai phat lién quan hodc khong lién quan dén dc tai.

CACH DUNG, LIEU DUNG

Liéu ding

Thuéc nay danh cho nhirng bénh nhan can mot liéu betahistine 48 mg méi ngay. St dung lidu thdp hon trong céc
treomg hop khéce. Vién nén BETASERC® 24 mg s& dwgce diung véi litu 1 vién, hai lin mdi ngay, tét nhét véi thire
an.

Tré em va thanh thiéu nién: Khong nén ding BETASERC® 24 mg cho tré em va thanh thigu nién dwéi 18 tudi
vi thiéu di¥ liéu vé tinh an todn va hiéu qua.

Pdi twong ngwoi cao tudi: Vi div liéu han ché & nhém bénh nhén nay, betahistine phai dwoc st dung thin
trong & ngudi cao tudi.

Suy thdan: Khong co dir liéu trén bénh nhén suy than.

Suy gan: Khong co dir liéu trén bénh nhan suy gan

Thei gian diéu tri

Thoi gian diéu tri dwoc d8 nghila tir 2 dén 3 thang. C6 thé ldp lai dot diu tri nhw 1a mét digu tri lién tuc hoic didu

tri gidn doan, tiy thude vao tinh trang lam sang. 7

) R " 3 Tai liéu thong tin thude
CACH DUNG, LIEU DUNG
Cach dung:
Thudc phai dwge nuét nguyén vién véi mot ly nwére.

CHONG CHI PINH
+ Man cam v&i mot trong cic thanh phan clia thude.

+ U tuyénthuong than.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Bénh nhén hen cin dwoc theo doi cdn than trong khi ding betahistine (nguy co co thit phé quan). O nhitng
bénh nhan c6 tién st loét da day ta trang, viéc ditu tri véi betahistine cdn dwoc theo ddi cin than trong qua
trinh didu tri.

Viéc udng thudc cling véi thive dn gitip phong ngira dau da day.

Betahistine khong thich hop dé digu tri cac dieu kién sau:

» Chéng mit kich phat lanh tinh.

« Chéng mit kém theo réi loan than kinh trung vong. 8




Tai liéu thong tin thude

TUONG TAC, TWONG KY CUA THUGC
Twong tic ciia thube:

Chua c6 nghién civu trén co thé s6ng (in vivo) duwoc tién hanh. Cac dir lidu dwa trén co s& phong thi nghiém (in
vitro) khong nhin thiy cd (rc ché cic enzyme cytochrome P450 trén co thé séng. Céc sé liéu in vitro da cho
thiy céc thudc (e ché MAO bao gom MAO B (vi du. selegiline) trc ché chuyén héa betahistine, vi viy phai than
trong khi diing dong th&i betahistine va cac thuée tre ché MAO (bao gom ca MAO B ¢6 chon loc).

Betahistine c¢6 cdu triic twong tw nhw histamine, twong tac thudc giva betahistine véi cac thudc khang
histamine ¢6 thé anh hwéng hidu qua cia mét trong sé cac thude nay vé mit 1y thuyét.

Twong ky ciia thude:

Khong ap dung

S DUNG THUOC CHO PHU N CO THAY VA CHO CON BU

Si¥ dung thuée cho phu nir ¢é thai:

Chua c6 dir liéu day @i lién quan dén viéc st dung betahistine & nguwdi mang thai. Nhirng nghién ciu trén
dong vat khong cho thdy nhitng tic dong cd hai truc tiép hodc gian tiép l1én sinh san khi sir dung & litu diéu tri
trén lam sang.

Do d6, betahistine khong nén dwoc siv dung trong thei ky mang thai nhw mgt bién phap phong ngira. ¢

. ~ o . . Tai liéu théng tin thue
SU DUNG THUOC CHO PHU NU CO THAY VA CHO CON BU
Sir dung thuée cho phu nii cho con bit:
Chuwa rd sy bai tiét cia betahistine qua sita me. O chuét, betahistine dwoc bai tiét vao sira. Trong cac nghién
ctru trén déng vat cho thdy cic anh huwéng trong thoi ky hau san dwoc gidi han & ligu rét cao. Gia tri cia viéc
b4t d4u dizu tri cho phu nir dang cho con b cin dwoc cén nhic dva trén lei ich ctia viée cho con bil va nhirng
nguy co tiem dn ddi voi tré em.

Khd nang sinh sdan: ) )
Cac nghién ctru trén dong vét khdng cho thiy anh huong dén kha néng sinh san & chudt.

ANH HUONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Betahistine dwoe chi dinh diéu tri triéu chimg ctia chéng mit tai phat lién quan hodc khong lién quan dén 6c
tai. Céc triéu chitng nay cé thé giy tac dung tiéu cuc 1én kha ning lai xe va van hanh méy méc. Trong cac
nghién ciru 1am sang duwoc thiét ké dic biét @& danh gia kha ning lai xe hodc van hanh méy moéc, betahistine

khong giy anh hwdng hoic dnh huwéng khong dang ké.

10
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TAC DUNG KHONG MONG MUON CUA THUGC L S
Trén nhitng bénh nhan duwoc ditu tri bing betahistine trong cac thir nghiém lam sang c6 d6i chimg véi gid duoe.
Céc tac dung khong mong mudn sau @iy da gip véi tin suit dwoc chi dinh: rat thudomg gap (= 1/10), thuong gip (2
1/100 dén < 1/10), khong thudng gip (= 1/1,000 dén < 1/100), hiém gip ((= 1/10,000 dén < 1/1,000), rdt hiém
gip (< 1/10,000)

Réi logn tiéu héa:

Thuong gip: budn ndn va kho tiéu

R61 logn thdn kinh:

Thuong gip: dau dau

B6 sung vao cac bién ¢d da dwoc bao cdo trong cice thir nghiém 1am sang, cac tic dung khong mong muén sau duoc’
b4o cdo mt cach tw nguyén trong qué trinh sir dung hdu marketing va trong céc tai liéu khoa hoc. Tan suit khong
thé duwoc wée tinh tir cac dit lidu sdn 6 va do vay dwoc x€p loai 14 “khdng biét”.

Réi logn hé bach huyét va mau

Gidm tiéu cau

Ré1 loan hé mién dich:

Phan &ng qui mén (vi du sdc phan vé) 11

2,

Tai lidu thong tin thude
TAC DUNG KHONG MONG MUGN CUA THUGC
Réi loan tiéu héa:
Kho chiu da day nhe (vi du: nén, dau da day, trwéng bung va diy hoi)
Nhirng tic dung nay thudrng mét di khi uéng thudc trong bira an hoic giam lidu.
R61 loan da va mé mé dwéi da

Phdn tng qua min & da va dwéi da, ddc biét 14 phi mach, néi mé day, phat ban va ngta.

QUA LIEU VA CACH XU TRi

Triéu chimg qua liéu:

Mot s8 it trwdng hop qué litu da dwoc bao cdo. Mot s6 bénh nhan gip céc triéu chirng tir nhe téi trung binh
nhw budn nén, budn ngt va dau bung khi udng céc ligu t&i 640mg. Nhirng bién chirng nghiém trong hon bao
gom co giat va cac bién chirng vé phéi va tim cd gip trong cac treomg hop uéng qua ligu ¢é cht y khi ding
phéi hop véi cac thude khac cling diing qua ligu.

Cach xt tri:

Diéu tri qua lidu nén bao gdm céc bién phap hé tre tiéu chudn. "

12
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Tai liéu théng tin thude

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUGC
Piéu kién bao quan:

Khéng béo quén & nhiét @9 trén 30°C. Bio quan nguyén bao bi, @& tranh anh séng.

Han dung:

3 nim ké tir ngay san xuit.

Tiéu chuin chit lwong :

THONG TIN THEM

San pham nao khong ding hoic vat liéu thira cin dwoc titu huy theo quy dinh cha co sé.

Thong tin trong t& hwéng din nay con han ché. P& ¢6 thém théng tin, xin hai bac sy hodc dwoc s§.

NHA SAN XUAT
Mylan Laboratories SAS

Route de Belleville, Lieu dit Maillard

01400 Chatillon-sur-Chalaronne — France (Phap) 13
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‘TAiliéu thong tin thude

Gidi thiéu san pham
Drosperin 20mg

Théng tin chi tiét v& san phdm xem tir trang 2 t&i trang 12
Nguri trinh biy: DS. Nguyén Thi Bich Van

Tat indu thing bin thuds
Q0
THONG TIN KE TOA 3
- a "2’

THANH PHAN:
Vién bao phim mau do;
M&i vién nén bao phim chira:
Vién nhin: Drospirenone 3 mg + 2% déi du, Ethinyl estradiol 0,2mg + 5% déi du. Ta dugc: Latomonohydrate 43mg; Sodium
crocarmellose 0,8mg; FD va C Vang s6 6 aluminium lake 0,03mg; FD va C D6 s 40 aluminium lake 0,09mg; Povidone 2mg;
Talc 3,5mg; Magnesium stearate 0,2mg; Tinh bét bap vira di 80mg.
Bao phim: Hipromellose 2910 1,026mg; Macrogol 6000 0,113mg; Talc 0,112mg; Titanium dioxide 0,188mg; FD va Bo 6 40
aluminium lake 0,113mg; FD va C vang so 6 aluminium lake 0,047mg, D va C P6 56 27 aluminum lake.
Vién mau tring khdng hoat tinh (gid dirgc):
M®di vién nén bao phim chira:
Vién nhin: Microcrystalline cellulose 50,6mg; Lactose monohydrate 43,59mg,; Sodium starch glycolate3,974mg; Talc 1,536mg,
Magnesium stearate 0,3mg.
Bao phim: Hypromellose 2910 1,883mg; Macrogol 6000 0,403mg; Talc 0,170mg; Titanium dioxide 0,544mg
CHIi DINH:
- Tranhthai
- Dibutr cictriéu chimg réi loan tién kinh nguyét ) S
- E_)iéu tri trimg ¢4 & phy nir trén 14 tuodi chi & nhimg nguai muodn tranh thai bing thudc uong.
Thudéc nay chi ding theo dom bac s3.

2
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Tai lifu thdng tim thuds
e ‘?n
THONG TIN KE TOA = "% DROSPERINZ0 )T
peosPER 29 e -
CHONG CHI PINH:
Théng bio cho bic s§ vé tinh trang bénh dang mic phii trwde khi ding thude niy. Khing duge ding thudc trong cic
trrdmg hop sau diy:

- Bénh Iy gan, thin, tuyén thugng thin; Vang da it mit & phu nit ¢6 thai hodc vang da & phy nir 6 tién sir diing thudc tranh
thai uéng; U gan (lanh hodc ac tinh); Ving da tic mit tién trién; Bit thuéng trong nudc tieu nhu c6 mau mi khéng rd
nguyén nhin. ) ) ) .

- Bénh ly tim mach, ngit, bénh ly dong mach vanh, nhimg vin dé tuin hoan miu, réi loan ddng mau, huyét khdi (cue mau
déng), tai bién mach mau ndo.

- Buge chin doan hojc nghi ngd ung thu vii, ung thu niém mac tir cung, holic ung thu phu thudc estrogen.

- Chindodn hoic nghi ngd c6 thai.

- Min cim véi Drospi , Ethinyl estradiol hodc cic hormon khac.

- Bii thio dudng co ton throng mach mau. A

- Tiénsir dau nira ddu (Migraine) c6 cac triéu ching than kinh tip trung.

- Nghi ngdr ¢6 thai hodic 43 dugc chin doan c6 thai.

T i thing tin thudc

THONG TIN KE TOA } DROSPERINZ0 ™3
LIEU VA CACH DUNG: o
Ciich ditng: udng, ¢6 thé udng thudc ciing vdi bika &n hodc khdng cing bira &n.

Liéu diing:

Dé dat dugc hiéu qua tranh thai téi wu, thudc phii dugc udng trong khoang thai gian khéng qua 24 gid.

* Udng 1 vién méi ngay, ciing mit thoi diém trong mdi ngdy, 28 ngdy lién tuc theo thir tv dugc ghi trén mit sau hop nhya
chira vi thude va khang bé bit cit vién nio. Khodng cich giira 2 vién khong hon 24 gidr. Trong cic truomg hop udng thude
gdy ra ndn hodic kho chju da day, udng thudc trong cic biza dn.

*  Vién miu b diu tién phai udng vio ngay diu tién cia chu ky kinh nguyét (ngiy diu tién thiy kinh). Thir tu nay rit quan
trong, ludn ludn uong vién mau b (cd hoat tinh) diu tién va két thic bing vién mau tring (khéng c6 hoat tinh).

*  Khi ban sir dung hét 1 vi thudc, bit diu ngay bing 1 vi mdi. Luon luon git sin 1 vi méi dé dim bao ban khdng quén vién
diu tién ciia chu ky ké tiép.

Kinh nguyét ¢6 thé xdy ra trong vong 3 ngdy sau khi ngimg ubng vién ¢6 hoat tinh (miu d5) cudi cing. Néu xdy ra ra miu nhe

gita chu ky (nho giot) hoic ra miu bit thuémg trong qua trinh ding thude hiy tiép tuc udng thudc theo hudng din. Diu hiéu niy

thuémg khdng quan trong nhung néu ra méu dai ding kéo dai cin dén gap bac s ngay.

Trong truémg hop quén thudc, phai theo chi din cita bac s, duge s7 hodc theo cic khuyén cdo chung sau diy:

*  Neéuban quén | vién c6 hoat tinh (méu d3), udng ngay khi ban nhd, cho dii uéng 2 vién trong ciing 1 ngy, v tidp theo udng
nhimg vién thuoe ke tiép theo lich trinh binh thutmg Sir dung thém 1 phuong phap trinh thai khong néi tié hodic tranh thai
<o hoc (beo cao su, mang chin dm dzo) trong 7 ngdy ké tiép, ngoai viéc phai tiép tuc ding cic vién Drosperin 20 nhu lich
trinh binh thuéng,
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Tt ligu thing fin thude
THGN(}T{NKE:I‘OA DROSPERIN' 20 %
LIEU VA CACH DUNG: P s

»  Néu ban quén udng 2 vién cé hoat tinh lién tiép trong 1uu:n thir nhit hodc tudn this hai, thi udng 2 vién mdi ngay trong 2 ngay
lién tiép tiép theo, & thoi diém binh thuong Sau &6 ubng cic vién tiép theo nhu lich trinh binh thutng méi ngay 1 v:en
Trong truémg hop ndy, nguy co ryng trimg gia ting, do do ban nén sir dung thém phuang phap tranh thai khac khong ndi tiét
hodc tranh thai co hoc (bao cao su, mang chin dm dao) trong 7 ngdy ké tiép, ngoai viéc phai ding cic vién Drosperin 20 con

lai nhu binh thuémg.

o Néu ban quén uéng 2 vién cé hoat tinh lién tiép trong tuin thir ba hodc tuin thir t, hodic néu ban quén uong trén 3 vién co
hoat tinh lién tiép trong vong. 1-1 vién cé hoat tinh: Bé cac vién con lai cia vi thube va bit dau véi vién diu tién ciia mdt vi
thube méi ngay trong  ngay ké tiép. Ban nén sir dung thém phuong phap trinh thai khong ndi tiét khac hoic tranh thai co hoc
(bao cao su, mang chin 4m dao) trong vong 7 ngay sau khi quén udng vién thuc, C6 kha ning ban s& khéng cé kinh trong
thing 46, nhung néu khéng cé kinh trong 2 thing lién tiép, hiy khnm bac sy ¢ xic dinh xem co mang thai hay khéng.

*  Viéc quén uéng cic vién mau tring khong cé hoat tinh trong tudn thir 4 cé thé bd qua, nhung vién mau d6 c6 hoat tinh cia
vi ké tiép phii dwgc ubng ding ngay theo ké hoach.

\

T liu théimg an thude

\
ey

THONG TIN KE TOA = % DROSPERIN20 20°%
THAN TRONG KHI SUDUNG:

Néu co cde diu higu lam sang sau ddy, phdi ngimg thube ngay lfip ticc:

- Xuit luen dau nira diu {Mlgmne) hofic néng |én, vai cudng do ting din,

- Nhu-ng ddu hiéu ddu tién cia tic mach do huyét Kkhéi.

- Diu hiéu ting huyetap

- Ving da tién trién, viém gan va ngira. Pau thuong vi hodic viing gan ting lén.
- Ting con dong kinh.

Trwc khi sir dung thudc trinh thai uong, phdi kham toan than va kham phy khoa dé chic ring ban khong mic bénh va c6 cic
yeuto nguy co. Trong sudt thai gian uongthuoc tranh thai, ban pha: kham sizc khoe mbi Suwngﬂm 1 nAmdedanhgu lai cic
chéng chi dinh (Vi du nhu con dau thit nguc thodng qua) va cic yéu td nguy co (Vi du tién sir gia dinh c6 huyét khéi dong
ma(:h1 tinh mach), vi nhitng bénh nay c6 thé xudt hién sém trong qué trinh didutri.

Thuoc tranh thai hooc mén cé lién quan dén  nguy co lam ting huyét khoi tinh mach, thuyén tic dong mach, nhm méu co tim,
tai bién mach méu nio. Tuy nhién, nhimg hlen chimg ndy di :Iuoc xic dinh la Ihap hom trong sudt giai doan uong thube trinh
thai so véi giai doan mang thai. Trude khi ubng thude trinh thai, cin cin nhic k§ yéu td nguy co - loi ich va chéng chi dinh c6
lién quan dén cdc bénh Iy ve ¢ huyét khéi tinh mach va déng mach Thuyén tic dong mach va tinh mach do huyét khéi co nguy co
gia ting trong cic truéng hop sau: phy nir trén 35 tudi, hut thude 14 (nguy ca cao hon, dic blet 1a bién chirng dong mach); Tién
sir gia dinh méc bénh v.huyen thc dqng mach - tinh mach do huyét khoi, Ngui qua cin: chi s& BMI > 30; Réi loan chuyén hoa
lipid mau; Ré1 loan vé huyet ap (huye‘l ap kho kiém sodt); ‘Bénh van tim; Run nhi; Bit dong kéo dai trong cic phu thuit lén
(dimg thude it nhit 4 tudn treée phiu thudt can thsep o thé dung lai !huéc 2 tuan sau khi phuc hm hoan toan); Trong cac truimg
hop ra mau 4m dao khéng thuéng xuyén, dai ding hodc ti di ti lai c& thé 14 bénh c tinh cin duge chin doin ddy dii; Tiéu
duémg: thude tranh thai co thé lam gidm s dung nap glucose, ting nhe sy gidi phong insuline & bénh nhin tiéu duéng tuyp 2
hodic lam ting nhe téc dung phu ciia cholesterol - lipoprotein

\.3
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T2t lju théng i thude
(oS 2
THONG TIN KE TOA "~ ", DROSPERINZ0 ™
S 4 ﬂbh-._ Sl ranaat
THAN TRONG KHI SUDUNG: -
Trong mt vii truéng hop cé thé thay ddi lieu nhém ha dudmg huyét hodc ting 19 glucose hodc lipid trong

huyét thanh, Néu hiéu quu chuyen hoa khong dugc kiém soat, phai dirng liéu phap meu .

-Bénh Iy tii mit hodc cd tien sit bénh, dic biét s6i thi mt dang tien trien: estrogen co thé lam lhay ddi thanh phin cia mudi mat
vil lam ting d¢ tdp trung cua cholesterol lam soi mat tién trien tn:mg 2 nim diu ding thudc, diéu ndy phy thudc vio co dia cia
méi ¢a nhin. Nhin chung, nguy co niy la thip, tuy nhién vin cin thin trong khi ding thudc trinh thai uéng v&i cic bénh nhin
niy.

-Bénh lj gan: chuyén hoa estrogen ¢6 thé bj anh hudng & benh nhin ¢o bénh 1y gan, vi thé nén diing bién phap tranh thai khong
hormon ddi véi bénh nhin ndy. Thuéc trinh thai hormon c6 thé duoc dung lai khi xét nghiém chirc ning gan vé binh thuémg.

-Cao huyet 4p: Liéu thép thubc trinh thai mt pha ubng lam ting huyét dp & mdt sd phu nit huyét ap binh thuémg c6 yéu to nguy
co, liéu thdp thudc tranh thai nhiéu pha ¢ thé phi hop v&i nhimg bénh nhinndy.

-Tang kali mau: Drospirenone co tac dung chong chit khoang va corticoid, co the lam ting kali mau & nhimg bénh nhin nguy

co.
~Thude trinh thai udng c6 thé gdy triéu chimg chay méu loi (nuéu), ting sinh loi (nwdu) hode viém xuong § ring (khd & ring)
Hay bao cho nha s¥. Panh rlng tiwong xuyén co thé lam giim tridu chirng nay.

- Hiy thdng bao cho bac s¥ biét neu khdng ¢6 kinh nguyét trong 2 chu ki lién tiép.

-Ban phai théng bio cho bac s¥ vé thuéc tranh thai dang dimg trude khi lam cic xét nghiém vi thudc trinh thai c6 thé lam thay
dbi ket qua mt 6 xét nghiém mau.

-Sir dung thém 1 bién phap tranh thai nita trong it nhit 7 ngiy cia chu ki diu tién ding thude. Sir dung thém | bién phap tranh thai
khac niza trong thoi g]an quén ding 1 hay vai liéu thudc hodc dang ding thém 1 thude khac ¢6 tic dung lam giam kha ning phong
trinh thai. Hay hdi ¥ kién bic s¥. Trong truémg ho'p 6 ndn holc tiéu chay, nén sir dung thém 1 bién phap trinh thai khac khdng phai
hormon, ngay khi dang ding thudc hodc 1 théi gian ngin sau khi ding 7

Tt Uigu thing tin thude

i e é

THONG TIN KE TOA ="~ 0 DROSPERIN 207
Ml"‘ i o u?m::"

PHU N’ CO THAI VA CHO CON BU

Phy nir ¢é thai: khong khuyen cdo diing thudc nay trong théi ki ¢6 thai vi hormon qua nhau thai gdy anh hudng cho thai nhi.
Trong truémg hop duge chin doan hodc nghi ngé c6 thai ban phai nging thude ngay va dén kham bac sy.

Phy nir cho con bii: Khong ding thudc cho phu nir dang cho con b vi hormon bai tiét vio sira me ¢6 thé anh huéng t&i su phat
men cla em bé

LAI XE VA NGUOT VAN HANH MAY MOC: Tic dung trén nguési 1i xe v& vin hinh miy méc
chua duge bao cao

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Théng bio cho bic si vé cic thude ban dang diing, ké ¢ thube khang ké toa.

Tmmgtac thudc cé thé xiy ra trong cic trudmg hup sau diy:

- Doi khing Aldosterone, irc ché men chuyén ddi angiotensin (ACE), doi khing thy thé angiotensin II, chéng viém khong
steroid (AINEs), loi tiéu Kali hodic heparin: Ding chung nhimg thube ndy c6 thé lam ting ndng d Kali trong huyet thanh vi
tac dung k.hang corticoid va chit khodng cila Drospirenone. Néu sir dung thude trong thai gian dai, ban nén kiém tra néng
46 Kali huyét thanh trong chu ky diu diéutri.

- Paracetamol: :huoc nay ¢o 1he két hop véi Paracetamol gdy ra gidm nong d6 Paracetamol trong huyét thanh va lam ting
noug 45 ciia mdt s& estrogen tong hcrp

- Ascorbic axit: ding déng théi ¢6 thé lam ting ndng do cia mdt sd estrogen tdng hop.

- Atorvastatin: ding chung véi Ethinyl estradiol lam ting AUC ciia Ethinyl estradiol lén 20%.

- Ampicillin, Griseofulvin, Tetracycline: Hiém truémg hop duoc bio cio hiéu qui cia thube tranh thai gidm & phu nir dun[ge
Ampicillin, Griseofulvin, Tetracycline.
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TUO‘V GTAC THUOC VA CAC TUONG TAC KHAC

Mic di bing chimg vé sw tuong tc rit han ché, khi ding thudc tranh thai trong thoi gian dai, ban cin dugc t vin vé viée
diing chung cic thudc tranh thai véi bt ki mét loai khang sinh nao.

Cln;ibra!e Morphine, Salisilic axit v Temazepam: Dung chung véi thubc trinh thai c6 thé lam ting d9 thanh thai cia cic
thuoc nay.

Cyclosporin, Prednisolone hoic Theophylline: Ding chung véi thudc tranh thai c6 chira Ethinyl estradiol c6 thé irc ché
chuyén hoa nhimg thudc nay, do viy lam ting néng dd ciia chiing trong huyét thanh.

Carbamazepine, Phenobarbital, Phenylbutazone, Phenytoin, R:flmpm hoiic Hypericum _perforatum (tén thuémg goi la ciy
noc s&i): dung chung nhitng muéc ndy vdi thude trinh thai ubng co thé lam ting chuyén héa ciia Ethinyl estradiol va mdt
vai progestagen, lam gidm hiéu qud trénh thai va lam ting kinh nguyét bit lhuo-ng

Thuoc la: Khang khuyén cdo ding thudc tranh thai uéng & phu nix ¢6 hit thude 14 vi ting nguy co bién chimg tim mach bao
gom tai bién mach mau ndo, dau thit nguc, viém thc mach do huyét khéi, tic nghén mach phdi. Nguy co nay cing cao & phu

nir trén 35 tudi co théi quen hiit thude 14

Tar bidu thing tinthude

TAC DUNG KHONG MONG MUON:
Théng bdo cho bic si nln?ng tic :ﬁ_mg khing mong mubn gap phai ki sic dung thude. Cie trigu climg sau day rit hiém gp,
tuy mhién khi gdp phai dén co sy té ngay, baogom:

Nhoi miu n3o hodc dot quy (sbt, dot nhién mit tri thuc] Benh vé tii mét; Nhéi miu co tim (dau ngue dir dd1, kho the
khéng 18 nguyén nhin); Tic mach phéi (lo au, bon chén, dau nhleu & ving bung dudi, dau ngue, rung rdy, co gidt, ho, cam
gidc néng, mdi va miéng bong rit, dau dau, & cic ngon tay, dau thip sau lung, khung xuong chiu hodc da day, tai c6 tiéng
chuéng);
Huvetgkhm gdy tic mach (dot nhién dau bung, dau lién tuc, rit dau, ho ra mdu, 4ot nhién mit phol hop, dau hing va cing
chin, dac biét |3 dau ting khi bé vt ning, djt nhién thd ndng khéng co nguyén nhin, thay d6i vé nhip thd, thi gidc, mét
moi, té bi cinh tay va cing chin Lhéng 6 nguyén nhin) chi yéu gip & nhimg phu ni c6 bénh tir truoc, déc biét la ngudi cd
hit thudc 14, viém tic finh mach do huyét khdi (da xanh tai, thay di mau sic da, nhay cim, sung cing chan va ban chén).
Ciic trigu chimg khong cin se can thiép ciiay @ baagam
Thicimg gip: dic bigt trong 3 thing diu khi udng thudc trinh thai: thay dbi chu ki kinh nguyét hofic ra mau bat thuémg
nhu mat kinh (hoan toan khong c6 kinh nguyét trong vai thing), ra mau bat thuong (ra mau dm dao gifa cac chu ky kinh),
1a mau it (chl ra mt it mu viio chu ky kinh), nhé giot (ra mau it giira céc chu ky binh thutmg).
I gip. dau diu hoac dau nira dau (dau nhiéu hodic ting lén duzémg xuyén), ting huyel: 4p (lam bénh trim trong hom); viém
im dau hodc viém am daa do ndm candidas tai di tai lai (im dao tiét ra dlch tr.'mg. day &m dao ngira rat).
Hlem £ip: u v, chit yéu & bénh nhin c6 bénh tir trrde, gan ting sin té bio nhd § trung tim, viém gan hodc ung thu biéu
mb té bao gan (dau da chy. dau bén canh hodc bung; vang da, ving mit), dac biét ¢ g bénh nhin cé bénh tir trude, ngudi hul
thudc 14, u ong tuyén cua 1é bio gan, u lanh tinh (sung, dau, nhay cim vdi dau khi dn hodc cham vdo viing bung), lam xdu
di tinh trang ciia bénh trim cim nhe néu di ¢ bénh tir trudc. 9
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TAC DUNG KHONG MONG MUON:
Nhieng ddu higu ké trén li binh thieimg vi khdng cin diéu tri trir khi nd giy khé chiu cho bénh nhin hodc kiiong miit
i trong qua trinh diéu tri.
Thurimg gip: chudt rit & bung hodc bung cing phdng; trimg ci nhe sau 3 thing diu didu tri; sung, dau, tAng cim gidc dau
khi cham VAo vit; ¢ tir cung thay ddi dich tiét; gidc mac thay ddi; vang da tic mit, vd sinh sau ngung thudc; thiy tinh the
khong dung nap thude, git mudi va nudc (mét ci va ban chin sung). _ .
It gdp: rung hodc ting l6ng & co the hodc mit; thay ddi vé tinh duc (ting hodc gidm nhu cdu tinh dyc), da c6 cham ndu khi
tiép xiic vén anh ndng mat trov; ting hodc gidm cin i
Chii §- nhimg chim niu trén da c6 thé xudt hién tam thoi hodc vinh vién, Nhimg phu nif ¢6 da sim miu, tién si da tin
nhan trong qua trinh mang thai khi tiép xic liu véi anh ning mit trdi ¢ nguy co cao glp trigu chimg ndy.
Hay thing bio cho bic sy tit ci nhimg tic dung khing mong mudn ma ban gip phii ké cd nhimg trigu chimg khong
diege ké i trén

Tat ligu thdng tm thude
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QUA LIEU: Bit cir thudc nio khi diing qua liéu ciing c6 thé giy ra hiu qua nghiém trong. Néu ban nghf ring d ding
qué lidu, hiy dén co sd'y té ngay lép tirc

Déu higu lam sang cila qud lieu bao gom: ra mau bét thubng, ndn va budn nén

Trong trudmg hop qua lieu, diéu trj theo khuyén céo dudi day:

- Lam moi cach dé giy nén. ) 3 .

- Danh gia ndng d6 Kali vi Natri trong huyét thanh va tim cac bing chimg giy toan chuyén hoa.

BAQO QUAN: Giir thubcnoi kh rio, tranhanh sing, khdng qua 25°C, tranh xa tim v cita tré em.
DANG VA TRINH BA Y:Mihop chira 28 vién giim: 24 vién hoattinh (miu ¢6) 4 vién gi duoe(méu ing).
TIEU CHUAN: Tiéuchuincosé

HAN DUNG: 48 thing

NHA SAN XUAT: LABORATORIOS RECALCINE S.A., No.5670 Carrascal,Santiago, Chile.
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THONG TIN SAN PHAM
KLACID 125mg/5ml
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Tai liéu thong tin thudc

A
KLACID©

Clarithromycin

1. THANH PHAN

Thanh phan hoat chat: Clarithromycin 125 mg/5 ml.

Thanh phan ta dugc: dudng sucrose, gom xanthan, silicon dioxid, kali sorbat, acid citric,
maltodextrin, titan dioxid, chdt tham hoa qua. Trudc khi diing can thém nudc vao dé tao
thanh hén dich. Sau khi da pha, et méi 5 ml hdn dich thudc cdm nay cé chira 125 mg
clarithromycin.

2. DANG BAO CHE

C6M PHA HON DICH DANH CHO TRE EM CLARITHROMYCIN |3 mét dang bao ché
dudng udng cla clarithromycin dung chii yéu cho tré em, dugc cung Ung dudi dang ché
phdm hat ¢c6m dung trong chai vai dung tich cé thé l3c chai dugc. Clanthromycm 13 mot
khang sinh ban tng hgp thudc ho macrolid. B4t khang sinh ndy c6 mau tring, hoan
toan khdng tan trong nudc.

3. CHi PINH

Hén dich dlarithromycin cho tré em dudc chi dinh digu tri cc nhiém khudn do céc vi
khuan nhay trong cac digu kién sau day: Cac nhiém khuén duding hd hap trén (nhu viém
hong do lién cau khuan) Cac nhlem khuan dudng hd hdp dugi (nhu viém phé quan,
viém phdi) (xem CANH BAO VA THAN TRONG KHI DUNG THUOC, DUCC LUC HOC —
Céc thtt nghiém vé tinh nhay cam). Viém tai gitta cdp. Nhiém khudn da va cdu tric da
(nhu chéc 18, viém nang 16ng, viém mod t€ bao, 4p-xe) (xem CANH BAO VA THAN
TRONG, DUQC LUC HQC - Cac thir nghiém vé tinh nhay cdm). C4c nhiém khuin
Mycobacterlum khu trd hodc lan toa do M. avium hodc M. intracellulare; cdc nhiém
khudn khu trd do M. chelonae, M. fortuitum, hodic M. kansasi.

Tai liéu théng tin thudc

KLACID

Clarithromyein
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Tai liéu théng tin thudc

4. LIEU DUNG VA CACH DUNG (1) =
)

Cach chuan bi hdn dich dé dung: Can thém mét lugng nudc thich hdp J
vao cac hat thudc cém trong lo va lac dé dat dugc 125 mg/5 ml. KL&&LD“
Hén dich @3 pha xong c6 thé sir dung dugc trong 14 ngay khi bao
quan & nhiét dé binh thudng trong phong (15-30°C). Phai lac ky lo
thudc trudc khi st dung. )
Bénh nhi 6 thang t&i 12 tudi. Cac nghién c(ru [dm sang s dung hon
dich clarithromycin cho tré em 6 thang tdi 12 tudi. Do vay, tré em dudi
12 tudi nén stf dung hén dich clarithromycin (c6m pha hon dich).

91€0-92-NA

 Hén dich da pha c6 thé ding

~ kém hoic khéng kém véi bita an,

~ vacé thé udng ciing vdi sita

Tai liéu théng tin thudc

4. LIEU DUNG VA CACH DUNG (1)

Lieu dung hang ngay ctia hén dich clarithromycin ding cho tré em (125 mg/5ml) la >
7,5 mg/kg, moi ngay udng 2 fan, ti da 500 mg x 2 lan d6i véi cac nhiém khudn KLAC’D
khéng do Mycobacterium. Théi gian digu trj thudng |a 5-10 ngay tly theo tc nhan Clarithromyein

gay bénh va mic d6 bénh. Hén dich da pha c6 thé ding kém hodc khdng kém vdi
bifa an, va c6 thé udng cling véi sita. Bang sau day 13 hudng dan ggi y cach xac dinh

ligu ding.
Huré'ng din lidu diing cho bénh nhi {Dua trén trong luong co thé) =
Trong lugng o thé* Ligu diing (ml) ngay 2 ln ;
Kg Pao (Don vi do trong lrgng) {125 mg/S ml) o
> 1825 " 25 §
12-19 26-43 50 -
20-29 44-84 15 i
30-4C 65-88 10,0 g -J:,'.‘;;‘:‘.:L-.i
* Tré em <8 kg hodc <18 pao c3n tinh liu theo kg hay pao
(khodng 7,5 mg/ke, ngay 2 I3n hodc 3,4 mg/pao ngay 2 3n).




Tai liéu thong tin thudc

4. LIEU DUNG VA CACH DUNG (2)

Li‘é'L} dung cho bénh nhéan cé tén thudng than: O tré em ¢é d6 thanh @ )
th?a creatinin dudi 30 ml/phat/1,73 m2, lidu ding clarithromycin phai KLAC’”

giam di mot nia, nghta 1a 250 mg ngay 1 lan hodc 250 mg ngay 2 lan Clarithromycin

& cdc nhiém khudn nang hon. Khéng nén ding qua 14 ngay & céc
bénh nhan nay.

Liél: dung cho cdc bénh nhan bj nhiém Mycobacterium: O tré em bj
nhiém Mycobacterium khu trd hod3c lan téa (M. avium, M.
intracellulare, M. chelonge, M. fortuitum, M. kansasi), lidu
clarithromycin khuyén ding 13 7,5 - 15 mg/kg, ngay udng 2 lan, ligu
téi da khéng qué 500 mg x 2 lan/ngdy. Bigu tri béng clarithromycin
can tiép tyc néu Igi ich Idm sang dugc chiing minh. C6 thé phéi hap
vdi cac thudc chéng Mycobacterium khac néu dem lai Igi ich han.

9L€0-9¢-NA

Huwémg din liéu ding cha bénh nhi bj nhidm Mycobacterium (Ova trén trang lugng co thé)

Trong lugng® Lidu {ml) diing 2 I3n / ngay (Clarithromycin 125 mg/5 ml)
Xg Pao 75mgfkg, udng 213n /ngdy | 15 mg/kg, udng 2 I3n / ngiy
11 18-25 25ml ] Sml
12-19 2613 Sml 10 ml |

20-29 4464 75ml 15 ml 1
30-40 65-88 10 ml 20 ml

* Tré em <8 kg (18 pac) ¢in tinh lidu theo kg {7,5 d&n 15 mg/kg, ngay udng 2 lan)

Tai liéu théng tin thude

5. CHONG CHi PINH

Chdng chi dinh cho bénh nhi man cdm vdi cic khang sinh ho macrolid hodc vdi bat ky té dugc nao clia thudc :
(xem danh sich ta dugc). 2
Chéng chi dinh sif dung ddng thdi clarithromycin vdi cc thudc sau déy: astemizale, cisapride, pimozide, terfenadine KLAC’D

vi ¢é thé gdy kéo dai khoang QT va loan nhip tim bao gdm nhip nhanh that, rung tam thét va xodn dinh Clarithromycin
(xem muyc TUONG TAC THUGC).

Chéng chi dinh st dung clarithromycin cling céc alkaloid ndm cya ga (vi dy ergotamine hodc dihydroergotamine) do cé thé gay ngd doc ndm cya ga

(xem muyc TUONG TAC THUGC).

Chéng chi dinh dung clarithromycin ciing véi midazolam dang uéng (xem myc TUONG TAC THUGC).

Khdng dudc sir dung clarithromycin cho bénh nhén c6 tin sir khodng QT kéo dai (bdm sinh hodc c6 tién sit méc phai kéo dai khoang QT) hodc loan nhip
that, bao gdm ca xoan dinh (xem muc CANH BAO VA THAN TRONG KHI DUNG THUGC, TUONG TAC THUSC).

Khéng dugc sir dung clarithromycin cho bénh nhan bj réi loan dién giai (giam kali mau hogc gidm magnesi mau do nguy cd kéo dai khoang QT).

Khang dugc sir dyng clarithromycin cho bénh nhan suy gan ndng c6 kém suy than.

Clarithromycin khéng dugc diing cling véi cic thuc Uc ché enzyme HMG-CoA reductase (cic thudc statin) ma chuyén héa phan I6n bdi CYP3A4 (lovastatin
hodc simvastatin), do tang nguy cd cic bénh v& ca, ké cé ly gidi ¢ vin (xem muc CANH BAO VA THAN TRONG KHI DUNG THUGC).

Clarithromycin (va céc chat tc ché CYP3A4 manh khac) khéng dugc sif dung cling vdi colchicine (xem muyc CANH BAO VA THAN TRONG KHI DUNG
THUBC, TUGNG TAC THUGC).

Chdng chi dinh sir dyng ddng thai clarithromycin vdi ticagrelor hoac ranolazine.

Chéng chi dinh sir dyng dong thdi clarithromycin véi lomitapide (xem muc TUONG TAC THUOC).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC (1)

N&u hén dich clarithromycin cho tré em dugc diing cho bénh nhi sau tudi day thi, thay thudc c3n can nhic Idi hai khi d3 nghi ngdt hoac xac dinh tré c6 thai.
Diing clarithromycin l3u d&i, nhu véi céc khang sinh khéc, cé thé g3y qué phat céc vi khuin khdng nhay cam va ndm. Néu xdy ra béi nhiém, nén c6 bién
phap trj liéu thich hop.

Clarithromycin chuy&n héa chi yéu qua gan. Do d6, cin than trong khi dung cho bénh nhan bj tn thuang chdfc nang gan. Cling phéi than trong khi dling
clarithromycin cho bénh nhén suy than tif nhe dén nang.

Cin trong khi sif dung cho bénh nhan suy thén ning.

9L€0-92-NA
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC (2) i s

r6i loan chifc ndng gan, bao gdm tang men gan, viém t& bao gan va / hodc viém gan & mat, .Cé hoéc !(héng (<] v_éng )
dD: Eﬁn 2600:13:; ‘::Eiarithroamycin. R&i lga% chic né%g gan cé thé nghiém trong va thudng h{ii phuc dugc. Trong mét 53 trudng hop, da cé
béo cdo tif vong do suy gan, thuding lién quan tdi cac bénh ly nang <6 sin‘ va/hodc céc _tl:uog sir dung r{ong ti_ﬂdl. Ngling si dung KLA C’D;
clarithromycin néu xu&t hién ddu hidu va tridu ching viém gan, nhu chan an, vang da, nudc tiéu sdm mau, ngda, hodc dau- bunq, )
D4 cb bao cdo vé réi loan chifc ndng gan, bao gdm tang men gan, viém té bao gan va / hodc viém gan & mat, c? hciéc khodng ¢ vang Clarithremycin
da khi sir dung clarithromycin. R&i loan chirc nang gan cé thé nghiém trong va thudng hdi phyc quqc, Trong Tot 1] !Iruﬁng hgp,
d3 c6 bao céo tir vong do suy gan, thudng lién quan tdi cic bénh Iy niang cé san va/hodc cic thudc st dung dgng thai, ]
Ngimng sir dyng clarithromycin néu xudt hién dau hiéu va triéu chiing viém gan, nhu chin an, vang da, nudc tiéu sé:n hrnéu,' ngia, hoac‘dau bung. - e
Viém rudt két gia mac da dugc béo cdo vdi gan nhu tt ca cic thudc khang sinh, bao gdm céc macrolide va cé‘_the tr mic do nh? de['l de'do:{ tlrzh mang. :I:leu cll\ay (<]
lién quan dén Clostridium difficile (CDAD) d& dugc bdo céo khi sir dung vdi hiu hét céc loai khéng sinh bao gom ca clantl"lrorr"lycm, va mic dé cd the‘ tr tiéu chdy nhe
dén tir vong. Digu trj khang sinh lam thay d8i vi khudn chi binh thuding cia rudt, digu ndy c6 thé dan dén phat trién qua mic clia C. difficile. COAD phai ducc quan tim
& tat ca bénh nhén bj tiéu chay sau khi dung khang sinh. Viéc ghi chép bénh 4n c3n than I3 cn thiét vi da cd béo cdo vé viéc xuat hién CDAD 2 thang sau khi ding
khang sinh.
Colchicin
B3 c6 cac bdo cdo sau khi dua thudc ra thi trudng vé ngd ddc colchicin khi ding ddng thai vdi clarithromycin, déc bigt & ngudi cao tudi, mot s& xdy ra & nhiing bénh
nhég suy th[an. Da c6 tlf vong & mdt s& truding hop ndy (xem muc TUONG TAC THUOC). Chdng chi dinh sir dung ddng thdi colchicin va clarithromycin (xem muc
CHONG CHI BINH).
Cén trong khi sir dung clarithromycin cling vdi cic thudc triazolobenzodiazepine, nhu triazolam, va midazolam dudng tiém bép hodc duding niém mac miéng (xem myc
TUONG TAC THUSK).
Céc bién ¢4 trén tim mach
Hién tugng kéo dai qué trinh tdi phan cuc tim va khodng QT, d3n dén nguy cd phét trién loan nhip tim va xodn dinh, da dugc ghi nhan khi digu trj bing thudc nhom
macrolid bao gdm clarithromycin (xem myc TAC DUNG KHONG MONG MUGN CUA THUGC). Do véy, vi cac tinh hudng sau day c6 thé din dén tang nguy cd loan nhip
tam that (bao gdm ca xodn dinh), nén thdn trong khi sir dung clarithromycin & céc bénh nhan sau day.
+ Bénh nhan c6 bénh ddng mach vanh, suy tim nang, r5i loan din truyén hodc nhip tim cham cé ¥ nghia v& mat 1am sang;
* Khang dugc sir dung clarithromycin cho bénh nhan gidm kali mau hoac gidm magnesi mau (xem myc CHONG CHI DINH);
* Bénh nhan dang st dung ddng thi cic thuc gdy kéo dai khoang QT khéc (xem muyc TUONG TAC THUGC);
* Chéing chi dinh sir dyng ddng théi clarithromycin vdi astemizole, cisapride, pimozide va terfenadine (xem muc CHONG CHI BINH);
* Khéng dugc sif dyng clarithromycin & nhirng bénh nhan ¢ khodng QT kéo dai bdm sinh hodc mic phai hodc ¢4 tién st loan nhip tam that (xem muc CHONG CHI
DINH).
Can nhac ky v& Igi ich va nguy ¢d trudc khi chi dinh clarithromycin cho bénh nhan dang sir dung hydroxychloroquine hoac chloroquine, do kha nang tang nguy ¢d bién
6 tim mach va tlr vong do tim mach (xem TUONG TAC THUGC).

9L€0-92-NA

Tai liéu théng tin thudc

6. CANH BAO VA THAN TRONG KHI DUNG THUGC (3)

)
Céc nghién citu dich t& hoc digu tra nguy co két qué tim mach bt Igi vdi macrolides da cho thay két qua khic nhau. Mot s6 KL AC’Ds #
nghién clfu quan sat da xac djnh mét nguy cd ngén han hiém g3p cla réi loan nhip tim, nhai mau cd tim va tif vong do tim

mach c6 lién quan téi macrolides bao gdm clarithromycin. Can xem xét nhitng biéu hién nay dé can nhdc vdi Igi ich digu trj Clarithromycin
khi ké dan clarithromycin.

Céc nghién clu dich té hoc digu tra nguy cd k&t qua tim mach bat loi véi macrolides da cho thay két qua khac nhau. Mot s& nghién citu quan sit da xac
dinh mét nguy cd ngan han hiém gap cta réi loan nhip tim, nhdi méu cd tim va tir vong do tim mach ¢4 lién quan t&i macrolides bao gdm clarithromycin.
Can xem xét nhing biéu hién nay dé can nhic vdi Igi ich diu trj khi k& don clarithromycin.

Viém phdi

Do tinh trang khang céc thudc macrolid cda Streptococcus pneumoniae dang gia téng, viéc thyc hién khang sinh db 13 quan trong khi ké toa clarithromycin
cho bénh nhan viém phdi méc phai cdng ddng. Clarithromycin nén dugc sit dung k&t hap vdi céc thudc khéng sinh thich hap khéc trong digu trj viém phéi
méc phai bénh vién.

Nhiém tring da va mé mém mifc dé tir nhe dén trung binh

Phan Ién cac /nhiém tring da thudng do Staphylococcus aureus va Streptococcus pyogenes, ca hai vi khugn ndy déu c6 thé khéng cic thudc macrolide. Do
vay, viéc [am khang sinh d& rdt quan trong. Trong truding hgp khdng sir dyung dugc cic khéng sinh nhém beta-lactam (vi du do dj ng), céc khing sinh
khéc, nhu clindamycin, c6 thé 13 Iya chon dau tién. Hién nay, cac thudc macrolide chi dugc cdn nhéc chi dinh digu tri cic nhiém khudn da va mé mém, nhu
nhiém khudn gdy ra boi ndm Corynebacterium minutissimum, triing c3, nhidm tring da gdy s6t cao cdp tinh va cac trudng hgp khéng thé diing duge
penicillin,

Trong truding hop xudt hién cic phan ing qua mén cp tinh, nang, chéng han nhu séc phan vé, phan (ng cé hai nghiém trong trén da (SCAR) (v.d: ngoai
ban mun m toan than cdp tinh (AGEP), hdi chiing Stevens-Johnson, hoai tif bi€u bi nhidm déc va DRESS); ngay I3p tic ngifng sif dung clarithromycin va
khdn truong diéu tri thich hgp.

Than trong khi si dung clarithromycin cling véi cac thusc gdy kich Ung hé enzyme CYP3A4 (xem muc TUONG TAC THUGC).

Phai luu y kha nang khang chéo gira clarithromycin va cic macrolid khic ¢iing nhu vdi lincomycin va clindamycin,

Cac thudc (fc ch& HMG-CoA reductase (cic thudc statin)

Chdng chi dinh sif dung dbng thdi clarithromycin véi lovastatin hedc simvastatin (xem myc CHONG CHI BINH). Can thin trong khi ké toa clarithromycin
cling véi cac thudc statin khic. D3 cb bao cdo vé ly gidi ¢ vin & nhing bénh nhén sir dung ddng thai clarithromycin véi cac thudc statin. Bénh nhan cin
dudc theo déi vé cac ddu higu va triéu ching céc bénh Iy vé ca. Truting hgp budc phai sif dung dong thdi clarithromycin va cac thudc statin, khuyén cio ké
ligu thap nhat dugc dang ky cta thudc statin, Cin nhic sir dung thuéc statin khéng phy thudc vao chuyén héa CYP3IA (vi du nhu fluvastatin).
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6. CANH BAO VA THAN TRONG KHI DUNG THUGC (4)

Céc thudc ha duting huyét dang udng/Insulin : Oﬂ

Sl dung dong thdi dlarithromycin va cac thudc ha dudng huyét dang udng (nhu céc sulphonyluria) va/hodc insulin ; =

€6 thé 1am gidm déng k& duding huyét. Can kiém soét chit cha dudng huyét. S y KLAC’D

Céc thudc chéng déng duding udng Clarithromycin

Su dung_dbng thai cl_arithrorpycir] va warfarin ¢ nguy co gay chay mau nghiém trong, tang chi s INR a

ﬁnt_emanunal normalized ratio) va thdi gian prothrombin. Phai kiém tra thuding xuyén chi s& INR va thai gian prothrombin khi bénh nhan uéng ddng thai

clarithromycin va cac thude chéng déng.

Can than trong khi sit dyng d@dng thdi clarithromycin véi thuée chdng déng méu téc dung tryc tigp nh i { a api iét déi vai
) ] ] 1 n U p nhu dabigatran, rivaroxaban va apixaban, dac biét déi véi

nhiing bénh nhan cé nguy cd chdy mau cao (Xem muc TUONG TAC THUGC). i : e

Ta duge

Clarithromycin cSm pha hén dich uéng danh cho tré em c6 chifa duding sucrose. Céc bénh nhan véi di truy&n hiém khdng dung nap dugc fructose, kém hip

thu glucose-galatose hojc thigu hut sucrose-isomaltase khéng nén sit dung dang bao ché nay. <
Khi ké& don cho bénh nhan tiéu duding, can tinh dén ham lugng sucrose c6 trong thudc. =
1
z » o~
7. TUONG TAC, TUGNG KY CUA THUGC (1) &
Vige sif dung nhiing thudc sau bj chng chi dinh nghiém ngét do kha nang cé nhiing téc déng nghiém trong cla sif tuong tac thudc. 8
Cisapride, pimozide, astemizole va terfenadine E‘\
Tang ndng d¢ cisapride da dugc ghi nhan khi ding clarithromycin cling vdi cisapride. Digu ndy dén dén kéo dai khodng QT va loan nhip tim bao gdm: nhip
El:frrgl! ;:f)t' rung that va xodn dinh. Nhiing dnh hudng tudng ty ciing da thdy & nhitng bénh nhan ding clarithromycin cling vdi pimozide (xem myc CHONG
D4 ¢ béo cdo cac macrolide 3nh hudng dén chuyén hoa clia terfenadine lam ting ndng do ca terfenadine ma ddi khi lién quan dén ching loan nhip tim
nhu kéo dai khodng QT, nhip nhanh that, rung that va xodn dinh (xem muyc CHONG CHI DINH). Trong mét nghién clu trén 14 ngudi tinh ng.uyén. khoe
manh, ding clarithromycin cing lic véi terfenadine lam tang ndng do huyét thanh chat chuyén héa dang acid cla terfenadine Ién 2-3 [3n va kéo dai khodng
QT nhung khdng dén dén céc anh hudng nio cé thé phat hién dugc trén l3m sang. Nhitng anh huding tudng ty khac ciing dugc quan st thdy khi ding két
hgp astemizol va cc macrolide khéc.
Alkaloid ndm cya ga
Nhing bdo céo hau thj truding cho thdy rang ding ddng thési clarithromycin vdéi ergotamine hodc dihydroergotamine c6 lién quan véi déc tinh cap cia nim
cua ga dac trung bdi hién tugng co that mach, bénh thigu méu cuc bd chi va nhiing mé khac bao gom cd hé théng than kinh trung udng. Chdng chi dinh
két hgp clarithromycin vdi cac alkaloid ndm cya ga (xem muc CHONG CHI DINH).

Tai liéu thong tin thude

7. TUONG TAC, TUONG KY CUA THUOGC (2)

Midazolam dang uéng

Khi sir dung dong thdi midazolam vdi vién nén clarithromycin (500 mg hai [an mét ngdy), AUC clia midazolam tang lén 7 lan 5
sau khi ding midazolam dang uéng. Chéng chi djnh sir dung ddng th&i midazolam dang uéng vdi clarithromycin K LAC’D
(xem myc CHONG CHI BINH). Clarithromycin

Thuéc (rc ché HMG-CoA reductase (céc thudc statin)
Khéng dugc ding dong thdi clarithromycin vdi lovastatin hodc simvastatin vi céc thudc statin nay chuyén héa phan Idn bdi CYP3A4, tang ndng dd thudc
trong huyét tudng khi sir dung ciing véi clarithromycin, dan tdi tang nguy cd bénh Iy v& co, ké c& ly gii co vén. D3 cé cic bio céo v& ly gidi cd van & bénh
nhéan sir dyng clarithromycin cling v&i cac thudc statin ndy. Néu can thiét phai diu trj bing clarithromycin, phai ngirng st dung lovastatin hodc simvastatin
trong thdi gian diéu trj nay.

Can trong khi ké toa clarithromycin véi cac thudc statin. Trong cic trudng hgp bt budc phai sir dung clarithromycin va céc thudc statin, khuyén céo ké ligu
thap nhat dugc dang ky cla thudc statin. Can nhic sif dung thudc statin khdng phu thudc vao chuyén héa CYP3A (vi du nhy fluvastatin). Bénh nhan can
dugc theo doi v& cac ddu hiéu va triéu chitng cdc bénh Iy vé ca.

Lomitapide

Chéng chi dinh sif dyng ddng thdi clarithromycin vdi lomitapide do kha nang lam tang rd rét transaminase (xem muc CHONG CHI BINH).

Nhirng tac ddng cla cac thudc khéc |én clarithromycin

Céc thudc gay kich tng hé thdng enzym CYP3A4 (vi du : rifampicin, phenytoin, carbamazepine, phenobarbital, St John's Wort) c6 thé lam tang chuyén‘ héa
clia clarithromycin. Digu ndy c6 thé 1am cho ndng dé clarithromycin thap dudi ngudng didu tri, I3m giam hiéu lyc diéu tri cla thusc. Hon nifa, cd thé can
theo déi ndng dé huyét tuong clia cac thubc gay kich (ing hé CYP3A4, ndng do nay c6 thé bj téng do clarithromycin e ché hé CYP3A4 (xem thdng tin san
pham lién quan khi diing cac thude gdy kich iing hé CYP3A4). )
St dung ciing ldc clarithromycin va rifabutin lam ting néng dé rifabutin va gidm ndng dé clarithromycin trong huyét thanh, cing véi tang nguy cd viém
mang mach nho. e R

Nhiing thudc sau dugc biét hodc nghi ng& anh huding dén ndng dd tuln hoan cla clarithromycin di khi c6 thé can phédi digu chinh ligu hoac lya chon
phuang phép digu trj thay thé thich hgp.

Efavirenz, nevirapine, rifampicin, rifabutin va rifapentin
Nhiing thudc gdy cam dng hé théng chuyén héa cytoch
héa cba clarithromycin do dé 1am gidm néng d¢ clia ¢
chuyén héa ndy ciing c6 hoat tinh khang khudn. Do hoat tinh khang k
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rome P450 nh efavirenz, nevirapine, rifampicin, rifabutin va rifapentine c6 thé Iarr‘l tang sl.r_chuyé;n
larithromycin trong huyét tuang, trong khi dé ndng dé cia 14-OH-clarithromycin tang én, chat
hudn cta clarithromycin va 14-OH-clarithromycin khac nhau dGi vdi cac logi vi khudn

khac nhau, higu qué didu tri c6 thé bj anh huding néu st dung ciing lic clarithromycin véi nhitng chdt gdy cam (ng enzym.




7. TUONG TAC, TUONG KY CUA THUOC (3)

Etravirine

Nang d6 ctia clarithromycin bj gidm béi etravirin, tuy nhién, nong 86 clia chat chuyén hda cé hoat tinh, 14-0H-clarit_hromycin K LAC,D’
lai tang. Do cht chuyén héa cé hoat tinh 14-OH- clarithromycin giam hoat tinh déi véi phic hap Mycc:bact_enum avium comp!ex A .
(MAC) nén hoat tinh chung ddi vdi tic nhin gay bénh cé thé bj thay ddi. Do véy, phai can nhic thay thé clarithromycin béng céc Clarithromycin
thudc khéc khi diu tri MAC & bénh nhan cé ding etravirine.

Fluconazole _— . - e n | )
Str dung ciing lic fluconazole 200 mg mai ngay va clarithromycin 500 mg 2 lan/ngay c_ha 21 ngl.‘r-ﬂi 1|nl:| r'\guyén khge‘mar_wh Iarp tang néng _::Ic_: tdi thiéu (Cm’m)
& trang théi 6n dinh cla clarithromycin 1én 33% va dién tich dudi duding cong (AUC) lén 18%. Nong d$ & trang théi 6n dinh cla chét chuyén héa c6 hoat tinh
14-OH-clarithromycin khéng bj dnh hudng nhigu khi ding dong thdi vdi fluconazole. Khong can diéu chinh ligu cGa clarithromycin.

Ritonavir

Mét nghién clu dudc ddng hoc chitng minh réng khi ding cing lic ritonavir 200 mg méi 8 gids va clarithromycin 500 mg méi 12 gid, :h.uyén héa clia
clarithromycin gidm mét cach ré rét. Khi ding clarithromycin chung véi ritonavir, Cmax tang 31%, Cmin tang 182% va AUC tang 775{3. Uc ché hf:an_toén sy tao
thanh 14-OH-clarithromycin. Do phé digu tri cla clarithromycin réng nén khéng can thiét phai gidm li2u & nhirng bénh nhan €6 chiic nang thén binh ll-!u’tspg.
Tuy nhién, d6i véi nhirng bénh nhan bj suy than, can can nhac digu chinh liéu nhy sau: néu hé 53 thanh thai creatinine trong khoang tir 30 dén 60 mi/phat, ligu
clarithromycin nén gidm 50%, néu bénh nhan cd hé s& thanh thai creatinine nho hon 30 mi/pht, [iBu c3n phéi gidm 75%. Khéng sif dyng quad 1000 mg
clarithromycin mét ngay khi diing chung vdi ritonavir.

N&n xem xét digu chinh lidu & bénh nhan suy than khi cé diing ritonavir phi hap véi cac thudc Uc ché enzym protease bao gdm atazanavir va saquinavir (xem
myc TUONG TAC THUGC).

Anh huding clia Clarithromycin 1én nhing thudc khéc

Cac thudc chéng loan nhip

Nhiing béo céo hau thi truéing cho thay xodn dinh xut hién khi sir dyng ddng thdi clarithromycin véi quinidine hodc disopyramide. Nén kiém tra dién tim do
khodng QT trong qué trinh st dung clarithromycin cling lic véi nhifng thudc nay. Trong qué trinh digu trj bdng clarithromycin nén kiém tra ndng dé trong
huyét thanh clia nhifng thudc nay.

D3 ¢b cic bio cao hdu mai vé ha duding huyét khi sif dung ddng thdi clarithromycin véi disopyramide. Do vdy, can theo ddi dudng huyét trong khi sir dung
ddng thdi clarithromycin vdi disopyramide.

Céc thubc ha duding huyét dang udng / Insulin

Clarithromycin (rc ché CYP3A va c6 thé lién quan dén hodc gdy ra ha duding huyét khi st dung dong thdi véi mét s5 thuéc ha duding huyét nhu nateglinide va
repaglinide. C2n kiém sodt chat ché dudng huyat.

it S
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7. TUONG TAC, TUONG KY CUA THUOC (4)

Sir dung ddng thai clarithromycin, dugc biét 1a chat c ché CYP3A4, va mét thudc chuyén héa chil y8u qua CYP3A4 c6 thé K L Ac 'D
lam tang ndng dé do vdly c6 thé 1dm tang hodc kéo dai cac tac dung diu trj 13n tac dung bat Igi cla thude ding clng. Nén
luu y khi sir dung clarithromycin trén nhifng bénh nhan dang diéu trj bang nhitng thudc khac dugc biét 1a chat nén cla enzym Clarithromyein
CYP3A¢, dac biét néu chat nén CYP3A4 c6 khodng an toan hep (vi dy, carbamazepin) va/hodc chat nén nay dugc chuyén hda
chil yéu bdi enzym ndy. Nén luu y digu chinh liu, va theo déi chat ché ndng dd huyét thanh cla nhing thudc dugc chuyén
héa chi yéu qua CYP3A4 & nhiting bénh nhan dang dong thdi sif dung clarithromycin.
Nhitng thudc hodc nhém thude sau dugc biét hodc nghi ngds dugc chuyén hda qua cling isozyme CYP3A4: alprazolam, astemizole, carbamazepin, cilostazol,
cisapride, cyclosporine, disopyramide, céc alkaloid ndm cya ga, lovastatin, methylprednisolone, midazolam, omeprazole, thudc chdng déng mau dang udng
(vi du warfarin, rivaroxaban, apixaban), cac thudc dju than kinh khéng dién hinh (vi du quetiapine), pimozide, quinidine, rifabutin, sildenafil, simvastatin,
tacrolimus, terfenadine, triazolam va vinblastine, tuy nhién danh sach nay khong hoan chinh. Nhiing thudc tucng tac theo cc cg ché tuong ty thong qua
céc isozyme khéc trong hé théng cytochrome P450 bao gom phenytoin, theophylline va valproate.
Thudc chéng déng duéing udng tac dung tryc ti€p (DOACS)
Chdt chdng déng duding uding téc dung tryc tiép dabigatran I chdt nén cho protein vén chuyén P-gp. Rivaroxaban va apixaban dugc chuyén héa bdi
CYP3A4 va cling la chdt nén cho P-gp. Can than trong khi sif dung dng thai clarithromycin vdi nhitg tac nhan nay, dac biét |a ddi véi nhiing bénh nhan ¢é
nguy cd chdy mau cao (Xem myc CANH BAO VA THAN TRONG KHI DUNG THUBC).
Omeprazole
SUr dyng clarithromycin (500 mg méi 8 gies) cling vé&i omeprazole (40 mg/ngay) trén ngudi 16n khde manh. Nan & D P
y mycin ( anh, g d¢ trong huyét tuong & t thai &n dinh
cla t_:»meprazolg tang lén (Crnax Eéng 30%, AUG,.,, tang 89% va thdi gian ban théi tang 34%) khi diing clng lic véi clarithromiecin Dang t;::r;lgw trung bi!nh
24 gids 13 5,2 khi sir dung mét minh omeprazole va I3 5,7 khi diing chung omeprazole véi clarithromycin,
Sildenafil, tadalafil va vardenafil
Mdi chat Uc ché el h i én hé it 1a mét pha o 3 & bi te ché ki di =
el By nzym phosphodiesterase dugc chuyén héa, it nhat I3 mét phan, bdi CYP3Ad, va CYP3A4 c6 thé bj dc ché khi ding ddng thdi
St dung cling lic nhimng thudc ndy vdi clarithromycin s& ¢d thé lam tan
nhiing thudic nay khi dung dang thdi véi clarithromycin,
Theophyline, carbamazepine
K&t qua cdc nghién citu Iam sang ching minh ring ndng dé ci
1) C 3 g do cla carbamaze
(p=0,05) khi diing cling liic vdi clarithromycin.

g su phai nhiém cda cic chit (e ché enzym phosphediesterase. Nén gidm ligu ctia

pin va theophyllin trong huyeét tuang tang khiém tén nhung cé § nghia théng ké

Tudng tac qua CYP3A4 @“
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7. TUONG TAC, TUONG KY CUA THUGC (5)

Con duding chuyén héa chu yéu cta tolterodine 13 qua 2D6 isoform clia cytochrom P450 (CYP2D6). Tuy nhién, & nhiing
ngudi khéng c6 CYP2D6, duting chuyén héa nhin bidt dugc I3 qua CYP3A4. & nhing ngudi ndy, sy e ché CYP3A4

Triazolobenzodiazepin (vi dy : alprazolam, midazolam, triazolam)
Kf_li diing cling ldc midazolam véi vién nén clarithromycin (500 mg, 2 1an/ngdy), AUC clia midazolam tang 2,7 lan khi ding dudng tiém tinh mach. Néu ding
midazolam duging tiém tinh mach cling lic véi clarithromycin, nén theo dai bénh nhan chat ché dé c6 thé digu chinh ligu. Dang thuéc midazolam gidi phéng
qua dudtng niém mac miéng, 13 duding cé the bé qua thai trif tién hé théng, s& ¢6 nhidu kha nang gdp tuong tic thudc tuang ty nhu tudng tac gap phéi déi
v&i midazolam dang tiém tinh mach hon I3 tuang tac gap phai khi ding midazolam dang udng. Luu ¥ tuong ty d6i vdi cac benzodiazepine khac chuyén héa
qua CYP3Ad4, bao gdm triazolam va alprazolam. B&i vdi cic benzodiazepine ma sy dio thai khéng phu thugc vao CYP3A4 (temazepam, nitrazepam,
lorazepam), sy tuong téc quan trong ¢é y nghta Iam sang hiu nhy khdng xdy ra khi ding clng clarithromycin.

D3 ¢ céc bdo céo sau khi dua thudc ra thi truding vé cac tuong tac thudc va nhiing anh hudng dén hé than kinh trung uang (vi dy budn ngdi va 16 I3n) khi
dung ciing lic clarithromycin vdi triazolam. Nén theo dai tac dung Ién hé than kinh trung udng & bénh nhan ding thudc
Nhirng tuong téc thuse khac

Colchicine

Colchicine 13 chat nén cho ca CYP3A4 va protein vén chuyén P-glycoprotein (Pgp). Clarithromycin va cac macrolid khac (e ché CYP3A4 va Pgp. Khi ding
clarithromycin cling Itic véi colchicine, sif tic ché CYP3A4 va/hay Pgp do clarithromycin ¢é thé din dén tang phai nhiém véi colchicine. Chéng chi dinh sir dung
ddng théi clarithromycin va colchicine (xem muc CHONG CHI DINH, CANH BAO R THAN TRONG KHI DUNG THUGC),

Digoxin

Digoxin 13 chat nén cho chat vin chuyén P-glycoprotein (Pgp). Clarithromycin (tc ché& Pgp. Khi ding chung clarithromycin va digoxin, sy tc ché Pgp bdi
clarithromycin cé thé I3m tang sy phai nhiém digoxin. D cé bio cdo v sy tang ndng dé digoxin trong huyét thanh & bénh nhan ding cling ltc digoxin va
clarithromycin. Mét s& bénh nhan c6 nhitng déu hiéu I3m sang cta nhiém déc digoxin, bao gom céc r8i loan nhip tim c6 kha nang gdy t’f vong. Nén theo di
chdt ch& nong dé digoxin huyét thanh & nhiing bgnh nhan diing clarithromycin va digoxin ciing lic.

Zidovudine

Uéng ciing lic clarithromycin dang phéng thich nhanh va zidovudine & cac bénh nhan ngudi Ién nhidm HIV ¢6 thé din dén giam ndng dé zidovudine & trang
théi &n dinh. Vi clarithromycin 4nh hudng dén hap thu cla zidovudine khi udng cling liic, nén c6 thé trinh duge tuong tic ndy bing céch diing clarithromycin 3
Vva zidovudine & céc thdi diém cach xa nhau. Tuang tac nay khéng xdy ra & bénh nhi nhidm HIV dung hén dich clarithromycin véi zidovudine hodc

dideoxyinosine. Cdc nghién cdu tuong tac thudc tuong ty véi vién nén clarithromycin dang phéng thich 6 digu chinh vdi zidovudine chua dugc thyc hién.

91£0-92-NA
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7. TUONG TAC, TUONG KY CUA THUGC (6) T uthong i ks
Phenytoin va Valproate
D4 6 béo cdo ty phét hoac duge cdng b v& tuang tac cla céc thudc dc ché hé CYP3A4, bao gdm c clarithromycin !
véi céc thuéic cho ring khéng bj chuyén héa béi CYP3A4 (vi dy phenytoin va valproate). Can xac dinh ndng dé huyét thanh
clia cdc thudc ndy khi st dung cling véi clarithromycin. Da cé béo céo vé tang ndng dd huyét tuong cla céc thudc trén. KLAC 'D

Tuang téc thudc hai chigu

Atazanavir . ) ) N ) i i

C3 clarithromycin va atazanavir déu I3 chat nén va I3 chdt (c ché cla CYP3A4, va ¢6 bing chimg V& sy tudng tic thuo!: 2 chigu. Ding cling lic

clarithromycin (S00 mg 2 [n/ngay) véi atazanavir (400 mg ngdy mét [an) lam tang sy phoi nhiém véi cIamhromycIn‘_Ien 2 _|5n va gl_ém.TO%_ su phm ni:uénl-l

Vvdi 14-OH-clarithromycin, ting 28% AUC cia atazanavir. Do clarithromycin c6 khoang digu trj réng nén sy gidm !ieu r:la_nt_hromyc’ln 1a khéng can ‘thlétbd

nhiing bénh nhan cé chifc nang than binh thuding. & nhiing bénh nhéan suy than mic dé trung binh (d$ thanh thai creatinin 30 de:l 60 mi/phit), _Iléu cla

clarithromycin nén gidm 50%. D&i vdi nhitng bénh nhin ¢é d6 thanh thai creatinin nhé han 30 ml/phdt, ligu clarithromycin nén gidm 75% va nén ding

dang thudc hap ly. Khéng nén diing két hap clarithromycin ligu 1000 mg/ngay vdi nhitng thudc c ché protease.

Cac thudc chen déng Calcium ) ) il -

Thén trong khi st dung déng thai clarithromycin vdi cac thue chen dong Calcium chuyén héa qua C\:P3A4 (nhu verapamil, aTIud|p|ne, dllt'xazer_n) do nguy

¢o ha huyét ép. Nong d¢ trong huy#t tuang cla clarithromycin va céc thudc chen déng Calcium c6 thé tang do tudng tac thudc. D3 quan sat thdy ha huyét

&p, loan nhip tim ch3m va nhiém acid lactic & cic bénh nhén sir dyng dong thai clarithromycin va verapamil.

Itraconazole . : " " s
3 i invai at né at é dn dén mo ac thudc 2 chigu. Clarithromycin ¢6 thé lam tang ndng do

Ca clarithromycin va itraconazole d&u I3 chat nén va chat Uc ché CYP3A4, dan d&n mot tudng tdc thud i t yein ¢6 Al 0

h?lyé't tudng gﬂa itraconazole, trong khi dé itraconazole ¢ thé Iam ting ndng dé trong huyét tuong cia clarithromycin. Nhiing ber]\(:;z;p t;ang sU dyng

cling lic clarithromycin va itraconazole nén dudgc theo déi chat ch& nhimg dau hiéu hoac trigu ching do tic dung dugc Iy tang hodc i ndy.

Sanuienes 4t tic ché ¢ " ing chitng vé ic 2 chidu, Ding két hap clarithromycin
s y i inavir dau 13 chat nen va 13 , va 3 b bang ching vé sy tuong tac 2 chigu, Dung J] th €
Cé clarithromycin va e d~eu !a~ i 'Ia Chft o CUBFFI\;‘:;AfV)BChD 12 na t?&i I:inhgnguyén Il:hég manh 1am tang AUC & trang théi &n dinh

E ay) va saquinavir (vién nang gelatin mém, 1200 mg ngay PgUtA § Y 2 4t diing. dn
(500 mg 2 [an/ngay q s inavir. ‘GI& tri larithromycin vao khodng 40% cao hon so vdi ding riéng
e liéu/dang thuéc nghién ciu. Nhiing quan sat tis
sharttiEnnyan, Kiiong chin &y shintt v 1) dl‘mg dong_thm . thuzfa;:yggggczi%;; kll'uf?r;agngniéng r;1h|.r khi diing vién nang gelatin cing cla saquinavir.
§ fu vé 3 ( vién nan el 5 & b e
nt;ﬂ'ng ek Ftu:‘ltrv:h:?lt:‘;ngg‘:iér:hcut‘f: li::t:;r;gc lahr::%c duge thg\,rcg hién chi véi saquinavir c6 thé khdng g(onﬁ nhitng t(éc ducnzhmaé' fg%% k‘F:l 'g:l:lrég:‘%'
uan sa it . R 5 1 % da ri ir lén clarithromycin (xem g
:qi?fa&,,,;mnav;,_ Khi dung chung saquinavir va ritonavir, nén Iuu ¥ tac dung tiém 2n cda ritonavir lén clarithromyc
KHI DUNG THUGC, TUGNG TAC THUGC).
Tuong ky: Khdng c?
H&n dich d3 pha ¢

Clarithromycin
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khéng ciing vdi bia an, va cé thé udng cling vdi sifa.

e 4

thé diing clng hoéc

i -
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8. KHA NANG SINH SAN, SU DUNG THUGC CHO PHU NU €O THAI

VA CHO CON BU KLA C’D;

Phy nir co thai 2 4
Tinh an toan cla clarithromycin sif dyng trong thdi ky mang thai chua dugc thiét 13p. Dya trén cac kétdqué khac nhau t_rlu Clarithromyein
dugc tif cic nghién clu trén dong vat va kinh nghiém & ngudi, khong thé loai trif kha nang dnh huéng xau dén sy phat trién

clia phéi thai. Mét s6 nghién cu quan st danh gié viéc tiép xtc vdi clarithromycin trong tam ca nguy&t thir nhat va th‘u.r hai

@3 bio céo nguy cd sdy thai tang lén so véi khéng sif dung khang sinh hodc st dung khang sinh khéc trong n:.ung théﬁ ky. C@c

nghién citu dich t& hoc hién c6 V& nguy ¢d mac cac dj tat bdm sinh nang khi sit dyng macrolid bao gom ca clarithromycin

trong thai ky mang thai cho ket qua trdi ngugc nhau. Vi vay khéng nén sif dung clarithromycin trong thdi ky mang thai hodc

cho con b trif khi Igi fch 1dn hon nguy ¢d.

Phy ni¥ cho con bl

Mét lugng nho clarithromycin dugc bai tiét vio sira me. Ngudi ta wéc tinh ring mét tré sd sinh bi sira me hoan toan s& nhan

duogc khoang 1,7% ligu lugng clarithromycin dé digu chinh theo can nang clia ngudi me.

Tinh an toan ctia clarithromycin trong thdi ky cho con bi chua duge thiét 13p.

Kha nang sinh san

Cac nghién cifu v& kha nang sinh <3n trén chudt khdng thé hién bt ky mot bang ching nio vé cac tic hai cla viéc sif dung

clarithromycin |én kha nang sinh san.

o. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

91€0-92-NA

Chua cé béo cdo vé tac déng cla thudc trong khi l&i xe va van hanh méy méc.
Nan khuyén cio bénh nhan vé nguy cd hoa mit chéng mat, I3n 16n, mat phudng hudng cd thé xay ra khi sir dyng thudc

Tai lidu théng tin thudc

10. TAC DUNG KHONG MONG MUGN CUA THUOC (1)

vj gi4c. Nhiing phan (ng khdng mong mudn nay thudng nhe va da dugc biét nhu 1a tac dung khéng mong mudn cla cac
thuéc macrolide. Trong céc nghién clu 13m sang, khong cb sy khac nhau dang k& vé ty 1& gap téc dung khéng mong mudn
trén dudng tiéu héa trén bénh nhan cé hodc khéng nhim mycobacterial trudc d6. Bang dudi ddy néu ra nhing tac dung
k.‘r]éng mong mudn gu’qc béo cdo & nhirng bénh nhan dang sif dung clarithromycin trong nhiing nghién cltu 13m sang va bao
céo sau khi dua thudc ra thi truding. Nhitng tac dyng khéng mong muén ndy dugc sép xép theo hé thdng clia co thé va tan
sudt xut hién, quy udc nhu sau: rt thudng gap (21/10), thudng gap (21/100 - <1/10), it gdp (21/1000 - <1/100) va khéng
1) (ph'an Lrng_ghi nhin dudc tir dua thuéc ra thj trudng, khéng thé danh gid dugc tir di ligu s&n ¢d). V&i mdi nhém tan suat,
phan (ing khéng mong mudn dugc trinh bay theo mic d6 nghiém trong giam dan.

Céc tac dung khéng mong mudn ph bién fién quan tdi didu tri clarithromycin |3 dau bung, tiéu chay, budn nén, ndn va loan KLAC’Dm

Clarithromycin

Tic dung khing | Rdt thiromg | Thiong gdp Ir gdp Khing rd"
mng“ Jmﬁ-u theo gip s
M thong co quan 217500 - i L i tie
P I el T v <
Nhieal tring va Vidm mo 1 bio'. b nhiém | Vidin dai i =
v . 31 rang gia
tinh wang uhién ol candida, viém da day | mac, ahidm mingg da c'n
tning o, nhidm wing’, nhidm | pay 55t cao cip tivh. o
A wing i do, =
Mvgm va bych c-_ra bach cau, gam bych | Chieng mat bach ciu >
y ciu da abin trang tiok®, bat. giam Iugng tiés .
thng tiew ciu’, ting bach cau
= i cau i toan’
ﬂmkmu Phan img phan v&'.phan | Séc min cao. phu

quid auia. bach huyét
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10. TAC DUNG KHONG MONG MUGN CUA THUGC (3) N
o)
Tédc dyng kiéng | Rat thuong | Thiimg ggp It gap Kitdng rs" KLAC’D
mong mubn theo gdp Clarithromyein
ea | w | T | v cm | B

* Do cdc phinﬁag&)’duqcbéodoliahngu;.‘éut&réngdéugvdi c&mﬁnkhﬁngx.icd'mb.khﬁngﬂ:é
woe uong chinh xdc tin sudt hode thidt 1ip duoe mdi quan hi nhin-qua voi thude sit dung. U'de tinh trén
1 ty bénh nhin diéu tri-ngdy véi clarithromycin
“* Trong mdt s5 bo cdo vé ly gidi co vin, clarithromycin d4 dge sit dung dong thei véi eace thude khic
duge bidt ¢6 lign quan t6i ly gidi co vin nhwr cic thude statin, fibrat, colchicin hoje inol.

! Phan img khéng mong mudn duge bio cdo chi véi dpug bio che bt pha dung dich tigm
* Phin img khang mong mudn duge bio cio chi v6i dang bio ehé vién nén phong thick chim
# Phan tnig khang mong mudn duge bio cdo chi voi dang bao ché edm pha hdn dich udng

¢ Phan ime khong mong mudn duoe bio edo chi v6i dane bao ché vién nén

Tan suat, logi va mic dd nghiém trqn%cﬁa céc téc dung bét Igi & tré em duge coi 13 giéng nhu & f\geri I_an‘ ) o . )
Bénh nhan nhi suy gidm mién dich O bénh nhin AIDS va nhing bénh nhan suy giam mién dich khéc dugc Gidu trj nhiém mycobacterium v4i ligu cao
clarithromycin trong thi gian dai, rat khé phan biét dau 13 tic dung bat Igi gay ra do clarithromycin _hay,Ié triéu chifing clia b?nh rjlv hodc bénh hién tai.
Mét 53 lugng c6 han bénh nhan nhi AIDS da dugc didu trj nhiém mycobacterium bén_ng claréthomycm_ hqn] d!c[: dénll choﬂ tré. Nhiing tac dung khﬁng mong
muén thuding gap nhat, loai bé nhitng biéu hién do tinh trang bénh Iy hién tai cia bénh nhan |a:  tai, diéc, nén, budn nén, dau bung, bag gi[bbuge‘; L::m
tyy va tang arnyiase. Nhirng xét nghiém cdn ldm sang cho nhiing bénh nhan nay dtrcc‘nen hanh bérlg cach_phén_ tlcl_-linhu’ng thc‘mg s? qu.;’ t ‘mit s r;f_:;5
& nghiia 12 qua cao hay qua th3p) bing xét nghiém dac hiéu. Dya vao nhimng tiéu chuin nz_’ty. mét b_enr] nhén nhi nhiém AIDS diing clarithromycin T
sidhyofe bilirubin todn phan tang bat thudng; trong s nhitng bénh nhan ding clarithromycin tir 15 dén <25 mg/kg/ngay, c6 mot béo cdo 1 7T,
?L%ktgal: gat:;;'ﬁhuang va giam dang ké s lugng tiéu cau. Khéng cd gia tri bat thudng nghiém trong ndo cla nhimg théng s& ndy dugc bdo cdo & nhimng
bénh nhgn sir dung liéu cao nhat clarithromycin (£25 mg/kg/ngay).
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11. CAC DAC TINH DUGC LY (1)

DUQC LYC HOC

Nhém digu tri; Khang vi khudn tac dyng toan than, macrolide.
M3 ATC: JOTFAQS.

Vi sinh hoc

qué trinh sinh téng hap protein & cac vi khudn dé.

Vi khuan Gram (+) hiéu khi:
Staphylococcus aureus
Streptococcus pneurmnoniae
Streptococcus pyogenes
Listeria monocytogenes

Vi khuan Gram (-) hiéu khi:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
Neisseria gonorrhoeae
Legionella pneumophila

; bkl ; Y = — o hang thi ngh

Clarithromycin da dugc chiing minh 13 c6 hoat tinh in vitro rat manh véi cac chiing vi khu_én chuén trong phéng

trén lam s{ing. Thudc 6 tac dyng manh vi nhigu vi khudn Gram (-) va Gram (+) higu khi va ky khi. Céc nong
larithi in thudng manh han mét d pha loan log2 so véi MICs cla erythromycin. ) )

g o s 5 h rit manh véi Legionella pneumophila, Mycoplasma pneumontae va Helicobacter

sc dir kien in vitro cing cho théy clarithro cin ¢& hoat tinl 0 TR ™ )
Cac ign in vitro cung Y s nh nay c6 hoat tinh véi cac lodi Mycobacterium cé y nghia |am sang. Céc dirkign

(Campylobacter) pylori. Céc d kién in vitro va in vivo cho thdy khang si h voi t j nghiz N
in vitro cho thay Entercbacteriaceae, pseudomonas species v céc truc khudn Gram (-) khdng lén men lactose k_.hong nhay vg_l clarithromycin.
Clarithromycin €6 hoat tinh chéng lai hau hét cac chiing vi sinh vit sau diy ca in vitro va trong 1am sang nhu néu & trong phan CHI DINH.

Tai liéu théng tin thudc

Clarithromycin cé tac dung khang Kkhuin do gin vio tiéu dan vi ribosom 50 & cac vi khusn nhay cam va tc ché

iam va cic chiing phan lap dugc
d6 (e ché i thiéu (MICs) cla

91€0-92-NA

11. CAC DAC TiNH DUQC LY (2)

Cac vi khudn khac
Mycoplasma pneumoniae
Chlamydia pneumoniae (TWAR)
Mycobacteria
Mycobacterium leprae
Mycobacterium kansasii
Mycobacterium chelonae
Mycobacterium fortuitum
Mycobacterium avium complex (MAC) bao gdm: Mycobacterium
avium va Mycobacterium intracellulare
Sy san sinh Beta-lactamase khéng c6 anh hudng déi vdi hoat
tinh cta clarithromycin.
Ghi chi: Hau hét cac chiing ty ciu khang methicillin va oxacillin
déu khang vdi clarithromycin.
Helicobacter
Helicobacter pylori
Trong cac nudi cdy thuc hién trudc khi digu tri, da phan I3
H. pylori va xac dinh MIC cla t:larithromycir:L <] 134 benarf:l:gc:
Trong 6, 4 bénh nhan c6 ching vi khudn khang thudc, 2 bénh
nhdn ¢é ching vi khudn nhay cam trung binh va 98 bénh nhan
g); chlng vi khugn nhay cam vdi clarithromycin,

¢4 nhitng s8 ligu in vitro sau day nhung y nghia 3
ci:wa ré. Clarithromycin ¢6 hoat n’nhyin vitrg zhﬁgg Ia:érrngusa;égt
cdc ching vi sinh vat sau; tuy nhién, d an toan va higu qua cla
;I;::aihrolznyc;?utmdng digu trj c4c nhiém khun lam sang do cac vi

n nay chua dugc déanh gia ¥ iém 13

ik hqpyvé s kiérﬁ d'“'mg-gla trong cac thir nghiém lam sang

Tai liéu thong tin thudc

KLAC lD’ﬁ\)

Clarithromycin

Vi khudn Gram (+) hiéu khi:
Streptococcus agalactiae

Lién cau khudn (nhém C, F, G)
Lién c3u khudn nhém viridans
Vi khuan Gram (-) hiéu khi:
Bordetella pertussis
Pasteurella multocida

Vi khudn Gram (+) ky khi:
Clostridium perfringens
Peptococcus niger
Propionibacterium acnes

Vi khuan Gram (-) ky khi:
Bacteroides melaninogenicus
Xoan khuan

Borrelia burgdorferi
Treponema paliidum
Campylobacter
Campylobacter jejuni

91E0-92-NA

Chét chuyén hod chinh cla clarithromyein & ngudi va c3

Imh_tn.rélng 13 mdt chat ¢cd hoat tinh {g mat si khuénc?'lzgé?g—éﬁ
clarithromycin. Chdt chuyén hoa ndy cing c6 hoat tinh bang hodc
kém tir 1 dén 2 lan so v&i din chat sinh ra né 851 véi phan I6n vi
khu_én. ngoai trlr vdi H. influenzae hoat tinh cla nd manh gip dai
gbat c;‘\ugerg "'IOB 14-OH va d3n chét sinh ra né <6 tic dugngphie::'n

ong hodc bé trg trén H. influenzae in vil in vi y 6

e ?t‘.mg e \.Ei’khuén. fluenzae in vitro va in vivo, tuy thudc
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11. CAC PAC TiNH DUGC LY (3)

Ngudi ta nhin thdy Ia clarithrom: rythromycin trong nhigu mé hinh nhiém
khudn & déng vt thyc nghiém. Chang han nhy cfarithromycin €6 téc dyng hon erythromycin & chuét nhét bj nhidm khuan
todn than, apxe dudi da, va nhidm khugn dueing he hap do . pneumonige, s, aureus, . pyogenes, va H. influenzae. ¢t chudt
lang bj nhiém Legionella, tac dung ndy cang rd rét hon nhigy; vdi ligu clarithromyein 1,6 mg/kg/ngdy tiém trong méng byng
hiéu qué hon erythromycin 50 mg/kg/ngay.

Céc thir nghidm va tinh nhay cam

Cac phuang phap dinh Iugng yéu esu do duding kinh cia véng vé khuin cho ta dy doan chinh xéc nhat va tinh nhay cam cta khéng sinh. Ngusi ta
khuyén cio quy trinh ding nhiing dfa c6 tim 15mceg clarithromycin d& thir nghiém tinh nhay cim; phan tich xem méi tudng quan gitra duding kinh ving
vé khudn trén céc dia thir nghiém nay vdi cic gid trj MIC cla clarithromyein, Gi trj MICs dugc xéc dinh béng phuang phap pha loang thach hogc nuéc
canh thjt. Méi trudng thir nghiém dugc khuyén cao dung dé danh gis tinh nhay ¢dm clia Haemophilus influenzae I3 Mai trudng thit nghiém Haemophilus
(Haemophilus Test Medium: HTM) ctia Uy ban Quéc gia v& Cac tiéu chudn Xét nghiém L&m sang (NCCLS) .

Sy tuong quan vé duding kinh cac viing bj (e ché trén dia vdi cic MIC dugc cho bigt & béng sau day:

Cic tiéu chuan pban fich danh oi clarithromycin Vi ky thudt trén, mét ghi nhan vé xét

Buong kinh vimg vo MIC (meg/ml) nghiém *nhay cdm" chi r& ring vi khun

khudn (mm) dang gy nhiém s dap (ing tét khi disy

Vi kbuan S 1 R S T R tri. Ghi nhan khéng thuéc” sé chi ra

— = - - T r réng vi khudn gay nhiém s& khéng dap

Tat fguciau; vi khuan (Trr Haemophilns va Tu| 218 [14-17 [=i3 <l 2-4 |28 iing vai didu trj. Ghi nhan I3 “nhay trung

cau khuan

Ty cau khuan 220

binh" ggi ¥ ring tic dung digu trj clia

- <19 <0.5 |- =1 thudc ¢ thé cdn chua rs hodc 1 vi
Haemophilus influerzae thir nghicm voi HINM® 213 111-12 T<10 =<8 16 232 | khuin <6 thé nhay cam khi tang lidu cao
*HTM: Méi trudng thir nghién Haemophilus hon (Digu nay

ciing dugc goi I3 nhay
S=Nhaycim [= Trung binh R=Khang thude €édm & mifc vira)
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11. CAC DAC TiNH DUGC LY (4)

DUQC BONG HOC
Hap thu

Lacip ©
Céc dir kién duge dong hoc khdi dau thu dugc vdi céc dang vién.claritr]romycin._ Cé.c.dr: Ifién dé cho zhéi: :hl_.lﬁc g;r;:‘sc K Chﬁthromycin
hap thu nhanh qua duting tiéu hda va sinh kha dung tuyét déi cia clarithromycin vién nén 250 mg vao hcfng 50%.
Ca hai qua trinh hap thu va hinh thanh chat chuyén héa cé hoat tinh khang khusn, 14_—0|‘-I-clanth’rorlnycm. dehl.lnhl
thifc an lam cham lai mét chit, nhung pham vi sinh kha dung khéng bj anh huding khi diing thudc & trang thai no.
b6, bién ddi sinh hoc va thai trir ) A . ) ) 3 ) 0 giing 40tk
l':'lhéi:ro: Ca'cenghién cliu in vitro chi ra rdng mic gan két cla clarithromycin véi protein huyst tudng ngudi trung binh khodng 70% g ndng
én |3 tir 0,45 dén 4,5 meg/ml. . ) ] ) 5 L N T
gen |ar"r? ﬁ:ﬁ thudng: sinh kha d?;/ng va dugc ddng hoc cla dang hén dich clarlthromy_'cm cho tré em da dqq: nghién cdu:a & ng;r;é I’gz ;o‘r?emél r;l s dal
ngu‘En e at ¢ 0i 16n cho thay tinh sinh kha dung chung clia dang thudc cf\o tré em tuqng duang | 4 . s
o v o e w Bufyn 8 4 iy i i€n nén, s d huéc cho tré em ciing véi thic an lam cham mét chit sy i
dar;g vits e i mit kg Cl:ldng nht:; i?’\r;gdwm :;:Hsguc?}gncglarg:?o:n:cin So sanh ndng dé t8i da, AUC va thai gian ban hay _cll:i_l
‘ S o i e < o i 337 gi i ién nén 250 mg (diing lic déi) la
cpl:ittt?rz?n:rt?: dripgtt?\l:;gc nhigkhca (%ung lGe khéng déi) 14 0,95 meg/ml, 6,5 meg gid/ml, va 3,7 gid, tudng ty vdi dang v
. : . ; i & S o 6n dj E dudc vao
I, 6,3 mcg gid/ml va 3,3 gid. SO Y o . T T ram——
:ll‘rlnng‘c%/: nghién glfgl-l da ligu vdi ngudi Ion dul'nglsU ngémg ’:'; i';ai ﬁg_l ':ﬁz gjccg;éaar:;r:g-“y;li?hcclarithromycin cho tré em |3: Cmax 1,98 meg/ml, AUC
d S S hi 5. Cac thdng s6 duge ddng ho eu thi o ho 14-OH-clarithromycin.
khoang thai gian cla ligu ding t i cho clarithromycin va tuong (ing 13 0,67; 5,33; 2,9 va 4 cho ) e ot it 350 mg
ig/ml, Tmax 2,8 gid, T1/2 3,2 gid cho clz my! b i uéng. Vi lizu ngay 2 [3n, cir 12 gis dur_!g mét vién 2 3
2'71 },sgr;;?kilgin:nanh ldc déi, ndng dé dinh u3éht.!yhet :‘al:lh dlzt_tdhu:gf“ t;éji:gd:?g%:cgsi:us;?ak:é éuy \r.vlégkhoéng e may gk sl L vt
= 5 dinh & hai 8n dinh trong huyét thanh cla clari _
N 8i 12 gio/1 la én dén 5-7 gi& vdi ligu 500 mg/12 giés.
; ilig i b i i ié ¥ i hung tang lén dén 5-7 gid vdi I_u I
tr 2-3 _mcg/ml v<.i1| |IE_|-| 5?:ri|:l?romycin vio khoang 3-4 gidts vdi IrEu‘1 vién 250 mg ding 12"'5.)@]:.0;1ra IE;.[:& gigan bgn hly 13 56 o1 sau i 250 mg/12 9.
o o ot }}uy ;?ahc” Qcudiminych oo g o7 e o d]n'.: kh:arlg lJcsﬁ ":;?20 han (d&n 1mcg/mil) va thdi gian ban hiy cla né khoidng 7
Chat chuyén héa chinh, 14-O-clari théi 8n dinh cia 14-OH-clarithromyci iy .
Véi ligu 500 mg/12 g ﬂgdd?:‘ti;::gdﬂ:zngn dinh cla chét chuyén hda nay thudng dat dugc tz’n_g vb;gnzd?%?gs a):'.l R 500 mg/mi 12 gié, sy thé qua
e otk B d”fg' m{ng ; TN 1200 G dhs Tl qus e tiéu'é sy c!an:hrgr:ycm 'noln?tuong déi khéng phu thudc véo ligu ding va xip x
e v 03 ::ngztﬁ'?‘% Jkidhes 08 T rifla manhhtfléll: ?ht-hégéc;aniigzl‘ignrgﬁn‘;—gH_ clarithromycin chiém khodng 10% - 15% cho vdi
ruide tiéu & dang khong DiCh ng. Ngodi ra, chdt chuyén héa chinh thdy
! (fc d6 loc ¢au than binh thudng. Ng ]
bang mifc d9 loc

Jizu ding 250 mg hoc 500 mg moi 12 gid.
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11. CAC PAC TINH DUQC LY (5)
génh nhan: Clarithromycin va chit chuyén héa 14-OH dugc phan bé ngay vao cac m? va
thudng cao han vai [8n so vdi nbng dd & huyét thanh. Cac thi dy v& nong dd & méd va hu

dich ca thé. Nang dé & céc md
yét thanh dugc trinh bay dudi day:

KLACID

Nong 46 (Sau litu 250 mg moi 12 gio)

Loaimé | Mé (mea/g) Huyét thauh (mcg/mL) Clarithromycin
Amidan | 1.6 0.8

Phoi 88 1.7 |

inh ¢6 sinh kha dung tét véi cic dac diém dugc d@dng hoc phi hop véi cac
p thu nhanh va manh & tré em, ngoal tris kndi phét qua trinh
diém dugc déng hoc cia thudc. Cac théng s6 dugc dong hoc
Cmax 4,60 mcg/ml; AUC 15,7 meg gig/ml va Tmax 2.8 gid.
dinh 13 khoéng 2,2 gi¥ vdi

& cac bénh nhi can digu tri khéng sinh udng, clarithromycin da dugc ching m
k&t qua trudc day & ngudi 18n ciing dung loai hén dich dé. Céc két qua cho thdy thudc hd|
hdp thu hai cham, thirc &n hinh nhu khéng anh hudng rd rét dén sinh kha dung va cac dac
4 trang thai &n dinh cla clarithromycin dat dugkc sau liéu thir & ngdy didu tri tht 5 nhu sau:
Cac trj $3 tuang Ung cla chat chuyén héa 14--OH la: 1,64 meg/mi; 6,69 meg gid/ml va 2.7 gi&s, Thali gian bén huy dudc x&c

phic hgp me va 4,3 vdi chat chuyén hoa.

& mét nghién cifu khac, thu thap dugc cac théng tin V& tinh tham cla clarithromycin vao dich & tai gila cia bénh nhan bi viém tai gilra. Khoang 2,5 gid
sau khi dung ligu thir 5 (véi lidu 7,5 mg/kg, ngay 2 [an) ndng @4 trung binh ctia clarithromycin 13 2,53 meg/g va chit chuyén héa 14-OH 12 1,27 mcg/g g
dich tai gitra. Nong dé cba chit chuyén héa 14-OH cua thudc me thuding cao gap 2 [an so vai ndng dé tudng (ng & huyét thanh.

Suy gan: Nong dé & trang théi 8n dinh cta clarithromycin & bénh nhan bi r8i loan chitc ning gan khdng khic so véi ngudi binh thudng, tuy nhién nong
dé clia 14-OH-clarithromycin lai thap hdn & nhiing ngudsi bj t&n thuong gan. Sy gidm hinh thanh 14-OH-clarithromycin mét phan I2 do tang dé thanh

thai & than cla clarithromycin & nhing bénh nhan rdi loan chifc nang gan Khi so véi nhiing ngudi khoé manh.
Suy than: Dugc déng hoc cla clarithromycin cding bi bién ddi & bénh nhin bj tén thueng chifc nang than da udng nhigu ligu 500 mg. Cac ndng dd huyét
tudng, thdsi gian ban hdy, Cmax va Crmin clia ¢ clarithromycin 1an ¢hét chuyén hoa 14-OH déu cao hdn va AUC 18n hon & bénh nhan bj tdn thuong than
so vdi ngudi khde manh. Mic dd khac biét ciia nhing thong s& nay c6 fién quan d8n mifc @ t6n thudng than, tén thuang thén cang nang thi sy khac
biét cang rd rét (xem LIEU DUNG VA CACH DUNG).

Ngudi cao tudi: Mgt nghién cifu 5o sanh & ngudi tré tudi, khde manh va & ngudi cao tudi, khde manh udng nhigu liéu 500 mg clarithromycin cho thay
ndng dé huyét tuang cao hdn va sy thai trif cham hon & nhém ngudi cao tudi so véi nhém ngudi tré tudi. Tuy nhién, khéng <6 su khac biét gilra hai
nhém khi d6 thanh thai clarithromycin & than c6 lién quan dén 4o thanh thai creatinin. Tir d6 rat ra két luan 13 bat cdr tac dyng gi do ding clarithromycin
déu lién quan tdi chifc nang than chif khéng lién quan dén tudi bénh nhén.

génh nhan nhiém Mycobacterium: nong do & trang théi n dinh clia clarithromycin va 14-OH- clarithromycin ghi nhan dugc sau khi diing nhiing ligu
théng thudng & bénh nhan nhiém HIV (vién nén cho ngudi Ian, h&n dich cho tré em) déu tuang ty nhu & ngudi binh thuding. Tuy nhién, & lidu cao hon
c5n @& didu tri cac nhidm Mycobacterium, ndng dé clarithromycin c6 thé cao han so véi khi diing ligu théng thudng.

91£0-92-NA

Tai lidu théng tin thudc

KLACID

11. CAC DAC TiNH DUQC LY (6)
ol L Clarithromyein
ré em bj nhigm HIV ding ligu 15-30 mg/kg/ngay clarithromycin chia lam 2 ligu, cic tri s vé dng ti i
e igu 15-30 ngay mycin ! ri 6 vé Cmax thuéing tif 8-20 meg/ml. Tuy nhién, cac tri s6
z:g :::o Zgzchgc;f;ni:xﬁi 32; ?::g c:i‘gsnbt:n?'lhtl I::ri;i: :":r g;?ghllce: 30 rggég/ngéy chia 2 [3n & dang hén dich cho tré gr{a. Thbiyg;‘lar:egé.:ahcﬁ;nésga‘?ﬁgz
@8 phis hop v tinh khong tuyén tinh da bidt trong duge géng e C?aa:léﬁthic r::;cgin\?q huyét tuong cao hon va thdi gidn bén thai dai hon & céc ligu do

12. CAc DU LIEU AN TOAN TIEN LAM SANG (1)

Céc nghién clru vé déc tinh cdp va ban cdp do du & 8
ac nghién ¢ p do ding duding udng
Céc trj s6 vé LD50 (lidu gay chét 50%) ¢4 ! i i g/ki mg/k
tri 56 p tinh cba clarithromycin dang hén dich udng & ot nha ay tudi
ey ) C 0%) ¢ : ycin dang hén dich udng & chudt nhat 3 a &
Laoufh;ézgczé;agl:gfhgsghg o Eﬁg?:sugéy:ﬁéir:a 1330 mg/kg (chudt duc) va Ta70 mag/kg (chug?gi;ugélzc: Egghmli‘eugt.g;; i d'u;) ckleill 1.
: ks HAshadalay r anh va khodng 3000 mg/kg ch o 3 : dlarithromycin udng I3
sinh khac & nhom penicilin, nhém cephal 'g 5 g' /i chechudh oty it ik, Che L= it nly &b . : gé :
o o g phalosporin v nhém marcrolid, trong d6 LD50 thudng thap hon & stc vat tré e S el ke v i
53 J g va chuét nhat, trong lugng cé thé b gia 3 £ B b o T S on s o ’
trong vai ngay da £ o Bl i gidm hodic sy téng cin co thé bj kim ham, 5 T e iuin
. - 98 ) e l;hlh 222% ;:u:écr.‘ ;A;é:r ;_Thci}ca gr::gt chét cho thiy phdi c6 méu 46 2 d C;Té: ii\;th:: gir?;a;; czéionf ty nhién deu bj giam di
I g ps 3 i - - =z 2 =, . . - 3 ; Ca 0
éim.'f dg suy y&u vi khéng bd me duge hoac 7(|.!|a't huyét :;ycm G nli 1.0 chil el 0 s dt rub 6 thi Gy mé‘iul;(;}tcgéng 'n:;ac‘t.:hc“lhé‘;t o
udt cdng trudc cai sifa (5 ngay tudi) cho dling hén di i i L N
ma/kg/ngay c6 trong lug tudi) cho diing hén dich clarithromycin trong hai tudn vi ligu 0, 15, 55 va g/kg/ng:
i e cﬁtmgng uc‘[,h;hées g;zmihtgnsd h_ernatocn! va hemoglobin trung binh gidm va trong Iuoh;i;;nztorgnm bi %/ngay. Céf chudt & nhém 200
SRR Ui il s T s e g9 bao‘ dg 8 tif nhe dén trung binh do diing thudc & biéu mé dud J o teng i tang lén so vi céc
n chudt nhém diing thudc. Ligu khdng gay déc tinh & thi nghim nay [ ssnr%g”;f;;mnﬂga” ¥a tang tan sudt cic tén
ngdy.
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12. CAC DU LIEU AN TOAN TIEN LAM SANG (2)

Mét nghién cliu vé déc tinh ding dudng udng dugc tién hanh & cic chugt ¢dng chua truéng thanh cho dang hdn dich
clagahrqmycm trong 6 tuénA Vdi ligu hing ngay 0, 15, 50 va 150 ma/kg/ngdy. Khéng con chuét nao b chét va diu hiéu Iam sang duy ?
nhét ghi nhé_n dugc Ié_su tiét nudc bot qué mirc & mét s& con & ligu cao nhat sau 1-2 gi&y diing trong dgt didu tri dai 3 tulin, Cac KLAC’D
chugt cdng cl‘nhérp dur!g lifu 150mg/kg ¢é trong lugng co thé trung binh thap hdn trong 3 tuin d3u va ¢6 tri s6 albumin huyét
thanh trung binh giam di va trong lugng gan tuong (mg trung binh tang lén so v&i nhém chiing.

Khdng nhan thdy €6 cac bién déi vé mé hoc bénh Iy vi thé va dai thé c6 lién quan dén ding thude. Lidu 150 m /kg/ngay gay déc tinh nhe & cic chudt i
diing thudc va ligu *khdng c6 hidu luc” duge coi 1 bang 50 mg/kg/ngay. i ikidandi RS
Dung clarithromycin & loi ché san thé nhd, 3 tuln tudi, vdi ligu udng hing ngay trong 4 tuan I3 0, 30, 100 hoic 300 mg/kg, tiép dén 4 tusn & giai do n phyuc
hoi. Khéng con vét ndo chét va khéng cé bién ddi vé trang thai chung clia c3 at. Khi mé N . oo

6. Khdng | &t i cac con vat. Khi m& khéng phat hién mét bat thudng nao. Qua xét nghiém mé hoc, &
kinh hién vi quang hec, thay ¢é dong ma & céc t& bio gan trung tém tiéu thuy va tham nhiém t& bao kho

dudc bang kinh hién vi dién tir & nhém ding liéu 300 mg/kg. Ligu gy déc & loai ché san thé nhé tudi
Kha néng sinh san, sic sinh sn va tinh gay qudi thai

Nghién cltu v& kha nang va sic sinh sin trén chuét c&i cho thay li8u han
vdi vong kinh, kha nang sinh san, sy trd da dé, s lugng va kh
nang sinh san tdi ligu 250mg/kg.

Clarithromycin

ang cira, tang cic hat md trong t& bae gan ghi nhan
1& trén 300 mg/kg va ligu "khéng hidu Iyc” 14 100 mg/kg.

g ngay 150mg/kg/ngay (liéu nghién cdu cao nhat) da khdng géy ra téc dyng bét lgi déi
3 nang séng sdt clia chudt con. Trén chudt cdi, khéng cé béng chiing v& déc tinh bat Igi Ién kha

91€0-92-NA

an suat thay déi v dj tat khe hd vom miéng (3-30%) sau khi diing nhitng lidu cao gdp 70 [3n lidu thudng dung hang ngay trén lam sang
& ngudi (500 mg, ngdy 2 [&n), nhung ma ¢ ligu cao gdp 35 [an lidu t&i da hdng ngay trén 13m sang & ngudi, ggi ¥ déc tinh cho me va bio thai, nhung khéng gay
quai thai.

Clarithromycin cho théy gy sdy thai & loai khi ding lidu gap khoang 10 [an ligu thuéng diing ngay cho ngui (500 mg, ngay 2 [an),

bat dau tif ngdy thir 20 khi c6 thai. Anh huding nay 12 do déc tinh cla thudc cho me & ligu rat cao. Mét nghién ctfu b3 sung & khi mang thai véi liu cao gap

khodng 2,5-5 lan liéu t6i da hang ngay 500 mg, ngay 2 fan khdng gay ra mét téc hai ndo dén qua trinh thai nghén.

Mgt thif nghiém gay tir vong & chudt nhét ding ligu 1000 mg/kg/ngay (cao gap khodng 70 [an ligu Iam sang t&i da hang ngay & ngudi: 500 mg, ngay 2 Ian) rd
rang c6 két qua &m tinh déi véi bat cir hoat tinh gay dét bign gen nao, va trong nghién cu Segment | & chuét céng diing ligu 500 mg/kg/ngay (khoang 35 [an
liu 1am sang t&i da cho ngudi 500 mg, ngdy 2 I3n) trong 80 ngay, chua thdy xudt hién bing ching r8i loan chifc nang sinh sin & con duc do ding kéo dai ligu
rét cao clarithromycin.

Tai liéu thong tin thudc
12. CAC DU LIEU AN TOAN TIEN LAM SANG (3) ‘
Tinh gay dét bién gen ) ) o ) j /O\ b
Nhimg nghién ctu dé danh gia khd nang gdy dét bién gen cla clarithromycin dugc tién hanh sif dung ca hai hé théng thir »
nghiém khdng hoat hoa va c6 hoat hod microsom gan chuét cdng (Ames Test). K&t qud cla nhing nghién cliu néy: chP thdy K LAC ’D
khéng ¢ chifng cf kha ndng gy dét bién gen vdi ndng ¢ thudc < 25 mcg/dia Petri. & ndng dé 50 meg thudc co ddc tinh S msla
cho moi chling thir nghiém. e

13. NHUNG NGHIEN CUU LAM SANG
Kinh nghiém Idm sang & bénh nhén nhiém triing khéng do Mycobacterium el . o o "
Trong géc nghién cttu 1dm sang, clarithromycin lidu 7,5 mg/kg 2 I3n/ngay cho thdy an toan va hiéu qua trong digu trj céc bénh nhi bj nplém tring can phai
uéng khéng sinh. Nghién ciu tién hanh dénh gia trén 1200 tré em, tudi tir 6 thang dén 12 nam, bj viém tai gilfa, viém hong, nhiém triing da va duding hé
hp duéi. ) . s .
Trcju)ng céc nghién cltu nay, clarithromycin vdi ligu 7,5 mg/kg 2 lan/ngay cho thdy co higu lyc vi khudn _hc;c va 1am sang tudng dudng vdi cic thuc tham
chiéu bao gdm ¢6 penicillin V, amoxicillin, amoxicillin/clavulanate, erythomycin ethylsuccinate, cefaclor va cefadroxil.
Kinh nghiém I8m sang & bénh nhan nhiém Mycobacterium ) ) ) I ) o e
Mot nghién cliu s bd & bénh nhi (Mot s8 cé nhiém HIV) bj nhiém Mycobacterium da ching minh ring clarithromycin |3 digu trj an toan va higu Ta ;hl
dung riéng lé hoac pHéi hep vdi zidovudine hodc dideoxyinosine. Hon dich clarithromycin cho tré em dudc ding vdi lidu 7,5; 15; hodc 30 mg/kg/ngay chia
- 2 Ia i . 5 : 0y . = = Fe
5:; tha: ndéi ¢6 y nghia rd rét v& mat thong ké trén cac thong s& dugc dong hoc dudc nhan _1h§y khl clarithromycin dugc diing vdi cac dar:5 Lchat chéng
retrovir{m tuy nhién, nhiing bién déi d6 nho va khéng c6 § nghta vé mét lam sang. Clarithromycin vdi liéu tdi 30 mg/kg/ngay dugc d"“rgl‘”a'g_‘ TP
Clarithromycin ¢6 hiéu qué trong digu trj nhidm khuadn M. avium complex lan téa & bgnh nhi nhiém AIDS, vdi mdt s6 bénh nhi cho thay hiéu Iuc tiép ty
duy tri sau han 1 nam diéu tri.

PR ~ - 5 .
14. QUA LIEU VA CACH XU TRI
ié . 2 = 2 . -, * - 2 2 = 5 e . - I |u‘fj‘ Cut
;r]euc;:li::;!o thdy ring udng mét s8 lugng Idn clarithromycin “? the_ gay ra cac Hnéu‘ d:l!.lng g dha dezr ruét. Mét bénh nhan cd tién sif rdi loan ludng
d;oua'ng 8 g clarithromycin va bi r&i loan tam than, bénh paranoia, giam kali huyét va giam oxy huyét.
3 y i . . = =, £ . a - 3 Cﬁng
ol i d ali ¢ igu tri ba 4ch loai trir ngay lugng thudc chua dugc hdp thu va cdc bign phap trg sdc
5 an j i kém khi ding qua ligu c6 thé digu trj bang céch log g gng t e duge i :
cif{ EZ:%?%&::E;:' f;;:g dql; darigthcr‘omy(in trong huyét thanh khéng bj anh hudng bdi tham phén mau hodc loc mang bung
n ’
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15. QUY CACH DONG GOI

Hép chifa 1 lo 60 mi va hép chia 11030 ml, <6 kém xi-lanh dé chia ligu.

Dang thudc dong gdi

HON DICH DANH CHO TRE EM CLARITHROMYCIN dugc cung Ung dudi dang ché phdm hat c6m dung trong chai vi
dung tich cé thé l4c chai dugc. Khi da cho thém vao lugng nudc thich hop dé tao thanh hén dich, ndng dé Clarithromycin
Ia 125 mg/s ml.

16. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG
CUA THUOC

Pigu kién béo quan: Gitr thudc & nhiét dd phang khéng qua 30°C.

Hdn dich da pha c6 thé sir dyng dudc trong 14 ngay khi bdo quan & nhiét do phéng (15-30°C) trong chai lonut kin.
Khéng @& thudc hdn dich da pha trong t lanh, bao quan & nhiét d3 phong.

Han dung: 24 thang ké tif ngay san xudt.

Tiéu chudn chat lugng: Tidu chudn cd s&

Khéng ding thudc qua han sif dung.

Théng béo cho béc si nhing téc dung

khéng mong mudn gap phai trong sif dung thudc

Cd s san xust: PT. Abbott Indonesia, JI. Raya Jakarta — Bogor Km 37,

Kel. Sukamaju, Kec. Cilodong, Depok, Jawa Barat, Indonesia

Tai liéu théng tin thude
KLAC’D’/@

Clarithromycin
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) Abbott
//__:\ o A @ ~
"Tai liéu thong tin thuoc

. LIPENTHYL 145mg

Théng tin chi tiét vé san phdm xem tlr trang 2 tdi trang 19
Ngudi trinh bay: DS. Phan Duy Yén Nhi

VTM2319557 (v1.3)

=) Abbott LIPANTHYL

Poc ki huéng dan sir dung trudc khi diing

Tai liéu théng tin thude

THANH PHAN, DANG BAO CHE
Thanh phan hoat chét: fenofibrat (dang hat nano) 145 mg,

Thanh phan ta dugc: hypromellose, natri docusat, sucrose, natri lauryl sulphat, lactose monohydrat, cellulose vi tinh thé
va silica colloidal khan, crospovidone, magnesi stearate

Thanh phdn chdt bao: alcol polyvinylic, titan dioxyd, talc, lecithin ddu nanh, gém xanthan.

Lipanthyl® 145 mg 13 vién nén bao phim (vién mau trang, hinh bau duc, mét mat khic s 145 va 16-gb Fournier dugc
khdc & mat bén kia)

QUY CACH PONG GOI e

Hop 3 vi x 10 vién

Lyt " VTM2319557 (v1.3)




) Abbott LiPanNnTHYL

Tai liéu théng tin thudc

PAC TINH DUCC PONG HOC

LIPANTHYL NT 145 mg Ia dang vién nén bao phim chita 145 mg fenofibrat hat nano (nanoparticles)

Hép thu: nong do t6i da trong huyét tuong (Cmax) dat dugc 2- 4 gid sau khi uéng. Nong dé thudc trong huyét
tuong 6n dinh khi digu tri lién tuc & moi ca thé.

Trai vdi cac cong thic truc day cua fenofibrat, & day nong do dinh trong huyét tuong va dé phai nhiém toan
b cta cdng thirc hat nano khéng phu thudc vao blra an. Vi véy, c6 thé udng vién nén bao phim LIPANTHYL NT
145 mg khéng phu thudc vao bita an.

Phén bé: acid fenofibric lién k&t manh vdi albumine huyét tuang (> 99%).

Chuyén hod va dao thai: Sau khi udng, fenofibrat bj thuy phan nhanh qua xdc tac cla esterase dé cho chat
chuyén hoa c6 hoat tinh 13 acid fenofibric. Khéng tim thay trong huyét tuong dang fenofibrat chua chuyén hoa.
Fenofibrat khéng phai |4 ca chat cia CYP3A4. Khdng ¢ chuyén hod qua micrésém gan.

Thuéc nay dao thai chi yéu qua nudc tiéu. Thyc té thi tat ca lugng thudc da ding déu dugc dao thai trong
vong 6 ngay. Fenofibrat thai chi yéu dudi dang acid fenofibric va chat lién hop glucuronid. V&i nhitng bénh
nhan cao tudi, dé thanh loc toan thé cla acid fenofibrat trong huyét tuang khéng cé thay ddi.

Théi gian bén thai cla acid fenofibric ra khoi huyét tuong khoang 20 gig.
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CHONG CHi PINH

Khéng dung thudc trong nhitng trudng hgp sau day:

- Suy gan (ké ca xd gan tac mat)

- Suy than.

- Tréem.

- Qua man vdi fenofibrat hodc céc ta dugc cta thudc nay.

- Tién st c6 phan Ung qua man véi dnh sang hodc nhiém doc anh sang trong thdi gian diéu tri bang céc
fibrat hodc ketoprofen.

- Bénh g tui mat.

- Viém tuy cdp tinh hodc man tinh, trlr trudng hgp viém tyy cap tinh do tang triglycerid méau nghiém trong.

- SUr dung cho phu nif dang cho con bu.

Khéng ké don LIPANTHYL NT 145 mg, vién nén bao phim cho bénh nhan bj di Ung vdi lac hoac dau lac, lecithin

ctia dau tudng hodc vdi cac ché pham lién quan, do c6 thé gép nguy cd cac phan (ng qua man.

8 VTM2319557 (v1.3)




LIPANTHYL
Tai liéu théng tin thudc

) Abbott
THAN TRONG VA CANH BAO KHI SU DUNG

Vdi cac trudng hcp ting cholesterol thi phat nhu la dai thao dudng type 2 khdong kiém sodat, suy tuyén giap, hdi
chiing than hu, réi loan protein huyét, bénh gan tic nghén dang tri liéu, nghién rugu, nén dugc diéu tri thoa
déang trudc khi dung liéu phap fenofibrat.

Theo doi dap Ung diéu tri bdng cach xac dinh gia tri I|p|d huyét thanh (téng cholesterol, LDL-Cholesterol,
triglycerid), néu dap Ung day du khéng dat dugc sau mét vai thang (vi du: 3 thang) nén can nhic bd sung hoac
str dung liéu phap thay thé khac.

Vi cac bénh nhdn md mau cao dang st dung estrogen hodc cac thudc tranh thai cé chifa oestrogen nén xac
dinh rd md mau tang la nguyén phat hay thi phat (c6 thé m& mau tang la do udng oestrogen).

Chire ndng gan: cing nhu cac thudc ha lipid khac, da cé bao céo vé tang ndng do

transaminase ¢ mot s6 bénh nhan. Phén I&n cac trudng hgp nay chi tang thoang qua,

it va hau nhu khéng cé triéu chitng. Khuyén céo nén theo déi ndng dd transamilase dinh ky mdi 3 thang trong
12 thang dau diéu trj va sau do kiém tra dinh ky. Cha y vdi cic bénh nhan tdng ndng dé transaminase tién trién
va can phai dirng diéu tri néu ndng dd ASAT va ALAT tang han 3 [an gidi han trén ca mic binh thudng.

Viém tuy: da cd cac trudng hgp viém tuy duge ghi nhén trong cc bénh nhan dung fenofibrat. Diéu nay cé thé
cho thay that bai diéu trj cia nhiing thudc nay & nhitng bénh nhan tang triglycerid mau nghiém trong, hodc hién
tugng diéu tri thir cdp do séi dudng mét hoic ldng can & 6ng mét.

3 VTM2319557 (v1.3)
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THAN TRONG VA CANH BAO KHI SU DUNG

Co: da c6 bao cao vé doc tinh co, ké ca hiém gap myoglobulin khi dung fibrat va cac thudc ha lipid khac. Ty
Ié réi loan nay tang lén trong trudng hgp ha albumin huyét va suy than trudc do. Co thé ting nguy cg
globulm cd niéu tién trién & cac bénh nhan cé cac yéu té thuan Igi cho cac bénh vé ca va/hodc myoglobulin,
bao gom trén 70 tugdi, tién sif ca nhan hodc gia dinh c6 céc réi loan cd di truyén, suy than, giam hoat déng
tuyén gidp, udng nhiéu rugu. Phai can nhic giira Igi ich va nguy co khi digu tri bing fenofibrat cho cic dgi
tugng bénh nhan nay. Phai nghi tdi ddc tinh véi co khi bénh nhan xuat hién dau cd lan tda, viém cd kém co
giat ving cd bi dau, hién tugng chudt rit va yéu co, va/hodc ting dau hiéu trén CPK (ndng dé qua 5 [an miic
binh thudng). Nging diéu trj vai fenofibrat trong cac trudng hop nay.

Gia tdng nguy cd ddc tinh cg khi thudc dugc dung dbng thdi vdi fibrat khac hoac thu6c rc ché HMG-CoA
reductase, dac biét trong trudng hgp dé cé cac bénh vé cao trudc dé. Do vdy, phéi can trong khi ké toa ph0|
hop fenofibrat véi thudc (c ché HMG-CoA reductase hodc thudc fenofibrat khac cho bénh nhan khéng c6
tién st bénh co nhUng €6 rdi loan tang lipid huyét ndng kém theo nguy ca bénh tim mach cao. Cén kiém tra
chat ché kha nang gdy déc tinh ca.

Khuyén cdo liu ding cho bénh nhén cao tudi khdng suy than nhu ligu cho ngudi trudng thanh.

Chirc ndng thén: Ngling diéu tri trong trudng hgp tang ndng do creatinin trén 50% ULN (gidi han trén cla
binh thudng). Cén nhac do creatinin trong 3 thang diéu trj dau tién.

10 VTM2319557 (v1.3)
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Tai liéu thong tin thudc

THAN TRONG VA CANH BAO KHI SU DUNG

Ta dugc:
- Thudc nay cé chifa lactose, vi vay bénh nhén c6 nhitng vén d& di truyén hiém gap vé khéng dung nap
galactose, thigu hut enzyme Lapp lactase hodc kém hap thu glucose-galactose thi khdng nén dling thudc nay.
- Thudc nay 6 chira sucrose, vi vay, bénh nhan c6 nhitng van deé di truyén hiém gap vé khéng dung nap
fructose, kém hap thu glucose-galactose hodc thiéu hut men sucrase- isomaltase thi khong nén dung thuéc
nay.
N&u bénh nhan khéng dung nap véi mét s& loai dudng, hay hdi bac si trudc khi dung thudc nay
Creatinin huyét thanh: Su tang nong dé creatinin huyét thanh da dugc bdo céo & nhitng bénh nhan stif dung
fenofibrat. Nong d creatinin sé tr vé mic binh thudng khi ngiing st dung fenofibrat. Y nghia ldm sang cla
nhiing bao céo nay chua ré. Trong nghién clu FIELD, creatinin huyét thanh & nhém dung fenofibrat duy tri &
mfc trung binh cao hon 10-12 micromol/l so v6i nhém gié dugc sau khi ding 4 thang cho dén khi két thuc
nghién clfu. Nén do ndng dé creatinin trong sudt 3 thang d3u khi bat dau diéu tri va dinh ky sau dé. Cén theo
déi ndng do creatinin & nhitng bénh nhén dung fenofibrat ¢ nguy cd bi suy than nhu ngudi gia, ngudi bi
bénh tiéu dudng. Can diing digu tri khi ndng do creatinin > 50% gidi han trén cta muc binh thudng.
Gay ( mat; Fenofibrat gidng nhu clofibrat va gemfibrozil, ¢6 thé lam tang sy bai tiét cholesterol vao mét, dan
t6i soi mat. Néu cé nghi ngd bi séi mat, can kiém tra tli mat. Nén ngling digu tri bang fenofibrat néu tim thay
soi mat.

11 VTM2319557 (v1.3)
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-

Bénh Iy huyét khéi tinh mach: Trong nghién ciu FIELD, tdc mach phéi (PE) va huyét khdi tinh mach sau
(DVT) cé ty 1& méc cao hon & nhém dung fenofibrat so v6i nhém gia dugc. Trong 9.795 bénh nhéan tham gia
vao nghién clu FIELD, c6 4.900 ngudi trong nhom gia dugc va 4.895 bénh nhan dung fenofibrat. Co 48
trudng hgp (1%) & nhém gia dugc va 67 trudng hgp (1,4%) & nhém dung fenofibrat (p=0,074) cd triéu ching
huyét khéi tinh mach séu; 32 trudng hap (0,7%) ¢ nhém gid dugc va 53 trudng hop (1,1%) 6 nhom dung
fenofibrat (p=0,022) cé triéu chiing tac mach phai.

Thay d8i vé méu: C6 sy giam nhe hemoglobin, hematocrit va bach ciu da dugc quan séat thdy d nhitng bénh
nhan sau khi bat dau digu trj bing fenofibrat. Tuy nhién, nong dé nay dugc duy tri én dinh khi dung thudc
trong thdi gian dai. Gidm tiéu cau va giam bach cau da dugc bao cio & nhitng bénh nhan dugc diéu trj bang
fenofibrat. Can kiém tra dinh ky s& lugng hong cau va bach cau trong 12 thang dau diéu tri.

Céc phan (fng qua mén: cic phan (ing qua man cép tinh nhu hoi chiing Stevens-Johnson va hoai tf thugng
bi nhiém ddc can phai nhap vién va diéu tri bang steroid da dugc bao cao & mot s8 trudng hgp diéu trj bang
fenofibrat. Trong mét thir nghiém cé kiém soat, mé day xuat hién lan lugt & nhém diung fenofibrat va nhom
gia dugc 12 1,3% so vdi 0% va phat ban & muc 1,5 so vdi 0,8%.

Tac dung giam HDL-C trdi ngugc: Da c6 béo cdo sau luu hanh va bao cao thif nghiém 1dm sang cua sy giam
nghiém trong & ndng dé HDL-C (nho nhét I 2 mg/dL) xay ra & nhitng bénh nhén déi thdo dudng va khong
dai thao dudng bat dau digu tri bang fibrat. Sy giam HDL-C dugc phan anh bdi sy giam apolipoprotein A1.
Sy sut gidm nay xuat hién trong vong 2 tuan dén nhitng nam sau khi bat dau diéu tri bang fibrat. Nong dé
HDL-C duy tri & mifc thap cho dén khi ngling diéu tri béng fibrat. VTM2319557 (v1.3)
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THAN TRONG VA CANH BAO KHI SU DUNG

Dung cung thuéc chéng déng coumarin: Cén than trong khi ding thuéc chéng déng coumarin cling vdi
fenofibrat vi kha nang cac thudc chéng déng coumarin cé tac dung kéo dai thdi gian prothrombin /ti 1é
chudn hda qudc té€ (PT/INR). D€ ngan nglta cac bién chitng chdy mau, thudng xuyén kiém tra PT/INR va can
diéu chinh liéu cta thuéc chéng déng cho dén khi PT/INR &n dinh [xem Tuong tac thudc].

SU DUNG THUOC CHO PHU N’ ¢6 THAI VA CHO CON BU

Kha ndng sinh san: d3 quan sat dugc tac dung c6 hdi phuc Ién kha ndng mang thai & déng vét. Chua cé di
liéu 1dm sang lén kha ndng mang thai khi str dung Lipanthyl NT 145mg.

Phu nir ¢é thai: Khong c6 du di liéu sir dung fenofibrat cho phy nir c6 thai.

Nghién cltu trén dong vat khdng thay tac dung gay quai thai. Tuy nhién, da quan sat dugc dau hiéu déc cho
bao thai & mutc ligu ddc cho con vat me. Mac du vay, nguy co tiém tang & ngudi con chua rd. Vi vay, chi nén
dung LIPANTHYL NT 145 mg trong thai ky khi da danh gia k¥ ludng vé Idi ich/ nguy co.

Phu nir cho con bi: Chua c6 dir liéu vé sy bai tiét cla fenofibrat va/ hodc cla céc chdt chuyén hoa cla
thudc nay qua stfa me. Rui ro déi vdi tré bu me chua dugc loai trir.Vi vay, khéng dung LIPANTHYL NT 145
mg, vién bao phim cho ngudi me trong thdi ky cho con bu.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOc¢
Fenofibrat khéng cé hodc ¢d anh hudng khéng dang ké dén kha nang lai xe va van hanh may méc.

13
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TUONG TAC THUOC VA NHUNG TUONG TAC KHAC

Thuéc uéng chéng déng: khéng khuyén cao két hgp fenofibrat va thudec uéng chéng déng. Fenofibrat lam tang
tac dung cla thudc udng chéng déng va ¢ thé ting nguy co chay mau. Tuy nhién néu sy phéi hgp nay la bat budc,
thi 18i khuyén 1a nén giam 1/3 ligu v&i thudc chdng déng tai thdi diém b3t dau digu tri va sau d6 dan dan diu chinh
néu can thiét so vdi INR (ti 1& chudn quéc té)

Cyclosporin: mét vai trudng hgp suy giam chitc nang than thuadn nghich da dugc ghi nhan khi ding déng thdi
fenofibrat va cyclosporine. Chifc néng than & nhirng bénh nhéan nay can dugc gidm sat chat ché va nglng diéu tri
vai fenofibrat trong cac trudng hgp thay déi nghiém trong chi sé xét nghiém.

Céc thudc irc ch€ HMG-CoA reductase va cic fenofibrat khac: c6 thé ting nguy cd ngd déc ca néu thudc dugc
phéi hgp véi cac fibrat khac hodc cac thudc (e ché HMG-CoA reductase. Rat can trong véi cac diéu tri ph&i hgp nay
va bénh nhan can dugc theo déi chat ché cac dau hiéu ngd déc co.

Cac enzym cytochrom P450: nghién cltu trong phong thi nghiém st dung cac tiéu thé gan ciia ngudi cho thdy
fenofibrat va acid fenofibric khong Uc ché cac déng phan cytochrom (CYP) P450 nhu CYP3A4, CYP2A6, CYP2E1 hoac
CYP1A2. O nodng dé diéu tri, thudc tc ché yéu CYP2C19 va CYP2AB, (e ché mitc do nhe dén trung binh vai CYP2C9.
Phai gidm sat chat ché& bénh nhan sir dung ddng thdi fenofibrat va cac thudc chuyén héa qua CYP2C19, CYP2A6, dic
biét CYP2C9, vdi chi s& diéu tri chinh xac, khuyén cdo diéu chinh ligu ding cac thudc nay néu can thiét.

14 VTM2319557 (v1.3)
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TUONG TAC THUOC VA NHUNG TUONG TAC KHAC

Céc Glitazone:

M6t s6 trudng hop giam thuan nghich ¢6 hdi phuc HDL-cholesterol da dudc ghi nhan khi ding ddng thdi fenofibrat
va cac glitazon. Tuy nhién, khuyén céo theo dbi HDL-cholesterol néu dung s két hgp nay va ngung diéu tri néu
HDL-cholesterol qua thap.

Céc resin gdn acid mat: do céc resin gan acid mat c6 thé gan vao cac thudc khac khi dung ddng thdi, bénh nhan
nén ubng fenofibrat trudc it nhat 1 gi& hodc 4 dén 6 gi¢ sau khi dung resin gén acid mat dé tranh viéc can trd sy
hap thu.

Colchicin: Cac trudng hgp bénh co, bao gdm ca tiéu co van, da dugc béo cdo khi dung fenofibrat dong thdi voi

LiPaNTHYL

Tai liéu théng tin thudc

colchicin, va nén thén trong khi ké toa fenofibrat véi colchicin.

15
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Tai liéu théng tin thudc

Cac tan xuat gap phai: Rat thuang gap (21/10), thudng gap (= 1/100, < 1/10),
it gap (21/1000, <1/100), hiém gip (= 1/10000, < 1/1000), rt hiém gap < 1/10000)

- Réi loan mdu va hé bach huyét:
Hiém gap: giam hemoglobin va bach cau.
- Réiloan hé mién dich
Hiém gap: dj ing (bao gdm phén (g qua man)
- Réiloan hé thén kinh:
it gap: dau dau
- Réi loan mach
it gap: nghén mach do huyét khéi (nghén mach phai, huyét
khéi tinh mach sau)*
- Rdilogn tiéu hod:
Thudng gap: Cac triéu ching co nang va thuc thé da day-
rudt (dau bung, nén, budn ndn, tiéu chay, day hai)
it gap: viém tuy
- Réiloan gan-mét:
Thudng gép: ting vifa phai ndng dd transaminase- huyét
thanh.
it gap: soi mat
Rat hiém gap: viém gan.

- Réiloan da va mé dudi da:

it gap: Tang nhay cam trén da (vi du: phét ban, ngifa, may
day)

Hiém gap: rung toc, phan tng nhay cam vdi énh séng
- Réiloan co xudng, mé lién két va xudng:

it gap: dau ca lan to, viém cg, co rit cg, yéu cd.
- Cdc réi loan vé nguc va hé thong sinh sdn

it gép: Réi loan chirc nang tinh duc
- Cdc xét nghiém:

Rat thuéing gap: Tang néng dé homocystein mau.***

It gap: tang creatinin mau.

Hiém gdp: tdng uré mau
* Trong nghién cdu FIELD, mét thi nghiém ngdu nhién, 6 sit dung gid duge va ¢d kiém sodt dugc tién
hdnh trén 9795 bénh nhdn bj déi thdo dudng type 2, sy gia tdng c6 y nghia théng ké cdc trudng hep viém
tuy dugc quan sdt & bénh nhdn ding fenofibrat so vdi bénh nhdn ding gid dugc (0,8% so vdi 0,5%; p =
0.027).
** Trong m@t nghién cuu tuong ty, su gia tdng cé y nghia thang ké ghi nhdn t! 1§ nghén mach phdi (0,7%
& nhém gid dugc so vdi 1,1% & nhém su dung fenofibrat; p = 0,022) vd su gia téng khdng c6 y nghia
théng ké v& huyét khdi tinh mach sdu (gid duoc: 1,0% [48/4900 bénh nhdn] so vdi fenofibrat 1,.4%
[67/4895 bénh nhdn]; p = 0,074).
*** Muc tdng trung binh ndng dé homocystein trong mdu & cdc bénh nhdn diéu trj voi fenofibrat ld 6,5

pmol/L. va 6 hdi phyc khi ngiing diéu tri vdi fenofibrat. Nguy cd tdng hu L lién
quan tdi su tdng ndng dé homocystein. ¥ nghia [dm séng cua diéu ndy con mﬂ?wﬂ%
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Tai liéu théng tin thudc

TAC DUNG KHONG MONG MUGN

Ngoai cac trudng hgp déd dugc bao cdo trong cac thi nghiém |adm sang, cac tac dung khéng mong muén sau
day da dugc bao cao ty phat khi sir ding fenofibrat trong qua trinh hadu mai. Chua udc tinh dugc tan sé chinh
xac dua trén cac dir liéu hién c6 va do d6 dugc xép la "Khong rd”".

- Cac réi loan hé hap, nguc va trung that: Bénh phai ké.

- Céc rdi loan cd, mé lién két va cac réi loan xuong: Tiéu cg van.

- Cac rdi loan gan mat: vang da, bién ching cta soéi mat (vi dy: viém tli mat, viém dudng mat, con dau 6ng
mat).

- Réi loan da va md dudi da: phan Ung nghiém trong & da (vd: hdng ban da dang, hdi chiing Stevens
Johnson, hoai tf thugng bi nhiém déc)

- Réi loan hé than kinh: mét moi

Théng bdo ngay cho bac sj hodc dugc sy nhirng tic dung khéng mong mudn gép phai khi sir dung
thuéc

QUA LIEU VA CACH XU TRi

Chua c6 bao cdo nao lién quan dén hién tugng qua ligu. Khéng cé thudc giai doc dac hiéu. Néu nghi ngd qua
liu thi nén diéu trj triéu chi’ing va tién hanh cac bién phap hé trg khi can. Fenofibrat khéng bi loai trif khi tham

tach loc mau. 17 VTM2319557 (v1.3)
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SU DUNG THUOC CHO PHU NU CO THAY VA CHO CON BU

Kha ning sinh san: da quan sit dugc tac dung c6 hoi phuc 1én kha nang mang thai & dong vat. Chua co dif
liéu Id3m sang Ién kha nang mang thai khi s&f dung Lipanthyl NT 145mg.

Phu nir ¢é thai: Khong cé du dir liéu sif dung fenofibrat cho phu ni¥ cé thai.

Nghién clu trén dong vat khong thdy tac dung gy quai thai. Tuy nhién, da quan sat dugc dau hiéu doc cho .~
bao thai & mic ligu déc cho con vat me. Mac du vy, nguy cd tiém tang & ngudi con chua rd. Vi vay, chi nén /
dung LIPANTHYL NT 145 mg trong thai ky khi d& danh gié ky ludng vé Igi ich/ nguy ca.
Phu nif cho con bu: Chua c6 dif liéu vé su bai tiét cua fenofibrat va/ hodc cla cac chat chuyén hoé cla thudc
nay qua sifa me. RUi ro déi vdi tré bl me chua dugc loai trir.Vi vy, khong dung LIPANTHYL NT 145 mg, vién
bao phim cho ngudi me trong thdi ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Fenofibrat khéng c6 hodc c6 anh hudng khéng dang ké dén kha nang lai xe va van hanh may moc.

18 VTM2319557 (v1.3)
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HAN DUNG, BAO QUAN, TIEU CHUAN CHAT LUONG
Han dung: 36 thang ké tir ngay san xuat.
Khéng nén dung thudc qua han sif dung ghi trén bao bi
Diéu kién bao quan:
Gilr thudc trong bao bi géc. Khong bao quan thuéc trén 30° C.
Tiéu chudn chat lugng: Tiéu chuan co s&

NHA SAN XUAT

Co s¢ san xudt bdn thanh pham:

Fournier Laboratories Ireland Limited

Anngrove, Carrigtwohill, Co. Cork, Ireland (Ai-len)

Co s¢ déng goi va xudt xudng: ] Abbott
Recipharm Fontaine

Rue des Prés Potets - 21121 Fontaine les Dijon - France (Phép)
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Tai liéu thdng tin thuGc

DUPHALAC
PIEU TRI TAO BON
HIEU QUA

Ngudi trinh bay: DS. Ha Binh Thuén

Théng tin chi tiét v& san phdm xem tif trang 2 tdi trang 12

VN-26-0166

1
i
a Abbott Tai lidu théng tin thudc
~ . > ~2
Thong tin san pham Duphalac
+ Thanh phan hoat chat: 667 g/l lactulose (10g/15ml, 133,4g/200ml va
333,5g/500ml).
hanh + Thanh phin ta dugc: Dung dich uéng Duphalac khéng c6 bat ky mét ta dugc nao,
S nhung c6 thé c6 mét lugng nhd cac dan xudt dudng cung nhém (vi du: lactose,
phan galactose, epilactose, fructose) tif con dudng tong hop.
+ Duphalac chifa cAc chat ton du tf qua trinh san xudt cé thé cd hoat tinh, xem muc
“Canh bao & than trong”.
« Tao bén: diéu hoa nhu dong sinh ly cua dai trang.
Chi dinh +  Dugc dung trong cac trudng hgp khi ma viéc tao phan mém dudgc xem la c6 Igi
1 din cho diéu tri (bénh tri, hdu phau két trang/hdu mon).
+ Bénh ly ndo gan: diéu tri va phong nglfa hon mé gan hay tién hén mé gan.
VN-26-0166 2
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Liéu dung va cach dung (1/2)

C6 thé dung dung dich uéng Duphalac pha lodng hodc khéng pha loang

Liéu don cua thudc nén dugc uéng trong mét [an va khong nén gilr thude trong miéng thdi gian lau.

Lieu dung nén dugc digu chinh theo dap (ing véi thudc d&i vdi méi bénh nhan.

Trong trudng hgp dung 1 lidu don hang ngay, nén uéng vao cling mét th&i diém trong ngdy, vi du uéng vao

bifa sang.

Trong qué trinh digu trj bang thudc nhuén trang can udng da nudc moi ngay (1.5 -2 lit, twong ducng 6-8

coc nuéc).

D6i vdi Duphalac dang chai c6 thé sit dung c&c do kém theo d€ phan ligu.

Ba4i véi Duphalac dang géi 15 ml, xé mét phan goc ctia géi va dung thudc ludn.

Dung trong trudng hdp tao bon hodc khi viéc tao phan mém dudc xem 1a ¢d Idi cho diéu tri:

+ (o thé udng mét ligu ddn hang ngay hodc chia thanh 2 ligu, d&i v8i Duphalac dang déng chai, ¢ thé ding
cdc do kém theo dé phan ligu.

+ Sau vai ngay, dua vao dap Ung diéu tri c6 thé didu chinh ligu khéi dau thanh ligu duy tri. C6 thé can khoang
vai ngay (2-3 ngay) d€ thay dugc hiéu qua digu tri.

VN-26-0166

Tai liéu théng tin thudc

) Abbott

Liéu dung va cach dung (2/2)

Dung dich udng Duphalac dang déng chai hoac géi 15 ml:

Ngu®i I6n va 15-45ml, ~ 15-30ml,

thanh thiéu nién Tudng &'ng vdi 1-3 goi Tudng ('ng vdi 1-2 goi
e e 15ml, JOHS R

Treem (7= 14tuol) - - Tuong (ng véi 1 géi Tudng tng véi 1 g6i*

Tré em** (1 - 6 tudi) 5-10 ml 5-10 ml

Nhi nhi** duéi 1 tugi puGisml Dudi 5 ml

* Néu ligu duy tri dudi 15 ml, nén sir dung Duphalac dang déng chai.

** Nén ding Duphalac dang déng chai khi can ligu ding chinh xéc cho nhil nhi va tré em dudi 7 tudi.

Duing trong bénh ndo gan (chi dung cho ngudi I6n):

» Ligu khdi dau: 30 - 45 ml hodc 2-3 gdi, 3 - 4 [an mdi ngay.

+ Ligu dung nady c6 thé dugc digu chinh dén liéu duy tri d& c6 thé di duge 2-3 [an phan mém mabi ngay.

Tré em: 3

+ An toan va hiéu qua trén tré em (sd sinh dén 18 tudi) trong bénh ndo gan chua dugc thiét I3p

Bénh nhan cao tudi, suy than hodc suy gan:

+ Khéng c6 khuyén céo ligu dung dac biét, do sy phoi nhiém toan than véi lactulose 13 khéng déng ké.
VN-26-0166

Tai liéu théng tin thude
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Chéng chi dinh ] ¢

+  Man cam (dj
ung) vdi lactose
hoéc vdi bat ct
thanh phan nao
cUa thudc.

» Galactose mau.

+ Tac nghén
dudng tiéu héa,
thing tiéu héa
hodc nguy ca
thing tiéu hoa.

VN-26-0166

Canh bao va than trong dac biét khi ding thuoc

Hay hoi y kién cla bac sy trong trudng hgp:
- Dau bung khéng ré nguyén nhan trudc khi diéu tri.
- Hiéu qua diéu tri khdng dat dugc sau vai ngay.
S& dung ldu dai ma khéng c6 sy diéu chinh ligu hojc sir dung khéng ding co thé dan dén
tiéu chay hodc réi loan can bang dién gidi.
Lidu sif dung binh thudng trong téo bon khéng thanh van dé ddi vdi ngudi bénh tigu
dudng. Tuy nhién, ligu digu trj bénh ly ndo do gan thudng cao hon va lugng dudng trong
thudc nén dudc can nhic khi ding d6i vdi bénh nhan tiéu dudng.
Tré em
St dung thudc nhuan trang cho tré em chi khi can thiét va dudi sy gidm sat y té. Can than
trong khi st dung lactulose & tré sd sinh va tré nhd mac bénh di truygn hiém gip kém
dung nap fructose Phan X3 dal tlen co thé bj réi Ioan trong qué trmh diéu trj.

Th hdt

Thudc co chua lactose, galactose va fructose tif qua tnnh san xuat. Do vay, bénh nhan co di
truyén hiém gap vé dung nap galactose hodc fructose, thiéu hyt hoan toan lactase hay kém
hap thu glucose-galactose khdng nén dling thuGc nay. Lactulose nén dugc sif dung than
trong vdi nhiing bénh nhan khéng dung nap lactose.
Thudc c6 thé chita sulphite tir qua trinh san xuat. Cac sulphite hiém khi gay ra phan img
qua man nghném trong bao gom co that phé quan.

Bénh nhén mdc héi ghtmg da day-tim (H6( ching Roemheld): chi nén st dyng lactulose sau
khi tham khao y kién clia bac si. Néu céc triéu ching nhu chudng bung, day bung xuat hién
& cac dai tugng nay sau khi sir dung lactulose, nén giam ligu hodc difng sif dung lactulose.

Tai liéu théng tin thudc

Tudng tac, tudng ky
cua thuoc

£
I
0

Tudng tdc thude va cdc
Chua thyfc hién nghién cliu
Ve tuong tac.

Lactulose c6 thé Iam ting
tac dung dao thai kali cia
mdot s6 thudc khac (vi du
nhu thiazide,
corticosteroid va
amphotericin B). St dung
dong thai vdi cac
glycoside tim c6 thé lam
tang tac dyng cla cac
glycoside nay do giam kali.

Ut
Do khéng cé cac nghién
clfu vé tinh tuang ky cla
thudc, khéng trén lan
thudc nay vdi thudc khac.

) Abbott

Tai liéu théng tin thudc

St dung thuéc cho phu nir ¢6 thai va cho con bu
Hay hai y kién bac sy hodc dugc sy trudc khi dung bat ky thudc nao.

Phu nuf co thai

Khéng gay anh hu’o’ng trong thdi gian mang thai bdi sy phdl nh[em toan than vai
lactulose la khéng déng ké.
Duphalac ¢é thé dugc diung trong thdi ky mang thai.

Khéng cé anh hudng trén tré sd sinh/ tré nhd b me bdi sy phai nhiém toan than cla
phu nir cho con ba ddi véi lactulose la khédng dang ké.
Duphalac ¢é thé dugc duing trong thai gian cho con bii.

Kha nang sinh san

Khéng c6 anh hudng den kha nang smh san bdi vi su phdi nhlem toan than vdi
lactulose la khéng dang ké.

VN-26-0166
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a Abbott Tai ligu thang tin thudc

Anh hudng trén kha nang I3i xe va van hanh may méc

Duphalac khéng cé hodc cé anh hudng rat it dén kha nang lai xe va van hanh may méc

VN-26-0166 g

a Abbott Tai liéu théng tin thuc

TAC DUNG KHONG MONG MUON (1/2)

Théng béo cho béc sy nhitng téc dung khéng mong muén gép phai khi st dung thudc.
Tém tat dir liéu an toan

Dy hai c6 thé xdy ra trong vai ngay dau didu tri, V& nguyén t3c, triéu ching nay bién mat sau vai ngay. Tiéu chay va
dal bung co thé xay ra néu dung ligu cao hon lieu du’%c chi dan. Néu trudng hqgnag xay ra, can phai‘giam liéu {xem
muc '§J_qa ligy). Néu dung liéu cao (thudng chi ding cho bénh ndo gan) trong mét thai gian dai, c6 the bj mat can
bang dién giai do tiéu chay.

Phan (ing qua man chl yéu gic‘!i han ¢ da da dugc quan sat va xdc dinh 13 phan (g bét loi tiém an trong gué trinh s dung
say khi san pham dugc phé duyét, Bdi vi nhifng phan (ng nay da du%c béo cdo mét cach tu nguyén tir mot quan thé co cd

mau khéng xac dinh, khdng the udc tinh tan suat clia chling mot cach dang tin cay*.

VN-26-0166 8
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Tai liéu thdng tin thudc

] Abbott
TAC DUNG KHONG MONG MUON (2/2)

Bang danh sach cac phan tng phu

Céc tac dung khéng mong mudn da xay ra vdi tan xuat dugc chi ré bén dudi trén nhi‘rn% bénh nhan dugc diéu trj vdi
lactulose trong thi nghiém lam sang cg déi chun%_gs gia dugc [(rat thudng qé}l: (2 1/10); thudng gap (21/100 dén
<1/10); khéng thudng gap (>1/1000 dén <1/100; hiém gap (31(‘] 0000 dén"<1/1000); rat hiém (< 1?1 000)] hoac da
dugc bdo cao mot cach ty nguyén trong qua trinh sif dunig sau khi san pham dugc phe duyét [khong xac dinh (khong
udc dodn dugc tan suat tu cac di lieu hién cd)].

At ShiniiEe s Tanimae i : .
- | Khong thudng
Rat thudng gap Thudng gap gap Hiém gap Khéng xac dinh *
R&i loan hé mién dich Qua min

R&i logn tidu héa Tty | e
S iy ' Phét ban, ngL’ra' mé
- Rai loan da va mo 2 2, m
duéi da day, ban do
i Mat can bang dién giai

Kt qua st nghim do tiéu chay

Tré em
Dir liéu an toan trén tré em dudgc cho la tuong tu véi ngudi lén

VN-26-0166 9

a Abbott Tai ligu thong tin thusc

Qua liéu va cach xu tri

Néu dung lieu qué cao, ¢ thé gap cac triéu chiing sau: tiéu chay va/ hodc dau bung.

biéu tri: ngung diéu tri hoac giam ligu. Mat dich nhiéu do tiéu chay hodc nén cé thé can bl
dién giai.

VN-26-0166 10
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& dai trang lactulose bi phan gidi
bédi cic vi khudn trong dai trang
thanh cac acid hitu cg phan ti
thap. Céc acid nay lam giam pH
trong long dai trang va nhd vao
t&c dung thdm thdu dua dén tang
thé tich cdc chat chla trong dai
trang. Nhirng tac dung nay kich
thich nhu déng cua dai trang va
lam mém phéan. Nh&g d6, diéu
tri tdo boén va tai 1ap nhip sinh

1y clia dai trang.

Cac dac tinh dudc hoc

Pic tinh dugc luc hoc

Nhém duge ly: nhudn trang thdm thdu. M3 ATC: A06 D11

Trong diéu trj bénh n3o gan hodc (tién) hén mé gan,
lactulose 1am gidm ndng d& ammoniac trong mau. Liéu cao
lactulose dung trong chi dinh nay lam giam pH dai trang, do
dd Uc ché sy phat trién cia cac vi khudn phan giai protein,
dan tdi gidm san xudt ammoniac v céc chat ddc khéc.

¢ diéu kién pH thdp nay, phan ldn ammoniac dugc chuyén
thanh dang ion héa, khd thadm thdu qua thanh dai trang, lam
giam kha nang hap thu ammoniac. Thém vao d6, giam pH dai
trang cing lam tang khuéch tac ammoniac tif mau vao long
dai trang. Cac tac dyng ndy cang dugc cing cd bdi sy gia
tang van chuyén & dai trang. Nha sy thay ddi vé chuyén hoa
ammoniac, dung nap protein cing gia tang. Tuy nhién, can
lvu ¥ réng tdng ammoniac don thuan khong giai thich dugc
cac biéu hién tam Iy than kinh clia bénh Iy ndo gan.

Tai liéu théng tin thudc

Lactulose nhu 1a mot
chét tién vi sinh 1am ting
su phét trién cla cac vi
khuan ¢é Igi nhu
Bifidobacterium va
Lactobacillus, ddng thoi
{rc ché sy phét trién clia
céc vi khudn gay bénh
nhu Clostridium va
Escherichia coli. Tac dung
nay ciing gép phan lam
giam tdo bén va téng
cudng stfc khoe cd thé.

Pac tinh dugc dong hoc:

Lactulose it dugc hap thu sau khi udng va dén dai trang dudi dang khong déi. & d6 nd dugc chuyén héa bdi hé vi khuan &
dai trang. Chuyén héa la hoan to2n & céc ligu diing tif 25-50 g hodc 40- 75 mi; & ligu cao han, mét phan cd thé dugc thai trir

dudi dang khéng déi.

VN-26-0166
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VN-26-0166

Tai liéu thong tin thudc

Han ding: 2 nam ké tir ngay san xuat.
Bio quan trong bao bi g&c.

Tiéu chudn chit ludng: TCCS

Pidu kién bao quan; Khong bao quan & nhiét dd trén 30°C.

Khéng dung thudc qué thdi han ghi trén hép carton, géi hay lo thudc.

—

Dung dich udng Duphalac dugc déng géi trong:
« Hép 20 gdi x 15ml.

25ml, 5ml, 10 ml, 15 ml, 20 ml, 25 mlva 30 ml.
Khdng phai moi kich ¢& bao bi déu dugc ban.

« Chai chira 200, 500, hodc 1000 ml kém theo c&c do. Thang dé trén céc do la:

AN

<z
4

Khong ¢

hodc

Thﬁn%l tin t;gng & hudng dan ndy 1 ¢6 han. Dé biét thém thdng tin, hdy hdi bac sy
ugc

»

Thang 1 nam 2023

~

Abbott Biologicals B.V.

Cha s& hiu sén pham:
Abbott Healthcare Products B.V.
The Netherlands (Ha Lan)

Dia chi: Veerweg 12, 8 121 AA Olst — The Netherlands (Ha Lan)

N
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% ST BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
&

Sé: 593  /QP-QLD Ha Ngi, ngay 12 thang ogndam 2024

QUYET PINH

. = , ¢
 ( TuidG Mﬂ:{:du;qi P, gia han gidy ding ky lwu hanh tai Viét Nam - Dot 121

~——=" 0\
‘p\‘\cu’ Ludt Dugc so 105/201 6/QH] 3 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phu quy dinh
chikc ndng, nhiém vu, quyen han va co cdu té chirc ciia Bg Y té;

Cdn cik Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia B truong Bo Y té quy
dinh c}fzé'c ndang, nhiém vu, quyén han va co céu té chire ciia Cuc Quan ly Dugc thudc
Bo Y teé;

Can cik Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc

Can cie két lugn cua Hoi dong tw van cdp gtay dang ky heu hanh thude, nguyén
liéu lam thuéc - Bé Y 1é dot 121 tai Cong van so 70/HDTV-VPHD ngay 17/07/2024
cua Van phong Hgi dong tie van cap GPKLH thuée, nguyén liéu lam thuoc;

Theo dé nghi ciia Trieong phong Déng ky thuée - Cuc Qudn by Dugre.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 317 thubc nude ngoai
duoc cdp, gia han gidy dang ky luu hanh tai Viét Nam - Pot 121, cu thé:

1. Danh muc 138 thudc nuée ngoai dugc cép giéy dang ky luu hanh hiéu luc 05
nam - Dot 121 (tai Phu luc I kém theo).

2. Danh muc 04 thudc nudce ngoai duge cip gidy dang ky luu hanh hiéu luc 03
nam - Dot 121 (tai Phu luc 1l kém theo).

3. Danh muc 152 thuc nudc ngoai duge gia han gidy dang ky luu hanh hidu
luc 05 nam — Dot 121 (Phu luc 111 kém theo).

4. Danh muc 22 thude nude ngoai duoc gia han gidy diang ky luu hanh hiéu luc
03 nam — Dot 121 (Phu luc 1V kém theo).

5. Danh muc 01 thude nude ngoai dugc gia han gidy dang ky luu hanh hiéu luc
dén hét ngay 31/12/2025 — Dot 121 (Phu luc V kém theo)

Piéu 2. Co s san xuit va co sé diang ky thude cé trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo diing cac hd so, tai liéu da dang
ky v6i Bo Y té va phai in hoic dan s dang ky dugc B Y té cép Ién nhan thudc.

2. Chép hanh day du phap luat cia Viét Nam va cac quy dinh cua B§ Y té vé
san xuat, nhap khau thudc va luu hanh thudc tai Viét Nam, néu cé bat cir thay ddi gi
trong qué trinh luu hanh thudc & nudc so tai va & Viét Nam thi phai bdo cdo ngay cho
Cuc Quanly Dugc-Bg Y té Viét Nam.

3. Thyc hién viéc cép nhit tiéu chuan chét lugng cua thube theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua BJ truong Bo Y té quy dinh vé chét
lugng thude, nguyén liéu lam thude, Thong tu s 03/2020/TT-BYT ngay 22/01/2020
cua Bo truong Bo Y té stra doi, bd sung mot s6 diéu cua Théng tu 11/2018/TT-BYT
quy dinh vé chit luong thude, nguyén lidu lam thudc.

4. Cap nhat nhan thudc va to huéng dan sir dung thuoc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 cia B truong Bo Y té quy dinh ghi nhén thudc,




nguyén li¢u lam thude va to huéng dén sir dung thude theo hinh thire thay ddi, bd sung
gidly dang ky luu hanh thudc quy dinh tai Théng tu 08/2022/TT-BYT _ngay 05/9/2022
cua B truong B4 Y té dbi voi thude chua cap nhét ndi dung nhén thude, t& hudng dan
st dung thuoc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctua Bo
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay ddi v& noi dung hanh chinh (bao
gbm ca mau nhin va t& huéng din sir dung thuoc) phai nhap khau va luu hanh véi cac
ndi dung da dugc phé duyét thay doi trong hd so gia han.

6. Co s ding ky thude phai bao dam duy tri didu kién hoat dong trong thdi han
hiéu luc ctia gidy ding ky luu hanh thude, nguyén liéu 1am thude. Trong trudng hop
khong con dap Gng du diéu kién hoat dong, co so dang ky phai cd trach nhiém thuc
hién thay ddi co s& dﬁng ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du diéu kién hoat dong.

7. Co sé dang ky thude phai béo cdo B Y té (Cuc Quan ly Dugc) vé cép nhat
tinh trang dap Ung Thuc hanh tot san xuét cua co s§ san Xuét thuoc nguyén liéu lam
thube. Truong hop co so san xuat bi thu hoi gidy phép san xudt hoic khong dap tng
Thuc hanh tdt san xuét thude, nguyén liéu 1am thudc & nude sé tai, co s& phai thuc
hién viéc bao cao trong thoi han 15 ngay ké tir ngay c6 théng bao clia co quan quan ly
c¢6 thdm quyén nude so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi tiét mét sé diéu va bién
phép thi hanh Luat Duoec.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so déng ky da clp trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Ph01 hop véi céc co s& diéu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mubn clia
thude trén ngudi Viét Nam va tbng hop, bao céo theo quy dinh tai Didu 5 Thong tu sb
08/2022/TT-BYT dbi véi céc thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh ¢ hidu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc So Y té cac tinh, thanh phé truc thudc trung wong, giam déc
nha san xudt va co sé ding ky c¢6 thude tai Didu 1 chiu trdch nhiém thi hanh Quyét
dinh nay./.

Noi nhin: ____ CUC TRUONG
- Nhu Diéu 4; 7% HC

- B trudng (dé blc);

- TTr. D6 Xuén Tuyén (de b/c); =
- Cuc Quén Y - Bd Quoc phong, Cuc Y té - Bo Cong m ‘ OUAN

CucY t& GTVT - B6 Giao théng vén tai; \ \ DuUg
- Tong Cuc Hai quan - B§ Tai chinh; ‘f\\__,,,v
- Bio hiém Xa hoi Viét Nam; -

- Bd Y té Vu PC, Cuc QLKCB, Thanh tra B, Vin Vii Tuin Cwong
phong HDTV cédp GPKLH thudc, NLLT;

- S& Y té cac tinh, thanh phd truc thude Trung wong;

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

- Tong Céng ty Duge VN-CTCP;

- Cac Céng ty XNK dugc pham;

- Cac Bénh vién & Vién c6 glucmg bénh truc thuge BYT;

- Trung tdm mua sam tép trung thude quoc gia;

- Cac phong Cuyc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT). )



Phu luc IV

DANH MUC 22 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 121

(Kém theo Quyét dinh sé: .393......./0P-QLD, ngay 12../98./2024.ciia Cuc Quan Iy Duoc)

STT | Tén thubc | Hoat chitchinh | Dang | Quycich | Tiéu | Tudi S6 diang ky So
— Ham lwgng bao ché | déng goi chuén tho gia han lin

(thing) | (SO ding ky gia

da cép) han

1) (2) (3) 4) (5) (6) (7 (8) )

1. Co s¢ ding ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co' sé san xuit: A.Menarini Manufacturing Logistics and Services Srl (Pia chi: Via Sette

Santi, 3 50131 Firenze, Italy)

1 Fastum Gel | Ketoprofen (2,5g | Gel bdi Tuyp 20g, | NSX 60 800100794824 01
ketoprofen/100g | ngoadida | 30g, 50g, (VN-12132-11)
gel) 2,5% (wiw) 100g

2. Co sé'diang ky: Abbott Laboratories (Singapore) Private Limited (Djachi: 3 Fraser Street, #23-

28 DUO Tower Singapore 189352, Singapore)
2.1. Co sé sdn xuit: Laboratorios Recalcine S.A. (Bja chi: Av. Carrascal No. 5670, Quinta Normal,

Santiago, Chile)

2 Drosperin Drospirenone Vién nén [Hop 28 NSX 48 780110794924
20 3mg; bao phim |Vién, 24 (VN-15082-12)
Ethinylestradiol vién hoat
0,02Zmg tinh (mau
do) va4 vién
gia dugc
(mau trfmg)

01

3. Co sé ding ky: Cong ty cd phan Fresenius Kabi Viét Nam (Pia chi: Khu viee 8, phieomg Nhon
Phii, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)
3.1. Co sé san xuit: Fresenius Kabi AB (Pja chi: Rapsgatan 7, Uppsala, 754 50, Sweden)

3 Vitalipid N [DL-a-tocopherol Nhil Hop 10 NSX 24 730110795024 01
Adult 9,1mg; tuong 6ng 10ml (VN3-301-21)
Ergocalciferol Smcg;| dim dac
Phytomenadion dé pha
150mceg; Retinol tiém
dudi dang Retinol | truyén
palmitat 1941mcg)
990mcg
4 Vitalipid N |[DL-o-tocopherol Nhii Hop 10 NSX 24 730110795124 01
Infant 6,4mg; tuong 6ng 10ml (VN3-302-21)
Ergocalciferol dam dic
10mcg; dé pha
Phytomenadion tiém
200mcg; Retinol truyén
(dudi dang Retinol
palmitat 1353mcg)
690mcg







Phu luc III

DANH MUC 152 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - BQT 121

(Kém theo Quyét dinh s6: ..593....../QP-QLD, ngay 12./.08,/2024.cia Cuc Quan Iy Duoc)

STT | Tén thubc | Hoat chitchinh | Dang | Quycéch | Tiéu | Tudi Sb diing ky So
— Ham luong bao ché | dong gbéi | chuan tho gia han lan

(thang) | (So dingky | gia

da cflp) han

1) (2) 3) 4) (5) (6) ) (8) [€)]

1. Co sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& san xuit: AbbVie S.r.l (Dia chi: S.R. 148 Pontina Km 52, Snc-Campoverde Di Aprilia
(loc. APRILIA) - 04011 APRILIA (LT), Italy)

1 Klacid
250mg

Clarithromycin
250mg

Vién nén
bao phim

Hop 1 vix
12 vién;
Hép 1 vix
10 vién

NSX

36

800110779624
(VN-21357-18)

01

1.2. Co sé san xuit: Mylan Laboratories S.A.S. (Pia chi: Route de Belleville, Lieu Dit Maillard, Bp

25, Chatillon Sur Chalaronne, 01400, France)

2 Betaserc Betahistine Viénnén | Hop Svix | NSX 36 300110779724 | 01
24mg dihydrochloride 10 vién; (VN-21651-19)
24mg Hop 5 vix
20 vién
1.3. Co' sé san xuét: PT. Mitsubishi Tanabe Pharma Indonesia (Pja chi: JI. Rumah Sakit No. 104,
RT 001 RW 005, Kel Pakemitan, Kec Cinambo, Kota Bandung, Jawa Barat, Indonesia)
3 Tanatril Imidapril Viénnén | Hop 10 vi | NSX 48 899110779824 01
Tablets Smg | hydrochloride x 10 vién; (VN-22052-19)
Smg Hoép 3 vix
10 vién

2. Co sé diing ky: Actavis International Limited (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LOA 6000,
2.1. Co s san xuit: Actavis Ltd. (Pia chi: BLB015-016 Bulebel Industrial Estate, Zejtun ZTN 3000,

Malta)

Malta)
4 Actelsar HCT| Telmisartan Viénnén | Hop 2 vix | NSX 24 535110779924
40mg/12,5mg| 40mg; 14 vién (VN-21654-19)
Hydrochlorothiazid
12,5mg
5 Bloktiene Montelukast Viénnén | Hop 4 vix | NSX 24 535110780024 01
Smg (duéi dang nhai | 7 vién (VN-20365-17)
Montelulast natri)
Smg
6 Elarothene | Desloratadin Smg | Viénnén | Hop 3 vix | NSX 36 535100780124 01
bao phim | 10 vién (VN-22053-19)




-
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64  /Qb-QLD Ha Noi, ngay 23 thang01 nam2025

QUYET PINH
Eo Vé vi¢c ban hanh danh muc 390 thudc nwée ngoai

- Dueéw .I jcap, gia han gidy diing ky lwru hanh tai Viét Nam - Dot 124.2
SANG /%

CUC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Dugc sc; 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc ndng, nhiém vu, quyen han va co cdu t6 chire ciia Bo Y té;

Cdin cit Quyét dinh so6 1 969/0D-BYT ngay 26/4/2023 ciia Bj truong Bo Y 1é quy
dinh chitc ndng, nhiém vu, quyén han va co cau 16 chitc ciia Cuc Quan Iy Dugc thuge
Bo Yte;

Céin cir Thong twe s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo truong BJ Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén li¢u lam thuoc

Can cit két lugn cua Hoi dong tw van cdp gidy ding ky leu hanh thuéc, nguyén
liéu lam thuéc - B Y 1é dot 124 (phién 2) tai Cong van so 109/HDTV-VPHD ngay
07/01/2025 ciia Vin phong Héi dong tw vin cdp GPKLH thubc, nguyén liéu lam
thuéc;

Theo dé nghi ciia Truéng phong Ddng ky thuéc - Cuc Quan Iy Duge.

QUYET PINH:

Dleu 1. Ban hanh kém theo Quyét dinh nay danh muc 390 thube nudce ngoai
dugc cap gia han gidy dang ky luu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh muc 14 thudc nudc ngoai dugc cép gidy dang ky luu hanh hiéu luc 05
ndm - Dot 124.2 (tai Phu luc I kém theo).

2. Danh myc 03 thudc nudc ngoai dugc cdp gidy dang ky luu hanh hiéu luc 03 i
nim - Dot 124.2 (tai Phu luc II kém theo). i

3. Danh muc 323 thudc nudc ngoai duoc gia han gidy ding ky luu hanh hiéu
luc 05 ndm — Dot 124.2 (Phu luc III kém theo).

4. Danh myc 47 thude nude ngoai dugc gia han gidy diang ky luu hanh hiéu luc
03 nam — Dot 124.2 (Phu luc IV kém theo).

5. Danh myc 03 thudc nudc ngoai dugc gia han gidy ding ky luu hanh hiéu luc
dén hét ngay 31/12/2025 — Dot 124.2 (Phu lyc V kém theo).

Diéu 2. Co s& san xut va co s¢ dang ky thude c6 trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo ding cac hd so, tai liéu da dang
ky véi Bd Y té va phai in hodc dan sb ding ky duoc Bd Y té cép 1én nhan thube.

2. Chép hanh dy du phap ludt ciia Viét Nam va cac quy dinh cia Bo Y té vé
san xuit, nhap khau thubc va luu hanh thude tai Viét Nam, néu c6 bét cir thay doi gi
trong qua trinh luu hanh thude & nude s tai va & Viét Nam thi phai béo cdo ngay cho
Cuc Quan Iy Dugc - B Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuén chat lugng cua thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B trudng Bo Y té quy dinh vé chit
lugng thude, nguyén ligu lam thude, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020
ciia B truong Bo Y t€ sira dbi, bd sung mot s6 diéu ciia Thong tu 11/2018/TT-BYT
quy dinh vé chét luong thuoc nguyén liéu lam thude.

4. Cap nhat nhan thudc va t& huéng dan sir dung thude theo quy dinh tai Thong

3 TNHH
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tu 01/2018/TT-BYT ngay 18/01/2018 cua Bg truong Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to huéng din sir dung thude theo hinh thirc thay ddi, bd sung
giay dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
ctia By truong Bo Y té dbi voi thude chua cap nhét ndi dung nhan thude, t& huéng din
sur dung thuoc theo quy dinh tai Théng tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo
truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay doi vé noi dung hanh chinh (bao
gbdm ca mau nhin va to huéng dén sir dung thuoc) phai nhap khau va luu hanh véi cic
ni dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi han
hi¢u lyc cua gidy déng ky luu hanh thudc, nguyén lidu lam thude. Trong trudng hop
khdng con dap tng du diéu kién hoat dong, co so ding ky phai ¢6 trach nhiém thyuc
hién thay ddi co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khong con du dleu kién hoat dong.

7. Co s& ding ky thude phai béo cao By Y té (Cuc Quan ly Duogc) vé cap nhat
tinh trang dap ‘mg Thuc hanh tot san xuat cua co s¢ san Xuét thuoc nguyén liéu lam
thude. Trudng hop co s¢ san xuét bi thu hoi gidy phép san xuit hozc khdng dép (g
Thue hanh tét san xudt thudc, nguyén liéu lam thudc & nudce so tai, co so phai thuc
hién vi€c bao cao trong thoi han 15 ngay ké tir ngay c6 thong bao cua co quan quan ly
c6 thim quyén nudc s& tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luat Duoc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duogc tlep
tuc sur dung so dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap so ding ky gia han theo quy dinh tai Phu lyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Ph01 hop véi cac co so didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong mubn cua
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Théng tu 56
08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Dleu 4. Giam dbéc S& Y té céc tinh, thanh phé truc thude trung uong, gidm dbe
nha san xuét va co s& dang ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi uh{in.' CucC TRUONG
- Nhu Diéu 4; A
- B truong (dé blc);

-TTr. Do Xuén Tuyen (de b/c)

Cuc Y té GTVT Bo Giao thong van tai;
- Téng Cuc Hai quan - B§ Tai chinh; N
- Bao hiém Xa hoi Viét Nam; Nt >

- B§ Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Van V“ Tuén Cudng
phong HDTV cép GPKLH thudc, NLLT;

- S&'Y té céc tinh, thanh pho truc thuoc Trung uong;

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

- Téng Céng ty Dugc VN-CTCP;

- Cac Cong ty XNK dugce pham

- Cac Bénh vién & Vnen co gu.rcmg bénh truc thuéc BYT;

- Trung tim mua sim tap trung thuée quoc gia;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD. 2

- Luu: VT, BKT (2b) (NT).




Phu luc III

DANH MUC 323 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DQT 124.2

(Kém theo Quyét dinh sé: .64 ......./QD-QLD, ngay?23../01./2025.ciia Cuc Quan ly Dicgc)

STT | Tén thubc | Hoat chatchinh | Dang | Quycich | Tiéu | Tudi S6 ding ky S6
—Ham lwgng | baoché | dénggéi | chudn | the gia han lin

(thang) (SH ding ky gia

da cép) han

1 (2) 3) “) (3) (6) ) (8) 9

1. Co sé ding ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32

Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuét: Aupa Biopharm Co., Ltd. (Dia chi: 1 Kwang-Fu Rd., Huko/Hsin Chu Hsien,

Taiwan)
1 Mestinon Pyridostigmine Vién bao | Hop 1 lo NSX 36 471110009725 01
S.C. bromide 60mg dudng 150 vién (VN-20356-17)

2. Co sé ding ky: Abbott Laboratories (Singapore) Private Limited (Djachi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)

2.1. Co sé sdn xuét ban thanh phim: Fournier Laboratories Ireland Limited (Dja chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)

Cé sé dong g6i va xuit xwong: Astrea Fontaine (Dja chi: Rue des Prés Potets 21121, Fontaine les

Dijon, France)

2 Lipanthyl | Fenofibrate Viénnén | Hop 3 vix | NSX 36 539110009825 | 01 |
NT 145mg | (Nanoparticules) | bao phim | 10 vién (VN-21162-18)
145mg A

2.2. Co sé san xuit: Daewoong Pharmaceutical Co., Ltd. (Pja chi: 35-14, Jeyakgongdan 4-giN-_i\
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea) z

'_r

3 Pitalip Pitavastatin Viénnén | Hop 3 vix | NSX 36 880110009925 |#ig1= ]
Calcium 2mg bao phim | 10 vién; (VN-19931-16) Ll
Hop 10 vi AR
x 10 vién :3/

2.3. Co sé& san xuit: Laboratorios Liconsa, S.A (Pia chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)

4 Scolanzo Lansoprazole Vién Hop 4 vix | NSX 24 840110010025 01
15mg nang bao | 7 vién (VN-21360-18)
tan trong
rudt
5 Scolanzo Lansoprazole Vién Hop 2 vix | NSX 24 840110010125 01
30mg nang bao | 7 vién (VN-21361-18)
tan trong
rudt

3. Co st diing ky: Abil Chempharma Private Limited (Pia chi: B-1701, Lotus Corporate Park, Off.
Western Express Highway, Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
3.1. Co s& san xuit: Acme Formulation Pvt. Ltd. (Dja chi: Ropar Road, Nalagarh, Dist. Solan, H.P.
174101, India)
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% CyYC QUAN LY DUQC Doc lap - Tu do - Hanh phiic
/Qb-QLD Ha No¢i, ngay 19 thang 10nam 2023
7 cONGTY N, QUYET PINH

HH A_en 2 A . s
b Vé viéc ban hanh danh muc 191 thuéc nwéc ngoai

gia han gidy ding ky lwu hanh tai Viét Nam - Dot 115.2

| ThUdNG MAI VA DUGC PHAM

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dugc sd 105/2016/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cau té chirc cia Bé Y té;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té
quy dinh chirc nang nhiém vy, quyén han va co cdu 16 chire ciia Cuc Quan ly
Durgc thuoe Bo Y té;

Ciéin cir Théng tir s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucéng B6 Y
té quy dinh viéc dang ky heu hanh thuéc, nguyen liéu lam thubc;

Can cir két lugn cua Hoi d‘ong tw van cdp giay dang ky heu hanh thuéc,
nguyén liéu lam thuoc - B§ Y té;

Theo dé nghi ciia Truong phong Ping ky thudc - Cuc Quan Iy Duoe.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 191 thudc nuéc
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 115.2, cu thé:

1. Danh myc 177 thude nude ngoai duge gia han gidy ding ky luu hanh
hiéu luc 05 ndm (Phu luc I kem theo). '

2. Danh muc 09 thuc nuéc ngoai dwoc gia han gidy ding ky luu hanh 3
hiéu lyc 03 nam (Phu luc II kém theo).

3. Danh muc 05 thudc nuéc ngoai dwoc gia han gidy ding ky luu hanh
dén 31/12/2025 (Phu luc 1l kém theo).

Diéu 2. Co s0 san Xuét va co s¢ dang ky thude c6 trach nhiém:

1. Cung cép thude vao Viét Nam theo ding cdc ho s0, tai liéu da dang ky
v6i Bo Y té va phai in hodc dan sb dang ky duge Bo Y té cap 1én nhan thude.

2. Chép hanh day du phap luat cua nugc CHXHCN Viét Nam va cdc quy
dinh ctia B6 Y té vé nhap khéu thudc va luu hanh thudc tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nudce s& tai va & Viét Nam thi
phai bdo c4do ngay cho Cuc Quan Iy Duogc - Bd Y té Viét Nam.

3. Thye hién viéc cap nhat tiéu chuén chat lwgng cia thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia B truong Bo Y té quy
dinh vé chét luong thude, nguyén liéu 1am thudc.

4. Thudce duoc gia han gidy ding ky luu hanh tai Quyet dinh ndy nhung
chua ndp hd so cap nhét ndi dung nhén thudce, to huéng dan st dung thude theo
quy dinh cua Thong tur 01/2018/TT-BYT ngay 18/01/2018 cua B trudng Bo Y
t€ thi phai thurc hién cap nhét theo quy dinh tai diém b Khoan 1 Piéu 37 Thong
tw sé 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay duge gia han gidy
dang ky luu hanh.




5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i vé ndi dung hanh
chinh (bao gom ca mau nhin va t& huéng dan sir dung thuoc) phai nhap khau va
luu hanh véi cac ndi dung da dugce phé duyét thay d6i trong hd so gia han.

6. Ph01 hop véi céc co s diéu tri dé thyc hién theo dung cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khdng mong
mudn cta thude trén nguoi Viét Nam va téng hop, bao cao theo quy dinh tai
Piéu 5 Thong tu s& 08/2022/TT-BYT ngay 05/9/2022 cia B truéng BO Y té
quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thudc d6i véi cac thude
thudc Danh muc tai Phu luc II ban hanh keém theo Quyet dinh nay.

7. Co s& dang ky thuoc phai dam bao duy tri diéu kién hoat dong trong
thdi gian hiéu luc cta gidy dang ky Iwu hanh thude, nguyén lidu lam thudc.
Trong trudng hop khong con dap tmg di diéu kién hoat dong, co s& dang ky
phai c6 trach nhiém thyuc hién thay dbdi co s& dang ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT ngay 05/9/2022 cua B¢ truéng By Y té trong thoi han 30
ngay ké tir ngay co s& ding ky khong con du didu kién hoat dong.

8. Co so dang ky thuoc phai bao cao Bo Y té vé cap nhat tinh trang dap
ing Thyc hanh tét san xuat cua co sO san xuat thube, nguyén li¢u lam thube.
Truong hop co s¢ san xuét bi thu hdi gidy phép san xuét hoic khong dap tng
Thuc hanh tét san xuat thude, nguyén liéu lam thube & nude so tai, co s phai
thuc hién viéc béo cdo trong thdi han 15 ngay ké tir ngay c6 thong béo cia co
quan quéan 1y ¢ thim quyén nudc s tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Ludt Dugc.

Dleu 3. Cac thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh nay
dugce tiép tuc sir dung s6 dang ky da cap trude khi gia han trong thoi han toi da
12 thang ké tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh c6 hiéu Iyc ké tir ngdy ky ban hanh.

Piéu 5. Giam ddc So Y té cac tinh, thanh phd truc thude trung wong, gidm
dbc nha san xuét va co s& dang ky ¢o thube tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: CUC TRUONG
- Nhu Diéu 5; T

- B6 trudng (dé b/c): ,.4-’;.\"“' ey

- TTr. D6 Xudn Tuyén (de blc); ,’__’\j

- Cyc Quan Y - B§ Quoc phong, Cuc Y té - Bo Cong|ah
Cuc Y t& GTVT - Bj Giao thong van tai;

- Téng Cyc Hai quan - Bo Tai chinh;

- Bao hiém Xa hoi Viét Nam; 0 e i i
- B Y té& Vu PC, Cuc QLKCB, Thanh tra B§, Van = Vi Tuan Cuong
phong HDTV cip GPKLH thudc, NLLT;

- S& Y té céc tinh, thanh phé tryc thudc Trung wong;

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

- Téng Céng ty Dugc VN-CTCP;

- Céc Cong ty XNK dugc phim;

- Céc Bénh vién & Vién c6 giudng bénh tryc thugc BYT;

- Trung tAm mua sam tap trung thudc quéc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.
-Luu: VT, KT (2b) (NT).




PhulucI

DANH MUC 177 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 115.2

(Ban hanh kém theo quyét dinh sé: .171......./0P-QLD, ngay 19./10.2023.ctia Cuc Quan Iy Dirgc)

STT | Ténthudc | Hoat chatchinh | Dang | Quycach | Tiéu | Tudi SO ding ky S6
— Ham lwgng bao ché | dénggéi | chuin | tho gia han l4n

(thang) (So diang ky gia

da cip) han

(03] 2 3) (C)] (3 (6) (7 ()] ®

1. Co'sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co sé san xuét: PT. Abbott Indonesia (Dja chi: JI. Rava Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)

1 Klacid Clarithromycin Cém pha | Hop 1 1o NSX 24 899110399323 01
125mg/5ml hén dich |30 ml; (VN-16101-13)
udng Hop 1 1o
60 ml

2. Co st dang ky: Actavis International Ltd. (Dia chi: No.4 SOAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Malta)

2.1. Co s san xuit: Actavis Ltd. (Dia chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,
Malta)

2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 535110399423 01
14 vién (VN-20899-18)

2.2. Co s& san xuét: Balkanpharma - Dupnitsa AD (Dja chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)

3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 380100399523 01
Actavis hydrochloride 20 vién (VN-19552-16)
8mg 8mg
2.3. Co s& san xuit: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Pija chi: Asto
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom)
4 Budesonide | Budesonide Hén dich Hép 30 NSX 24 500110399623
Teva 0,5mg/2ml khi dung | ong 2ml (VN-15282-12)

0,5mg/2ml

2.4. Co s& san xudt: Teva Czech Industries s.r.o. (Dia chi: Ostravska 305/29, Komarov, 747 70,
Opava, Czech Republic)

5 Equoral Ciclosporin 25mg | Vién Hop5Svix | NSX 24 859114399723 01

25mg nang 10 vién (VN-18835-15)
mém

3. Cosé dang ky: Ajanta Pharma Limited (Pja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

3.1. Co s& san xuit: Ajanta Pharma Limited (Pia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
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W wtva olge iy | = 1 W vige ban hanh danh muc 182 thudc nuée ngoai
du’ﬂ'c gia han gidy diing ky luu hanh tai Viét Nam - Dot 113

Qe CUC TRUONG CUC QUAN LY DUQC
Cén ctr Ludt Duoc sé 105/2016/0H13 ngay 06/4/2016;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phi quy
dinh chirc néing, nhiém vu, quyén han va co cdu té chirc ciia B6 Y té,

Céin cik Quyét dinh s6 7868/0P- BYT ngay 28/12/2018 cua Bj truong Bo Y
té quy dinh chirc nang, nhiém v, quyén han va co cdu té chitc ciia Cuc Quan Iy
Duoc thuée Bo Y té;

Céin cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bé Y
té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Cén cir y kién cua Hoi dong tw van cdp gidy dang ky luu hanh thuéc,
nguyén liéu lam thuoc - Bg Y té;

Theo dé nghi ciia Truéng phong Péng ky thuée - Cuc Quan Iy Duorc.

QUYET PINH: |
Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 182 thuéc nudc
ngoai dugce gia han giay ding ky luu hanh tai Viét Nam - Dot 113, bao gom:

1. Danh muc 166 thudc nudc ngoai dugc gia han gidy ding ky luu hanh
hiéu luc 05 ndm - Dot 113 (tai Phu luc I kem theo).

2. Danh muc 12 thudc nude ngoai dwge gia han gidy ding ky luu hanh
hiéu luc 03 ndm - Dot 113 (tai Phu luc II kem theo).

3. Danh muc 04 thuc nude ngoai dwge gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc IIl kem theo).

Pieu 2. Co s¢ san xuat va co s& dang ky thudce co trach nhiém:

1. Cung cap thube vao Viét Nam theo dung céc ho so tai liéu da dang ky
v&i B Y té va phai in hodc dan s6 dang ky dwgc BO Y té cip 1én nhin thude.

2. Chap hanh day du phép luat cua nuée CHXHCN Viét Nam va cac quy
dinh cua B§ Y té vé nhap khau thudc va lwu hanh thudc tai Viét Nam, néu ¢6 bat
ctr thay dbi gi trong qua trinh Iuu hanh thude & nudc so tai va o Viét Nam thi
phai bao cédo ngay cho Cuc Quan ly Dugc-Bd Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuén chét lugng cia thude theo quy dinh



tai Thong tr s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y té quy
dinh v chét luong thude, nguyén lidu 1am thudc.

4. Thudc duge gia han gidy ding ky luu hanh tai Quyét dinh nay nhung
chua ndp hd so cp nhét ndi dung nhan thude, t& huéng dan sur dung thude theo
quy dinh tai Théng tw 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong B Y
té thi phai thue hién viéc cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Théng tu s6 01/2018/TT-BYT trong thdi han 12 théng ké tir ngay dugc gia han
giéy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugce
gia han gidy ding ky luu hanh tai Quyét dinh nay c6 thay d6i vé ndi dung hanh
chinh (bao gom cd méu nhan va t6 hudng déan sir dung) phai nhap khau, luu
hanh véi cac ndi dung da duge phé duyét thay ddi trong ho so déng ky gia han.

6. Phdi hop véi cac co so didu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khoéng mong
mudn cua thudc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai
Piéu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 cua Bo trudng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén lidu 1am thubc ddi véi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thdi gian hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam
thudc. Trong truomg hop khong con dép tmg du diéu kién hoat dong, co s¢ dang
ky phai c6 trach nhiém thyc hién thay ddi co so dang ky theo quy dinh tai Thong
(s 08/2022/TT-BYT ngay 05/9/2022 ciia Bd trudng B Y té trong thoi han 30
ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co s& ding ky thude phai bdo cdo B§ Y té vé cap nht tinh trang dép
tmg Thyc hanh tét san xut cua co s san xuét thudc, nguyén licu lam thude.
Truong hop co s san xuét bi thu hoi gidy phép san xuét hodc khong dap ung
Thuc hanh tét san xuat thude, nguyén li¢u lam thude & nude s tai, co so phai
thuc hién viéc bao céo trong thoi han 15 ngay ké tir ngay c6 thong bao cla co
quan quan ly ¢o thdm quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot sb didu va bién phap thi hanh Luat Dugc.

9. Péi véi thubc cé sé thir tw 29 tai Phu luc I c6 dé nghi thay dbi mau
nhin, hudéng dan sit dung trong hd so ding ky gia han: Co s¢ dang ky thyc hién
thi tuc d& nghi thay doi mAu nhan, t& huéng dén sir dung theo hinh thirc dang ky
thay dbi b6 sung sau khi Quyét dinh nay c6 hiéu lyc.

Pidu 3. Céc thude duoc gia han gidy ding ky luu hanh tai Quyét dinh nay
duoc tiép tuc st dung sé dang ky da cap trude khi gia han trong thdi han ti da
12 thang ké tir ngay duoc cap s ding ky gia han theo quy dinh tai Phy luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.




) Piéu 5. Gidam d6c S Y té cac tinh, thanh phd truc thude trung wong, gidm
ddc nha san xuat va co s& ding ky c6 thudc tai Piéu 1 chiu trach nhi¢m thi hanh
Quyét dinh nay./.

Neoi nhin:

- Nhu Diéu 5;

- B6 truong (dé b/c);

- TTr. D& Xuén Tuyén (dé b/c);

- Cuc Quan Y - By Qudc phong, Cuc Y té - By Cong
an; Cuc Y t& GTVT - B Giao thong vén tai; Tc"ing
Cuc Hai quan - B9 Tai chinh;

- Bao hiém X hdi Viét Nam; == .

- B Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Vii Tuan Cuong
Thanh tra Bg.

-SGY té cac tinh, thanh phd truc thugc Trung wong;

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

- Tong Cong ty Dugc VN-CTCP; Cac Cong ty XNK

dugc phém;

- Cac Bénh vién & Vién c6 giudng bénh truc thudc

BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




(Ban hanh kém theo quyét dinh s6: .228....../QP-QLD, ngay 03.04./2023 ciia Cuc Quan Iy Dugr)

Phu luc I

DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 113

STT | Tén thudc | Hoat chatchinh | Dang | Quycich | Tiéu | Tuoi S6 ding ky S6
—Ham luong baoché | déng goi chuén tho ia han lin

(thing) (So diang ky gia

da cip) han

() ) 3) ©) 3) © | o @®) 9)

1. Co so dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& sian xuit: ACS Dobfar S.p.A. (Dja chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Roma), Italy)

1

Ceclor

Cefaclor
125mg/5ml (duéi
dang cefaclor

| monohydrate)

Cém pha
hén dich
uong

Hop 1 1o
30ml,
60ml

NSX

24

800110067023
(VN-15935-12)

01

1.2. Co sé san xua

Cork, Ireland)

A

t: GE Healthcare Ireland Limited (Pja chi: IDA Business Park Carrigtohill, Co

2 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067123 01
755mg/ml tuong | dich tiém | chai x (VN-20358-17)
duong lod 100ml
350mg/ml

3 Omnipaque | lohexol Dung Hép 10 NSX 36 539110067223 | 0l
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong lod 100ml
300mg/ml

2. Co sd ding ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& san xuét: Abbott Biologicals B.V. (Dia chi: Veerweg 12, 81 21 AA Olst, The Netherlands)

+ Duphalac | Lactulose Dung Hop 20 NSX 24 870100067323 | 0l
10g/15ml dich g6i x (VN-20896-18)

uong 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone Viénnén | Hop 1 vix | NSX 60 870110067423 01
10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01

1/10 1mg; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg




