CONG TY TNHH THUONG MAI VA DUQC PHAM SANG
SANG TRADING AND PHARMACEUTICAL COMPANY LIMITED

SANG PHARMA

SANG PHARMA
Head Office: 11/9 Ngo Quang Huy.,Thao Dien Ward, Thu Duc City, Hochiminh City, Vietnam Tel: (84-28) 3910 1913 Fax: (84- 28) 3910 6396
Ha Noi Branch Office: 185 Phung Hung St., Ha Dong District, Ha Noi City, Vietnam Tel: (B4-24) 6326 2468 Fax: (84-24) 6325 2468

Da Nang Branch Office: Lot US, 048 St,Hoa Khanh 1Z,Hoa Khanh Bac Ward, Lien Chieu District, Da Nang City,Vietnam. Tel: (84-236) 3641108 Fax: (84-236) 3641109

Website: www.sangpharma.com

S6: 132 | SATH_ uCL TP. HCM, ngay 27 théng 05 nam 2024
V/v: Cdp nhdt thong tin lién quan
san pham thuoc Viagra (Hop 1 vi x 1 vién, 100mg)

Kinh gitri: QUY KHACH HANG

Trudc tién, Cong ty TNHH TM va Dwge Phim SANG xin cam on sy hd tro va hop tac tot
dep ctia Quy Khach hang trong thoi gian qua.

Cong ty chling t6i xin thoéng bdo/ cdp nhat mat s6 thong tin lién quan dén san pham thude
Viagra (Hop 1 vi x 1 vién, 100mg) nhu sau:

+ Theo cdp nhit méi nhit tir tip doan Viatris, dw kién tir thang 06 nim 2024 san phim
thudc Viagra (Hép 1 vi x 1 vién, 100mg) s& dugc cung g dén Quy Bénh vién v4i miu nhin
md&i ¢6 logo cua cong ty Viatris, thay thé cho mAu nhan cii ¢é logo ciia cong ty Pfizer nhu truedce
day.

Chi tiét vui long tham khao hinh anh nhur bén duéi:

Hinh 4nh minh hoa hdp thudc va vi méi va cii ciia sdn pham

MZu nhin, vi thubce cil M4u nhin, vi thudc méi
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Hinh inh minh hoa hjp thuéc va vi méi va cii ciia sin phim

MAu nhin, vi thudc cii

MAu nhan, vi thubc méi
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+ Déng thoi, thudc Viagra (SPK: VN-21098-18, dwoc sén Xuit boi: Fareva Amboise — y\i‘“
Phap) da dugc gia han hiéu lwc Giz‘ly diing ky lwu hanh, thong tin chi tiét nhwr sau: 02

Tén thube Hoat chit — Nong dd, Dang bao Quy cich | Nhasin xuit—Nuge | SO dangky giahan
ham luwgng ché dong goi sdn xuat (Sé dang ky da cip)
Hop1vix1
_ Sildenafil (dusi dang | Viénnénbao | b 1% _ ) 300110074723
Viagra Sildenafil citrat) 100m him vién; Hop 1 | Fareva Amboise — Phap
g P Vi x 4 vién (VN-21098-18)

Theo d6, san phim thudc Viagra da dugc Cuc Quéan Iy Duge - B Y € cp sb ding ky gia
han (300110074723) bén canh sé ding ky da cAp (VN-21098-18) theo Quyét dinh gia han s6
226/QD-QLD, ngay 03/04/2023 (Dot 113).

Maiu nhin mdi (v6i logo cong ty Viatris) dd dugc Cuc Quan ly Dugc - Bo Y t€ phé duyét
theo cong vin sb 7866/QLD-DK, ngay 20/07/2023.

Ngoai ndi dung duge thay dbi nhu trén, tit ca cac ndi dung khac gilt nguyén nhu hd so dang
ky luu tai Cuc Quén ly Dugc.

Chiing t6i cam két chét lwong ciia san phdm duogc cung tmg ludn dat theo ding yéu céu nhwr
da dang ky va phé duyét tir co quan chirc ning.

Chung t6i rit mong nhan dugc sir hd trg va hop téc cua Quy Khach hang, hy vong méi quan
hé gitta Quy Khach hang va Coéng ty TNHH TM va Duogc Phdm SANG ngay cang t6t dep.

Tran trong kinh chao.
PAI DIEN CONG TYe
Noi nhin: P =
-Nhur trén;

-Luu VT



s BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
UC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

S6: 226 /QP-QLD Ha Néi, ngay03 thdng04ncim 2023

] QUYETPINH
Vé viéc ban hanh danh muc 182 thuéc nwéc ngoai
dwgc gia han giéy ding Ky luu hanh tai Viét Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC
Céin ctr Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Céin cir Nghi dinh s6 95/2022/ND-CP ngay 15/1 1/2022 ciia Chinh phi quy
dinh chirc néing, nhiém vy, quyén han va co cau 18 chitc ciia BO Y té;

Can cir Quyét dinh 56 7868/0P- -BYT ngay 28/12/2018 cua B¢ truong B6 Y
16 quy dinh chiic ndng, nhiém v, quyén han v co cdu t6 chire ciia Cuc Quan Iy
Duogc thuéc Bo Y té;

Cén ctr Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng B6 Y
1¢ quy dinh viéc ddng ky luu hanh thuéc, nguyen liéu lam thudc;

Can cir y kién cia Hpi dong fw van cdp gidy ddang ky e hanh thubc,
nguyén liéu lam thudc - B Y té;

Theo dé nghi ciia Trucng phong Ddng ky thuéc - Cuc Quan Iy Duoc.

QUYET DINH:
Pi¢u 1. Ban hanh kém theo Quyét dinh niy danh muc 182 thuoc nudc
ngoai dugc gia han gidy ding ky hru hanh tai Viét Nam - Dot 113, bao gbm:

1. Danh muc 166 thubc nuéc ngoai dugc gia han gidy dang ky luu hanh
hiéu lwc 05 nidm - Dot 113 (tai Phu luc I kém theo).

2. Danh muc 12 thubc nuéc ngoai duge gia han gidy ding ky luu hanh
hiéu lyc 03 nam - Dot 113 (tai Phu luc 11 kém theo).

3. Danh myc 04 thudc nudc ngoai dugc gia han gidy ding ky luu hanh

dén 31/12/2025 - Dot 113 (tai Phu luc I1I kéem theo).

Pidu 2. Co s& san xuét va co s& dang ky thude c6 trach nhiém:

1. Cung cAp thudc vio Viét Nam theo dung cac ho so tai liéu da déng ky
véi BO Y té va phai in hodic dan sb ding ky dugc BO Y té cip 1én nhan thube.

2. Chép hanh day du phép ludt cia nude CHXHCN Viét Nam va cic quy
dinh ciia Bo Y té vé nhap khéu thudc va luu hanh thuéc tai Viét Nam, néu c6 bt
ctr thay dbi gi trong qua trinh luu hanh thubc & nudce so tai va & Viét Nam thi
phai b4o cdo ngay cho Cuc Quan ly Dugc - By Y té Viét Nam.

3. Thure hién viéc cdp nhét tiéu chudn chét lwong cia thudc theo quy dinh




tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bo trudng B6 Y té quy
dinh v& chét lugng thudc, nguyén liéu lam thudc.

4. Thube duge gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chwa ndp hd so cap nhat ndi dung nhan thude, to huéng dan sit dung thudc theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B) truong B Y
té thi phai thuc hién viéc cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay dugc gia han
gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc
gia han gidy dang ky luu hanh tai Quyét dinh nay ¢ thay do6i vé noi dung hanh
chinh (bao gom cd méu nhan va to hieéng dan sie dung) phai nhép khéu, luu
hanh véi cac ndi dung da dugc phé duyét thay ddi trong hod so ding ky gia han.

6. Ph01 hop véi cac co s& didu tri dé thuc hién theo dung céc quy dinh
hi¢n hanh vé thubc ké don, theo dbi an toan, hiéu qua, tac dung khoéng mong
muén cia thudc trén nguoi Viét Nam va téng hop, bao cdo theo quy dinh tai
Didu 5 Théong tur sb 08/2022/TT-BYT ngay 05/9/2022 cuia By trudng BO Y té
quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thube dbi véi cac thude
thudc Danh muc tai Phy luc IT ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiéu luc cla gidy ding ky luu hanh thudc, nguyén liéu lam
thudc. Trong trudmg hop khdng con dép g du diéu kién hoat dong, co s ding
ky phai c6 trach nhiém thuc hién thay doi co s& dang ky theo quy dinh tai Thong
tir s6 08/2022/TT-BYT ngay 05/9/2022 ctia B) trudng Bo Y té trong thoi han 30
ngay ké tir ngay co s& dang ky khong con di diéu kién hoat dong.

8. Co s¢ déng ky thuoc phai bao cao B§ Y té vé cap nhat tinh trang dap
trng Thuc hanh t6t san }\uat cua co SO san xudt thudc, nguyén liéu 1am thudc.
Trudng hop co s san xudt bi thu hdi gidy phép san xudt hodic khong déap tmg
Thuc hanh t8t san xudt thude, nguyén liéu lam thudc & nude sé tai, co s& phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thdng bdo ciia co
quan quan ly cé tham quyen nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s& 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phui quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luét Dugc.

9. Péi voi thubc co sb thir tu 29 tai Phu luc I ¢6 dé nghi thay d6i mau
nhan, huéng dan sir dung trong hd so dang ky gia han: Co s¢ diang ky thuc hién
thu tuc dé nghi thay d6i mau nhén, to hudng dan st dung theo hinh thirc dang ky
thay ddi b6 sung sau khi Quyét dinh nay c6 hiéu luc.

Bleu 3. Cac thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung 50 dang ky da cap trudce khi gia han trong thoi han tbi da
12 thang ké tir ngay dugc cap so ding ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu sé 08/2022/TT-BYT.

Diéu 4. Quyet dinh c6 hiéu luc ké tir ngay ky ban hanh.
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) Pidu 5. Giam dbc S& Y té cac tinh, thanh phd trye thudc trung wong, gidm
dbc nha san xuit va co so ding ky ¢6 thude tai Diéu 1 chiu trch nhiém thi hanh
Quyeét dinh nay./.

Noi nhin:

- Nhu Diéu 5;

- B§ trudng (dé ble);

- TTr. D& Xuan Tuyén (dé b/c);
- Cuc Quin Y - Bé Quéc phong, Cuc Y té - B4 Cong
an: Cuc Y té GTVT - Bé Giao thong vén tai; Téng
Cuc Hai quan - B§ Tai chinh; ‘¢
- Bao hiém X4 hoi Viét Nam; N )
-Bb Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vil Tuan Cuong
Thanh tra B0.

- S& Y té céc tinh, thanh phé truc thude Trung tong;

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

- Téng Céng ty Dugc VN-CTCP; Céc Cong ty XNK

dwoc phém;

- Céc Bénh vién & Vién c6 giudng bénh truc thude

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




DANH MUC 166 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh s6: 226 /JOP-QLD, ngay03..04../2023 cua Cuc Quan ly Duoc)

Phu luec I

TAI VIET NAM HIEU LUC 5 NAM - BQT 113

STT | Tén thuéc | Hoatchatchinh | Dang | Quycich | Titu | Tudi Sb ding ky So
—Ham lwgng | baoché | donggéi | chudn | the gia han lan

(thang) | (SO ding ky gia

da chp) han

1 2) 3) C)) (5) (6) ()] 8) (6]

1. Co s& 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& sin xudt: ACS Dobfar S.p.A. (Pia chi: Via Laurentina Km 24, 730 - 00071 Pomezia

(Roma), Italy)

1 Ceclor

Cefaclor
125mg/5ml (dudi
dang cefaclor
monohydrate)

Cbm pha
h(’§n dich
udng

Hop 1 1o
30ml,
60ml

NSX

24

800110067023
(VN-15935-12)

01

1.2. Co s& san xuat: GE Healthcare Ireland Limited (Dia chi: IDA Business Park Carrigtohill, Co

Cork, Ireland)

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

3 Omnipaque | lohexol Dung Hop 10 NSX 36 539110067223 01
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong lod 100mi
300mg/ml

2. Co sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& sin xuit: Abbott Biologicals B.V. (Dia chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hop 20 NSX 24 870100067323 01
10g/15ml dich goi x (VN-20896-18)
ubng 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 173-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01
1/10 Img; bao phim | 28 Vién (VN-18648-15)

Dydrogesterone
10mg




STT | Tén thuoc | Hoat chit chinh Dang Quy cach | Tiéu Tudbi S6 ding ky S6
— Ham lwgng bio ché | dong géi chuén tho gia han lin

(thing) | (SO dingky | gia

da cap) han

1 2) 3 (C)] (3 (6) (@) [t:)) 9

31. Co s& ding ky: Cong ty TNHH thwong mai Nam DPong (Pia chi: So nha 2 ngd 164/117, pho
Viwong Thira Vi, phmmg Khwong Trung, Qudn Thanh Xudn, Thanh phé Ha Néi, Viét Nam)
31.1. Co sé san xuit: KRKA, d. d., Novo mesto (Pia chi: Smarjeska cesta 6, 8501 Novo mesto,

Slovenia)
76 Coryol Carvedilol Viénnén | Hop4vix | NSX 36 383110074523 | 01
12.5mg 12,5mg 7 vién (VN-18273-14)
77 Mirzaten Mirtazapin 30mg | Viénnén | Hop 3vix | NSX 60 383110074623 | 01
30mg bao phim | 10 vién (VN-17922-14)

32. Co s& dang ky: Cong Ty TNHH Viatris Viét Nam (Dia chi: Toa nha Friendship Tower, 31
duong Lé Dudn, Phu’cmg Bén Nghé, Qudn 1, Thanh phd Ho Chi Minh, Viét Nam)

32.1. Co s& san xuit: Fareva Amboise (Pia chi: Zone Industrielle, 29 route des Industries 37530,
Poce sur Cisse, France)

78 Viagra Sildenafil 100mg | Viénnén | Hop 1vix 1 | NSX 60 300110074723 01
(duéi dang bao phim | vién; Hop 1 (VN-21098-18)
Sildenafil citrate) vi x 4 vién

33. Co s& diang ky: Daewoong Pharmaceutical Co., Ltd. (Dja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)
33.1. Co s& san xuit: Daewoong Pharmaceutical Co., Ltd. (Dia chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

79 Uruso Acid ursodeoxycholic | Vién Hop3vix | BP 36 880110074823 01
300mg nén 10 vién 2019 (VN-17706-14)
34. Co s& ding ky: DKSH Singapore Pte. Ltd. (Dja chi: 47, Jalan Buroh, #09-01, Singapore 619491,
Singapore)

34.1. Co s& sin xuit: Allergan Pharmaceuticals Ireland (Pja chi: Castlebar Road, Westport,
County Mayo, Ireland)

80 Combigan | Brimonidine Dung Hop 1 Lo x NSX 21 539110074923 01
tartrate 2 mg/ml, | dich nho | 5ml (VN-20373-17)
Timolol 5 mg/ml | mat
(dudi dang
Timolol maleate)
81 Lumigan | Bimatoprost Dung Hop 1 lo NSX 24 539110075023 01
0,3mg/ml dich nho chira 3ml (VN-17816-14)
mat dung dich
trong lo dung
tich Sml
82 Ozurdex Dexamethason Implant | Hop 1 goi NSX 36 539110075123 01
700mcg/implant | tiém chita 1 dung (VN-17817-14)
trong cu tiém ding
dich kinh | mot lAnval
que ciy

14
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s e BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Ty do - Hanh phiic
Sé: 805 /QD-QLD Ha Néi, ngay 01 thdng 11 nim 2023
QUYET DINH

V& viéc cong bé Danh muc thude biét dwge gbe - Pgt 4 nim 2023

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Duoc sb 105/2016/QH13 ngay 06/04/2016;

Cdn cir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cia Chinh phit quy
dinh chirc nang, nhiém vy, quyen han va co cau t6 chike ciia B Y té;

Cin cit Théng tw s6 08/2022/TT-BYT ngdy 05/9/2022 ciia Bj trudng B6 Y
1é quy dinh viéc diing ky leu hanh thuéc, nguyén liéu lam thubc;

Can cir Quyét dinh s6 1969/0D-BYT nqay 26/4/2023 cua Bj truong B6 Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc cia Cuc Quan Iy
Duoc thuée B6 Y té;

Theo dé nghi ciia Truong phong Phong Ddng ky thuéc - Cuc Quan Iy Duorc.

QUYET PINH:
Piéu 1. Cong bc‘:) Danh muc 66 thudc biét duge géc Dot 4 - nam 2023 tai
Phu luc kém theo Quyét dinh nay.
Pidu 2. Quyét dinh nay c6 hiéu Iy ké tit ngay ky ban hanh.
Didu 3. Giam dbc S& Y té céc tinh, thinh pho true thuge Trung wong, cac
co s& kinh doanh dugc va Gidm dbc co s& cé thude néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noinbdn; KT. CUC TRUONG
- Nhu bicu A O'N”
- B truéng Do Hong Lan (dé b/c); P lili—? cyc TRUONG
- Thit trrong D Xuén Tuyén (de b/c); P A "\\
- Cuc trudng Vil Tuin Cudng (dé blc); fo/ e ug | \ oy ¥
- Cyc Quén Y - B Quéc phong; Cuc Y té - B§ Céng an; Cuc ;’ 3“ QUAN L!| ' \ -._,-‘
Y té GTVT - B) Giao thong vén tai; (A DUGC LY
- Téng cuc Hai quan - B) Tai chinh; W\ KA

-BaohlemXahm Vigt Nam; \‘_’f‘“—"-

-B& Y té: Vu Phap che Cuc QLKCB Thanh tra Bg; “““—“q‘guy én Thanh Lam
- Cdc Vién: KN thuoc TW, KN thuoc TP, HCM;

- Trung tdm mua sam tép trung thudc quoc gia;

- Tng Cong ty Dugc Viét Nam- CTCP;

- Céc co sd kinh doanh duoc;

- Cic Bénh vién & Vién c6 giudng bénh truc thudc B Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, DK (02b).
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BOY TE CONG HOA XA HQOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

Sé: 5693YQP-BYT Hé N6i, ngay?.S thangOSndm 2018
QUYLET PINH ’
Céng bd Danh muc thubc biét dwoe gbc (Pot 19)

BO TRUONG BQ Y TE

Cin ctr Luat Dugc s6 '105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/06/2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cia Bo Y té;

Cén ctr Thong tu s6 11/201 6/TT-BYT ngay 11/05/2016 cia B0 Y té quy dinh
viéc dAu thau thuoc tai cac co so'y té cong lap;

Cin ¢t Quyét dinh s6 2962/QD- BYT ngay 22/08/2012 cua B truong Bo Y té
vé viéc ban hanh Quy dinh tam thoi vé céc tai liéu can cung cap @& cong bd cac
danh muc thuée biét duoc gbe, thube tuong duong diéu tri véi thude biét dugc gbe,
thudc cé tai liéu chimg minh twong dwong sinh hoc va Quyet dinh s6 1545/Qb-
BYT ngay 08/05/2013 cua B9 truong B6 Y té ve viéc sura dbi, bd sung Quyét dinh
s6 2962/QD-BYT ngay 22/08/2012 cua Bo Y té vé viéc ban hanh Quy dinh tam
thoi vé céc tai liéu can cung cap dé cong bd cac danh muc thudc biét duge gbe,
thudc tuong duong diéu tri véi thube biét duoc gde, thube co tai ligu chimg minh
tuong duong sinh hoc;

Cancuy klen cua Hoi dong xét duyét danh muc thude biét dugc gbe, thude
tuong duong didu tri véi thuoc biét duge gde, thudc c6 tai liéu chiing minh tuong
duong sinh hocctaBo Y té;

Xét @& nghi ciia Cuc trudng Cuc Quan ly Dugc - Bo Y té,

QUYET DINH:

Piéu 1. Cong b'é kém theo Quyét dinh nay Danh muc thudc biét dugc géc
(Dot 19) gobm 78 thudc.
Pidu 2. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 3. Cac dng, ba: Chanh Vin phong B, Cuyc trudng cac Cuc: Quan ly
Dugc, Quan ly khdm chita bénh, Quan ly Y duoc b tr uyén, Khoa hoc Cong nghé
va Pao tao; Vu trudng cac Vu: Phap ché, Bao hiém y té, Ké hoach - Tai chinh;
Gidm dbc S& Y té cac tinh, thanh phd truc thude Trung uwong; Gidm dec cac bénh
vién, vién c6 giudng bénh truc thude B&; Giam dbc céc co s& san xuét thude c6
thube dugc cong bé tai Diéu 1 va Thi trudng cac don vi ¢6 lién quan chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: P~ KT.BO TRUON
- Nhu Didu 3; =3 ' 2

- BTr. Nguyén Thi Kim Tién (dé b/c); 4 T_HU TRUON
- Cdc Thit trudng; POV AY -
- Bdo hiém xa hoi VN; | |55,

- Téng Cong ty dugc Viét Nam; K By
- Hiép hi Doanh nghiép dugc Viét Nam é /"l
- Cyc Quan ¥ B§ Quoc phong; Cuc Y t8-Bo Cong an; —— 4

- Cyc Y té giao thong van tai-B§ GTVT; \mﬁ’l@ Quéc Cuong
- Cong théng tin dign tr Bo Y té;

- Website cia Cuc QLD;”

- Luu: VT, QLD (02b).
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 15p - Tu do - Hanh phiic
s6. 7566 /QLD-DK Ha Néi, ngay L0 thang § ndm 2023

V/v thay d8i m&u nhan

Kmh guri: Cong ty TNHH Viatris Vi€t Nam
Dia chi: Toa nha Friendship Tower, 31 duong Lé Dudn, Phuong
Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam.

Cuc Quén ly Dugc nhén duoc hd so sb tlep nhan 1317/TDNN ngay
29/06/2022 va céc tai liéu lién quan cua Cong ty ve viéc thay déi mAu nhan déi
vé6i thube dd dugc clp gidy ding ky Iuu hanh.

Cin ctt Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cia Bo trudng Bo
Y té quy dinh viéc ddng ky luu hanh thude, nguyén liéu lam thudc; Thong tu s6
01/2018/TT-BYT ngay 18/01/2018 cua B¢ trudng BO Y té quy dinh ghi nhan
thubc, nguyén liéu lam thudc va to hudng dan st dung;

Cén cir Bién ban thAm dinh hd so thay dbi/ bd sung ciia Cong ty, Cuc Quan
ly Dugc c6 y kién nhu sau:

Pdng v vé viéc thay d6i miu nhén déi véi thube Viagra, sb ding ky gia
han: 300110074723 (sb dang ky da cép: VN-21098-18).

MAu nhan dé nghj thay dbi duge dong d4u x4c nhan ctia Cuc Quan 1y Dugc
va dinh kém theo c6ng vin nay.

Ngoai néi dung dugc thay déi trén, tit ca cac ndi dung khac giit nguyén
nhu hd so diang ky thudc luu tai Cuc Quan ly Duogc.

Co so dang ky, co s san xudt phai chiu trach nhiém vé chit lugng déi voi
thudc luu hanh trén thi trudng va c6 trach nhiém thdng bao su thay ddi nay dén
cac co quan lién quan va khach hang.

Sau 12 thang ké tir ngay ky cong van nay, thudc trén khong duoc nhép khiu
v6i cée ndi dung cti di dé nghi thay doi.

Cuc Quan ly Dugc thong bao dé Cong ty biét va thuc hién dung cac quy
dinh ctia Viét Nam vé luu hanh thube./.

Noi nhdn:

- Nhu trén;

- Cuc trudng (dé b/c);
- Luu: VT, BPKT (NT).
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