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SOYTE Déc ldp - Tw do - Hanh phic

$6:1203 /SYT-NVD Kién Giang, ngay 28 thang 4 ndm 2025
V/v thong bao str dung cac thudc
do cong ty Mylan Laboratories
Limited tai Indore-Pithampur,
An Do san xuét
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- Trung tam Kiém soat bénh tat tmh Kién Giang;
- Céc Bénh vién, Trung tdm Y té truc thude So Y té.

Tiép theo Cong van so 137/AIDS-DT ngay 21/02/2025 cua Cuc Phong,
chéng HIV/AIDS vé viée didu tri ARV cho nguoi bénh HIV sit dung céc thude
ARV do Codng ty Mylan Laboratories Limited tai Indore-Pithampur, An D6 san
xudt chiu tic dong cna thong bio dimg s dung thuéc ARV nguon Quy Toan
cdu'; Thue hién Cong vin s6 228/PB-PT ngdy 22/4/2025 cia Cuc Phong Bénh
vé viéc thong bao sir dung cac thuov do cong ty Mylan Laboratories Limited ta1
Indore-Pithampur, An D6 san xuat (dinh kém),

S& Y té thong bao. dé nghi cac don vi thuc hién cic ndi dung sau:

1. Trién khai thong béao cua Cuc Phong Bénh dén khoa, phong, bé phan ¢
lién quan tai don vi biét vé viée dugc tiep tuc sir dung cac thude ARV dleu tri
nhiém HIV duoc Du 4n Quy toan cau phong chong AIDS va T chic Y té thé
gio1 (WHO) vién tro, thubc ARV nguén BHYT chi tra do Cong ty Mylan
Laboratories Limited (dia chi: Plot No. 11, 12 & 13, Indore SEZ, Phase-II,
Pharma Zone, Sector-I1I, Pithampur Dist. Dhar, Madhya Pradesh-454775, India)
san xuét, di duoc nhp khau vao Vidt Nam trude ngay 17/02/2025 theo hudng
din cua Cuc quan Iy Duwoc tai Cong vin sé 1132/QLD-CL ngay 18/4/2025?
(Danh sach cic thudc theo Phu luc dinh kém Cong van so6 228/PB-DT ngay
22/4/2025).

2. Céc don vi ting cuong kiém soat chat lwong, chu dong phat hién cac
phan tmg c6 hai ciia thudc. theo doi va xu 1y kip thoi khi xay ra cac phan tng
nay trong qua trinh sir dung; giam sat chat ché trong qua trinh cap phat, sir dung
cac 16 thude duoc tiép tuc str dung aéu trén.

3. Kip thot bao cao Trung tam Quéc gia vé Thong tin va Theo ddi phan
ung co hal cua thude, S& Y té trong trudng hop ¢ phan tmg c6 hai nghiém trong

! S¢ Y té da ban hanh Cong van so 542/SYT-NVD ngay 04/3/2025 vé viéc diéu tri ARV cho nguoi benh HIV str
dung cac thude ARV do Cong ty Mylan Laboratories Limited tai Indore-Pithampur. An Do san xuat chiu tic
dong cua thong bédo dirng s dung thude ARV nguon Quy Toan cau.

2S¢ Y té da ban hanh Cong van sd 1166/SYT-NVD ngay 23/4/2025 vé viéc sir dung cac thudc do cong ty Mylan
Laboratories Limited tai Indore-Pithampur, An D6 san xuat theo thong bao cua Cuc Quan 1y Duoc tai Cong van
sd 1132/QLD-CL ngay 18/4/2025.
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lién quan dén thuoc hay xay ra hat ky phan ung c6 hai khong thude danh muc
tac dung khong mong muon ctia thude da duoc nha san xuat khuyén cao hoic
phét hién bang chimg thudc ¢6 vi pham trong qua trinh hru hanh, st dung.

S& Y té thong bao dén cac don vi biét, thuc hién./. ~_ oo .
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g byt BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc lap - Tw do - Hanh phuc
Sé6: 1132 /QLD-CL * Ha Nji, ngay 18 thang 04 nam 2025

V/v str dung cac thude do
cong ty Mylan Laboratories
Limited tai Indore-Pithampur,
An Do san xudt

Kinh gui:
- Cuc Phong bénh;
-S4 Y té cac tinh, thanh phd truc thuéc Trung wong;
- Cong ty TNHH Viatris Viét Nam
- Van phong dai dién Mi Pharma Limited

Can ct Lut Dugc s6 105/2016/QH13 ngay 06/4/2016;

Cin c& Thong tu s6 45/2024/TT-BYT ngay 24/12/2024 ctia BO Y t€ vé viéc
stra d6i, bd sung mot sb diéu va phu luc kém theo Thong tu s6 11/2018/TT-BYT
ngay 04/5/2018 ctia BO trwong BO Y té quy dinh vé chét luong thube, nguyén lidu
lam thudc;

Can cur bao cao két qua kiém nghlem phén tich xac dinh chét luong thude ciia
Vién Kiém nghiém thudce Trung wong tai cac van thu sé 407/V KNTTW-KHTH ngay
03/04/2025, s6 450/VKNTTW-KHTH ngay 14/04/2025, Vién Kiém nghiém thudc
Tp. H6 Chi Minh tai van thu s0 224/VKNT-KHTH ngay 17/03/2025, s6 388/VKNT-
KHTH ngay 28/03/2025, s6 452/VKNT-KHTH ngay 1 1/4/2025 d6i voi cac 16 thude
do Cong ty Mylan Laboratories Limited, Indore-Pithampur, An D6 san xuat d nhap
khau vao Viét Nam bi tam dirng kinh doanh, sir dung;

Cin cir bao cao ctia Cuc Phong bénh tai viin thu s6 140/PB ngay 04/04/2025
va cac don vi lién quan vé qua trinh st dung thude va nhu cau sir dung thude trong
Chuong trinh phong chéng HIV/AIDS d6i véi mot s6 thude do Cong ty Mylan
Laboratories Limited, Indore-Pithampur, An D¢ san XUAt;

Can ctr cac ¥ kién ctia T6 chitc Y té thé gidi — Chuong trinh tién thim dinh
(WHO-Prequalifcation Programe) tai thong béo ngay 31/03/2025 vé két qua danh
gia tinh trang dap Gmg Thyuc hanh tét san xudt thuéc (GMP) clia Cong ty Mylan
Laboratories Limited, Indore-Pithampur, An Do;

Can ctr ¥ kién két luan cua Hoi dong tu véan cap gidy dang ky lwu hanh thuéc,
nguyén liéu lam thudc doi voi thuéc ho4 duoc (tai Bién ban cudc hop Hoi dong ngay
09/04/2025) vé viéc dong ¥ t1ep tuc su dung 16 thudc Cong ty Mylan Laboratories
Limited, Indore-Pithampur, An D¢ san xuét, di duoc nhap khau vao Viét Nam;

Pé bao dam viée cung tng thudc cho cong tac phong chira bénh; Cuc Quan ly
Dugc thong bao:

1. Cac 16 thudc do Cong ty Mylan Laboratories Limited (dia chi: Plot No.11,
12 & 13, Indore SEZ, Phase-II, Pharma Zone, Sector-III, Pithampur Dist. Dhar,
Madhya Pradesh-454775, India) san xudt, di duoc nhiap khau vao Viét Nam trude



ngay 17/02/2025 dugc tiép tyc kinh doanh, sir dung theo quy dinh.

2. Tiép tuc thyc hién viéc tam dimg nhdp khau theo tinh than ciia cong van so
510/QLD-CL ngay 17/02/2025 cua Cuc Quan 1y Dugc doi vai cac thuoc do cong ty
néu trén san xuét, theo y kién tur vén cua Hét dong Hoi dong tur van cap Giay dang
ky Iuu hanh thude, nguyén liu lam tnude BJ Y t€, cho dén khi c6 diy di cac bang
chimg khéc phyc ching minh co s& san xuét iuan tha dap tng GMP.

3. Cac co s& kinh doanh, str dung thude ting cudng kiém soat chét luong;
giam sat chit ché viéc phan phdi, cép phat, sir dung thude cac 16 thude duoe tiép tuc
kinh doanh, st dung noi trén; kip thoi xir Iy khi co phan ng phu xay ra khi nguoi
bénh str dung thube. Kip thai bio cdo Cuyc Quan ly Dugc trong trudong hop ¢ phan
ung phu nghiém trong li€n quan dén thude x2y ra hodc phat hién bang chimg thude
c6 vi pham trong qua trinh luu hanh, st dung.

4.S& Y té cac tinh, thanh phé truc thudc Trung uong thong bao cho cac co so
kham bénh, chira bénh, cac don vi kinh doanh duoc pham trén dia ban dang bao
quan, kinh doanh, st dung thuc biét va nghiém tac thyuc hién.

5. Cuc Phong bénh hudng dén chi dao Ban Quan 1y Dy én h trg ky thuét Quy
toan cau phong, chong HIV/AIDS vi cac don vi lién quan, gidm sat chat ché trong
qué trinh cip phat, st dung.

6. Cong ty TNHH Viatris Viét Nam, Vin phong dai dién MI Pharma Limited
tai Viét Nam:

- Phéi hop vdi cic co sé kinh doanh stz dung trong viéc theo ddi, giam sat chit
lwong, an todn cta thudc trong qué trinh phan phoi, str dung;

- Tiép tuc cung cap thong tin vé tinh hinh xur 1y, két ludn cua cac Co quan
quan 1y duoc lién quan doi véi tinh trang dép tmg Thyc hanh t6t san xuat ciia Cong
ty Mylan Laboratories Limited Indore-Pithaipur, An Do dé lam co s& cho viée xu

ly tiép theo.
Cuc Quan ly Duogc thong bao dé cac don %-"; thurc hién./.

Noi nhin: KT. CUC TRUOGNG
“DURUEER i ; PHO CUC TRUONG
- Bd trudmg Dao Hong Lan (dé b/c); L ° -

- Céc Thir truong (dé b/c);

- Cuc trudng (dé b/c); !

- Cac PCT Cuc QLD (dé p/h chi dao),

- Cuc QLKCB, Cuc Phong bénh;

Thanh tra B§, Trung tam mua sam

tap trung thudc qudc gia (dé p/h):

- Cyc Quén Y - BQP; Cuc Y (€ - BCA,;

Cuc Y té GTVT- Bo GTVT;

- Trung tdm DI&ADR quéc gia;

- Cac Bénh vién, Vién co6 giuong bénh

truc thugc Bo Y té;

- Cyc QLD: P.PCTTr, QLKDD, BKT, QLGT,
Website (dé t/hién);

-Luu: VT, CL.




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC PHONG BENH Péc lap — Tw do — Hanh phic

S6:228  /PB-DT
V/v théng bao sir dung cac thude do Ha Ng¢i, ngay 22 thangoq nam 2025
cong ty Mylan Laboratories Limited
tai Indore-Pithampur, An Do san xuit

KHAN

Kinh giri: S& Y té céc tinh/thanh phd true thude Trung wong.

Can c Céng van s6 1132/QLD-CL ngay 18/4/2025 cua Cyc Quén 1y duge vé
vi¢e sur dyng cac thude do cong ty Mylan Laboratories Limited tai Indore-Pithampur,
An D6 san xudt (Cong van sd 1132/QLD-CL), Cuc Phong bénh d& nghi So Y té cac
tinh/ thanh pho truc thude Trung wong thuc hién cac noi dung sau:

L. Thong bao cac co so diéu tri HIV/AIDS trén dia ban dugc tlep tuc sur dung céc
thube ARV diéu tri nhiém HIV dwoc Dy an Quy toan cdu phong chéng AIDS va T
chire Y té thé gioi (WHO) vién trg, thude ARV ngudén BHYT chi tra do Céng ty Mylan
Laboratories Limited (dia chi: Plot No.11, 12 & 13, Indore SEZ, Phase-II, Pharma Zone,
Sector-III, Pithampur Dist. Dhar, Madhya Pradesh-454775, India) san xuét, da dugc
nhap khau vio 'Viét Nam trude ngay 17/02/2025 theo hudng dan ctia Cuc quan ly dugc
tai Cong vin so 1132/QLD-CL. Danh sach cac thude theo Phu luc dinh kém.

2. Chi dao cac co so diéu trj HIV/AIDS ting cudng kiém soat chat lugng, chu
dong phat hién cac phan tmg c6 hai cia thude, theo ddi va xtr ly kip thoi khi xay ra cic
phan Ung nay trong qua trinh st dung; gidm sat chdt ché trong qua trinh cap phat, sir
dung thude céc 16 thude duoc tiép tuc sir dung noi trén.

3. Kip thoi bao cdo Cye Quan Iy Duge, Trung tim Qudc gia vé Thong tin va
Theo ddi phan ung c6 hai ctia thude va Cuc Phong bénh trong truong hgp ¢6 phan tng
¢6 hai nghiém trong lién quan dén thuoc, hay xay ra bat ky phan tng c6 hai khong thuge
danh muc téc dyng khong mong mudn cia thude da duwgce nha san xudt khuyén céo hodc
phat hi¢n bang ching thude c¢6 vi pham trong qua trinh luu hanh, su dung.

Cuc Phong bénh kinh bao dé Quy don vi biét va thuc hién (Céng vin so
1132/QLD-CL ngay 18/4/2025 cua Cuc Quan ly duoc giri kém).

Trén trong cam on./.

Noi nhan:

- Nhur trén;

- Phé Cyc trudng Pham Ptrc Manh (dé biét);

- Trung tam Kiém soat bénh tat tinh/thanh phd, Bénh vién
Bénh Nhiét déi Hung Yén, Bénh vién Bénh Nhiét déi Hai
Duong (dé thuc hién);

- Ban Quan ly Dy an Ho6 trg k¥ thuat Dy an Quy toan cau
phong chéng AIDS (dé thuc hién);

- Luu: VT, DT.




PHU LUC: DANH MUC THUGC ARV DO CONG TY MYLAN
LABORATORIES LIMITED SAN XUAT PUQC NHAP KHAU

TRUGC NGAY £7/02/2025

STT Tén thude Hogt chit Ngudn thude Déng goi
Quy toan cau
. Hép 1 chai x 30
Dolutegravir 50mg, o ;
Lamivudine 300m Mieo; Clida
1. | Acriptega ik ) WHO Vién; Chai 90
Tenofovir Disoproxil e :
Vién; Chai 180
Fumarate 300mg 5
Vién
BHYT
Efavirenz 400mg, Teacfovir Quy toan cau Hép 1 1o x 30
2 Avonza Disoproxil Fumarate 3Giing. vi eﬁ :
Lamivudine 300mg BHYT
: : i Hop 1 lo x 90
h Dolutegravir Dicpersible e I i
3. Myltega DT ablets 10mg Quy toan cau
Lopinavir/ Ritonavir Oral g oL o Hop 120 goi
4. Alltera 50 Granules 40mig/10mg Quy toan cau
5. feieie o i Dolutegravir tablets 50mg Quy toan cau Hop Llg= 20

tablets 50mg

vién




SOY TE KIEN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Doc lap — Ty do - Hanh phic

HIEU GIAI QUYET VAN BAN DEN
S6:. _/13305/ 7 . =Nw7. ... .ngay,.. A%, thang..%....nam 2005 . ..

1. Y kién ctia 1anh dao co quan, td chuc

- Giao don vi, ¢4 nhén chu tri;..... & //)JQZ’)/%C

104 IGiR g{&i;quyet van ban dén (neu co)

- Giao cac don vi, ca nhan tham gi

2. Y kién ciia lanh dao Khoa, Phong

_ Giao cho ca nhan; thoi han giai quyét doi vdi ca nhin (néu co);
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3. Y kién dé xuat ciia ngwoi gidi quyet.

- Y kién dé xuét giai quyét van ban dén cua ca nhan;

- Ngay,...... thang......c 5111 SRR AR IR . 5s o 1o 1 wwmsopmrs e i



