BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

VAN PHONG HQI PONG Doc 1ap — Tw do — Hanh phic
TU VAN CAP GPKLH oarar . .
THUOC, NLLT Ha Noi, ngayf4 thango2nam 2025

S6: 10 /HDTV-VPHD
V/v bién ban hop Hoi dong vé
tinh trang GMP Mylan

Kinh gtri: Cuc Quan ly Duogc

Ngay 13/02/2025, Vin phong Hoi dong da tb chirc cudc hop Hoi dong tu
van cap GDKLH lién quan tinh trang dap tmg GMP cua cbéng ty Mylan
Laboratories Indore — India.

Vin phong Hoi dong da hoan thién ndi dung bién ban hop Hoi dong thuéce,
NLLT dbi véi ndi dung néu trén. Vin phong Hbi ddng kinh chuyén ban sao bién
ban hop Hoi ddng theo quy dinh tai khoan 3 Pidu 16 Quyét dinh s 1775/QD-
BYT ngay 10/4/2023 ban hanh Quy ché t6 chirc, hoat déng cua Hoi dong tu van
cép gidy ding ky luu hanh thubc, nguyén liéu 1am thuc d& Cuc Quén ly Duoc
trién khai céc budc tiép theo theo quy dinh.

Tran trong cdm on su hop tac ciia Quy Cuc./.

Noi nhén:J& CHANH VAN PHONG HQI PONG

- Nhur trén;

- Chu tich Ho6i ddng (dé blc);

- Phé Chu tich Hoi dong (dé b/c);
- Luu: VPHD.

#
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
HOI DONG TU VAN CAP Poc lap - Ty do - Hanh phic
GPKLH THUOC, NGUYEN
LIEU LAM THUOC

BIEN BAN HOP HQI PONG TU VAN CAP GIAY PANG KY
LUU HANH THUOC, NGUYEN LIEU LAM THUOC POI VOI
THUOC HOA DUQC
(phan chi trwong Hji ddng)
Thei gian: 10h00 — 11h00 ngay 13/2/2025

Pia diém: Phong hop Cuc Quan ly Duoc, Téng 4 nha B,BoY té, mot s thanh vién
Hoi dong phia Nam hop truc tuyén thong qua phdn mém Zoom.

Cha tri:
- PGS. TS. Nguyén Dang Hoa — Chu tich Hoi ddng.
Thanh phan tham duw hop:

CAc thanh vién Hoi dong tham du:

Thanh vién tham du Ngay 13/2

1. PGS. TS. Nguyén Diang Hoa, Nguyén hiéu trudng trudng Dai | Truc tiép
hoc Dugc Ha Noi — Chu tich Hoi dong

2.PGS. TS. Doan Cao Son, Vién truong Vién Kiém nghiém thubc | Online qua
Trung uong — Pho Chi tich Hoi dong Zoom

3. TS. Nguyén Tran Linh, Giang vién Bd mén Bao ché, truong | Online  qua
Dai hoc Duoc Ha Noi Zoom

4. PGS. TS. Pham Pinh Luyén, Nguyén truong Bo mén Quén ly | Online  qua
Duoc, Khoa Duogc, Dai hoc Y Duge Thanh phé Ho Chi Minh Zoom

5. TS. Tran Ptic Long, Nguyén Vu truéng Vu Phap ché, B Y t& | Online qua
Zoom

6. PGS. TS. Bing Nguyén Doan Trang, Truéng khoa Dugc Bénh Véng mit
vién Dai hoc Y Dugc Thanh phd H6 Chi Minh

7. GS.TS. Nguyén Hai Nam — Hiéu truéng Truong Dai hoc Dugc | Online  qua
Ha Noi1 Zoom

8. PGS.TS. Tran Manh Hing — Truéng B6 moén Dugc ly, Khoa | Online  qua
Duoc, Pai hoc Y Dugc Thanh phd H6 Chi Minh Zoom
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9. PGS. TS. Pham Thi Thily Van, Phu trach B6 mén Duoc 1am | Truc tiép
sang, Khoa Dugc ly- Dugc 14m sang, Truong Pai hoc Duoc Ha
Noi

10. PGS.TS. Nguyén Ping Thoai, Phé hiéu truong Truong Dai | Online  qua
hoc Y khoa Pham Ngoc Thach Zoom

11. GS. TS. Pham Thi Minh Hué, Giang vién cao cip B mon Bao | Truc tiép
ché, trudng Pai hoc Dugc Ha Noi

12. PGS.TS. Nguyén Thi Lién Hrong — B4 mon Duoc 14m sang, | Truc tiép
Khoa Dugc ly- Dugc 14m sang trudng Pai hoc Dugc Ha Noi

Vin phong Hoi ddng:

1. PGS. TS. Lé Viét Diing - Chanh Vin phong Hoi dong, Phé Cuc truéng Cuc
Quan ly Duorc;

2. TS. Nguyén Vian Loi- Phé Chanh Vin phong Hoi dong, Trudng phong Dang
ky thudc;

3. DS. Nguyén Vin Vién - Trudng phong Quén ly Chét luong thudc.
Cuc Quén Iy Duwoec:

1. ThS. Nguyén Chién Binh - Phé Truéng phong Piang ky thubc, Cuc Quén ly
Dugc, Thu ky vin phong Hoi dong.

2. Céc chuyén vién cua Phong DPing ky thubc: ThS. Nguyén Thi Thu Hoa, DS.
Nguyén Thi Linh Chi.

NOI DUNG CUQC HOQP

A. Bdo cio vé xung dot lgi ich cua cac thanh vién Hdi dong, diéu kién tb
chirc cugc hop va gi¢i thi€u thanh phan tham gia cudc hop:

S6 thanh vién khong bi xung dét loi ich tham dy cudc hop 12 11 thanh vién ngay
13/2/2025 (>2/3 tong s6 Thanh vién Hai dong), Hoi dong du didu kién dé td chuc
cudc hop.

B. N6i dung hop theo Cong viin s6 161/QLD-CL ngay 13/2/2025 vé lién quan
dén cong ty Mylan Laboratories Indore.

1. TS. Nguyen Vin Loi- Pho Chanh Vin phong Hji dong, Trwéng phong
Ding ky thudc:

B4o c4o Hoi dong Cong vin s& 161/QLD-CL ngay 13/2/2025 ctia Cuc Quan ly
Dugc giri Vin phong Hoi dong lién quan dén cong ty Mylan Laboratories Indore -
India cu thé nhu sau:

Ngay 08/02/2025, Cuc Quan ly Dugc nhéan dugc cong vin s 97/AIDS-VP
cia Cyc Phong, chong HIV/AIDS vé viéc Ban quéan ly Dy 4n hd trg k§ thuat Quy
toan cau phong, chéng HIV/AIDS nhan duoc thu théng bao tir Nha tai trg Quy
todn cdu canh bdo viéc nhip khau thubc dugc san xuét tir cong ty Mylan
Laboratories Limited tai Indore- -Pithampur, An Db sau ngay 19/12/2024. Theo do,
Nha tai trg Qu¥ toan cau thong bao vé viée Cuc Quan ly thuc phim va duoc pham
Hoa Ky (USFDA) da ban hanh thu canh béo (warning letter) va lénh tam dung
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nhép khau thudc (import alert) d6i véi cac thude duge san xuét tir cong ty Mylan
Laboratories Limited tai Indore-Pithampur, An D (trir cac thubc Levothyroxine
Sodium Tablets, Fingolimod Capsules, Atorvastatin Calcium Tablets, Metformin
Hydrochloride Tablets) sau khi phat hién mét s6 vi pham quan trong (significant
violations) vé thyc hanh t6t san xut (GMP).

De dam bao chét lugng, an toan, hidu quéa cua thubc, va tudn thu cac quy
dinh vé quan ly chét luong thudc, Cuc Quan ly Duoc kinh chuyén mot so tai liéu
lién quan dén viéc xur ly d6i v6i cac 16 thube san xuét boi co s¢ san xuat Mylan
Laboratories Limited dé xin y kién Hoi ddng va dé c6 can ci tiép tuc trién khai cac
buée tiép theo quy dinh. Cy thé:

- B4o cdo tom tit v& tinh trang dap tmg GMP cua co s¢ san xut Mylan
Laboratories Limited tai Indore-Pithampur va cac d& xuét lién quan dén CSSX;

- Ban sao céc thong bdo cua USFDA;

- Coéng vin ctia Nha tai trg Quy toan cdu va coéng vin s 97/AIDS-VP cua
Cuc Phong, chéng HIV/AIDS.

2. DS. Nguyén Vin Vién - Truéng phong Quén 1y Chat lwgng thude bao cdo:

2.1. Ngay 08/02/2025, Cuc Quan ly Dugc nhén dugc cong vin sb 97/AIDSVP
ciia Cuc Phong, chéng HIV/AIDS v& viéc Ban quéan ly Dy 4n hd trg ky thuét
Quy toan cau phong, chéng HIV/AIDS nhén dugc thu thong bao tir Nha tai trg
Qu¥ toan ciu canh béo viéc nhap khiu thubc duoc san xuét tir cong ty Mylan
Laboratories Limited tai Indore-Pithampur, An D6 sau ngay 19/12/2024. Theo
d6, Nha tai tro Qu¥ toan cau théng béo vé viéc Cuc Quén ly thuc phdm va duoc
pham Hoa Ky (USFDA) d3 ban hanh thu canh béo (warning letter) va Iénh tam
dimg nhap khau thubc (import alert) ddi véi cac thudc duoc san xuét tir cong ty
Mylan Laboratories Limited tai Indore-Pithampur, An Do (trir céc thudc
Levothyroxine Sodium Tablets, Fingolimod Capsules, Atorvastatin Calcium
Tablets, Metformin Hydrochloride Tablets) sau khi phat hién mét s§ vi pham
quan trong (significant violations) vé thuc hanh t8t san xut (GMP).

- Quy¥ toan cau ciing dé xuét:

+ Luu y dbi véi Warning letter dé c6 phuong 4n tim nha cung cip thay thé
ho#ic mua san phim tir céc co s& Mylan khéc d& dugc phé duyét;

+ Pbi véi cac 16 thube nhap khiu trudc ngay 19/12/2024, nén ting cudng
gidm sat chét luong vao bdo cdo kip thoi néu c6 phat hién cic vin d& v& chét
lugng.

2.2. Mot s6 théng tin dén viéc thanh tra GMP va xir Iy lién quan dén Mylan
Laboratories Indor.

2.2.1. Viéc thanh tra GMP va x1r ly sau thanh tra GMP ctia USFDA:

- Ngay 14-26/6/2024, USFDA thuc hién thanh tra ddp Umg CGMP cua
Mylan Laboratories — Indore, va phat hién mot sd t6n tai lién quan dén viéc dap
img CGMP (B4o cdo thanh tra s6 FEI 3010453141 - ban bi che khuét nhidu théng
tin)
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- Mylan Laboratories d& c6 bio cédo khic phuc ton tai gii USFDA ngay
18/7/2024;

- Ngay 19/12/2024, sau khi ra soat Bdo cédo khic phuc ciua Mylan
Laboratories, USFDA dd c6 théng bdo Warning Letter (s6 MARCS-CMS
690897); v6i 02 ndi dung chinh:

+ CSSX di khoéng thiét 1ap dugc céc trach nhiém va quy trinh bing vin
ban day du 4p dung cho don vi kidm so4t chét luong va khong tuén thu cac quy
trinh bing van ban égp dung cho don vi kiém soat chét lugng.
(Your firm failed to establish adequate written responsibilities and
procedures applicable to the quality control unit and to follow written procedures
applicable to the quality control unit (21 CFR 211.22(d)).

+ CSSX da chua diéu tra k§ ludng céc sai léch hoic 15i khong déap Ung
thong sb k¥ thuat khéng giai thich dugce ciia mot 16 san xuat hodc mot phén cta
16 san xudt, du 16 hang d6 dd dugc phan phdi hay chwa (21 CFR 211.192).
(Your firm failed to thoroughly investigate any unexplained discrepancy or
Jailure of a batch or any of its components to meet any of its specifications,
whether or not the batch has already been distributed (21 CFR 211.192)).
FDA s& dua céc san phim cua cong ty san xuét sau ngay 19/12/2024 duoc
chao nhap khau vao Hoa Ky vao Canh bio Nhap khau. FDA c6 thé tir chbi phé
duyét cac san phdm méi cua cong ty cho dén khi moi vi pham cua cong ty duoc
FDA xéc nhén d3 dugc giai quyét va cong ty tudn thi CGMP. FDA y8u ciu cong
ty c6 van ban tra 101 néu rd nhitng hanh dong khic phuc trong vong 15 ngay lam
viéc, truong hop khong thé thuc hién dugc thi cling phai c¢6 vin ban néu rd ly do
tri hoén va lich trinh cho viéc hoan thanh.

- Sau d6, USFDA théng béo Import alert (Thong bdo tam dimg nhép khéu)
ngay 10/2/2025, (gan 2 thing sau khi c6 Warning letter) d6i véi céc thube duoc
san xudt béi CSSX Mylan (trir céc thudc Levothyroxine Sodium Tablets,
Fingolimod Capsules, Atorvastatin Calcium Tablets, Metformin Hydrochloride
Tablets).

- Qua tra ctru website cia USFDA (cdc muc Recalls, Market Withdrawals,
& Safety Alerts...) chua c6 thong tin USFDA yéu ciu thu hdi hodc canh bao an
toan ddi véi thude san xuit dugc san xuét boi Mylan Laboratories vi ly do khong
dap img GMP (nam 2024-2025).

2.2.2. Thanh tra GMP va xit ly ctia Co quan quan ly dugc An Pé:

- Trén co s¢ danh gid hd so dé nghi, trong d6 c6 Gidy ching nhan GMP va
Bao cao thanh tra GMP do FDA - Madhya Pradesh, India c4p, Cuc QLD da cong
bd Mylan Laboratories dap tng WHO-GMP, tai dot 35 két qua dénh gi4 dép ung
GMP clia co s& san xuit nude ngoai. Han hiéu luc dén 25/10/2024.

- Ngay 05/12/2024, Cuc QLD d3 nhan dugc hd so cdp nhét tinh trang dap
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ttng GMP ctia Mylan Laboratories kém theo Gidy chimg nhan GMP s6 07/2014
do FDA- Madhya Pradesh, An d6 cép ngay 30/10/2024 trén co s& két qué thanh
tra GMP ngay 14-15/10/2024 (c6 Béao cao thanh tra dinh kém).

2.2.3. Bap img EU-GMP:

- Trén co s& Gidy chimg nhian EU-GMP do Co quan quan ly dugc Hungary,
Cuc QLD di c6ng bd Mylan Laboratories Indor - India dap img EU-GMP tai dot
35 két qua danh gia dap img GMP clia co s& san xut nudc ngoai. Han hiéu luc dén
17/9/2024. Tinh trang d4p tng EU-GMP dugc gia han dén hét 31/12/2024 theo chinh
sach gia han cia EMA (Thong bao EMA ngay 07/12/2023).

- Qua tra cu website cia EMA, cho dén nay, Co quan quan ly dugc
Hungary va EMA chua c6 thong bo vé viéc khong tuan thu GMP hay thu hdi
thubc lién quan dén Mylan Laboratories.

2.2.4. Tién dénh gia (Prequalification Programme) cia WHO:

- Mylan Laboratories c6 tén trén danh sich cac thudc/ co s& san xuét di
dugc tién danh gid cia WHO (trong d6, c6 thudc Avonza, s6 ding ky:
890110087123 - duoc san xuét tai 03 co s& san xuét clia Mylan Laboratories).

- Qua tra cttu, hién nay Chuong trinh Tién danh gia cia WHO dang thuc
hién ra soat lai Mylan Laboratories va chua c6 thong tin bb sung.

2.3. Hanh dong cua Cuc QLD:

- Mylan Laboratories — Indore Pithampur c¢6 7 thubc dd dugc cdp MA tai
Viét Nam (trong d6 c6 6 thudc nim trong danh séch Import alert cia USFDA);

- Cuc d4 c6 cong vin hod toc sb 442/QLD-CL ngay 12/02/2025 yéu ciu 02
co s& ding ky thubc san xuét boi Mylan Laboratories 1a Van phong dai dién MI
Pharma Limited va Cong ty TNHH Viatris Viét Nam thuc hién:

a. Béo cdo vé viéc tudn thi/duy tri dap tmg GMP clia co s& san xuat Mylan
Laboratories Limited tai dia chi: Plot No.l11, 12 & 13, Indore SEZ, Phase-II,
Pharma Zone, Sector-III, Pithampur Dist. Dhar, Madhya Pradesh-454775, India,
bao gdm GMP ctia nu6e sé tai va GMP ciia cic nudc/ td chirc khac nhur WHO,
EMA, USA...(néu co);

b. Viéc cung cip thudc duoc san xuit tai nha miy co s& san xuidt Mylan
Laboratories Limited tai dia chi néu trén (tinh hinh chat luong cua cac thude, cac
bdo cao ADR lién quan (néu co)...).

c. Tinh hinh xtr Iy cta cac Co quan quan ly Dugc Chau Au c6 lién quan va
két qua danh gid co s& san xudt cia Chuong trinh Tién d4nh gid cia T chic Y
té thé giéi (WHO Prequalification) (néu co).

d. Béo céo vé& viéc nhdp khiu cac thubc di cé sé ding ky luu hanh & Viét
Nam con han st dung do co s& san xuét Mylan Laboratories Limited tai dia chi
néu trén san xuat, bao gdm: sb 16 san xudt, sé luong, nha nhap khéu, tinh hinh
kiém tra chét lugng cua cac don vi kiém nghiém nha nudc tai Viét Nam trude khi
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dua ra luu hanh.

2.4. Dé xuét xir ly ddi véi cac 16 thude duoc san xuét bdi Mylan Laboratories:

2.4.1. Co s& phap ly:

- Khoan 8 Piéu 1 Théng tu sb 45/2024/TT-BYT bd sung Piéu 15a Thong tu
11/2018/TT-BYT quy dinh v& quan ly chét luong thubc, nguyén liéu lam thube
stra d6i d& quy dinh:

“Piéu 15a. Tam ngimg kinh doanh, sir dung va niém phong bdo quén thudc
c6 ddu hiéu khéng an toan cho nguoi st dung.

3. Thuéc ¢6 dau hiéu khéng an toan cho nguoi sir dung bao gom:

e) Thuéc nghi ngo san xudt tai co sé san xudt cé vi pham nghiém trong nguyén
téc, tiéu chudn Thuc hanh t6t san xudt thudc, nguyén lidu lam thudc hodc khéng
duwoc co quan quan ly dwoc xdc nhdn du diéu kién duy tri san xudt thuée.

4. Trdch nhiém cia Bé Y té (Cuc Qudn ly Duoc) trong viéc xir ly thong tin, thong
bdo tam ngimg kinh doanh, sit dung va niém phong béo quan thudc ¢é dau hiéu
khong an toan cho nguoi sk dung:

a) Trong thoi han khéng qud 07 ngay lam viéc ké tir khi tiép nhdn théng tin theo
quy dinh tai khodn 1, khodn 2 Diéu nay, B¢ Y té (Cuc Qudn Iy Dugc) ra sodt
théng tin tiép nhdn, phoi hop Véi it nhdt mét trong cdc co quan, t6 chikc chuyén
mén (Hpi dong tw van cdp gidy ding ky leu hanh thuée, nguyén liéu lam thuéc;
Hoéi dong tw van sir dung vdic xin; Vién Kiém nghiém thuéc Trung uwong, Vién
Kiém nghiém thuéc Thanh phé Hé Chi Minh, Vién Kiém dinh quéc gia vdc xin
va sinh phcfm; Hoi déng thuée va diéu tri bénh vién hang dac biét) hodc cdc co
quan thanh tra, cong an, hdi quan, quan Iy thi truong trong truong hop can thiét,
dé ddanh gia nguy co anh hudng toi suc khde nguoi s dung, xdc dinh pham vi
tam dimg kinh doanh, sir dung thudc c6 dau hiéu khéng an toan cho nguoi sir
dung duoc quy dinh tai khodn 3 Diéu nay;

2.5. Dé xut:

Trén co s¢ thong bdo cia USFDA (Warning Letter ngay 19/12/2024), Co
s& san xudt Mylan Laboratories c¢6 c4c vi pham quan trong v& CGMP (US-GMP),
do vay, thuéc do Mylan Laboratories san xuit cé déu hiéu khong an toan cho
ngudi st dung theo quy dinh tai diém e, khoan 3 Diéu 15a Thong tu sb
11/2018/TT-BYT sira dbi.

Can ctr trén quy dinh tai Didu 15a Théng tu s6 11/2018/TT-BYT sira dbi,
va quy dinh danh gia GMP co s& san xuét thude tai nude ngoai; Cuc QLD d& xuét
xin y kién Hoi dong tu van dang ky thubc, nguyén liéu lam thudc céc ndi dung
sau:

- Cyc quén 1y Dugc khén truong nghién ctru chi tiét Thu canh bdo nha sin
xuét ciia US-FDA, tham khao céc thong tin va hanh dong quan ly lién quan tur
EMA, T4 chitc Y t& Thé gidi, nudc sd tai An Do dé ¢ co so tiép tuc xem xét xur
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Iy theo quy dinh dbi véi viéc tudn thu GMP trong séan xuit cia coéng ty Mylan
Laboratories - Indore Pithampur.

- Xem xét mic do nguy co anh hudng tdi an toan clia ngudi st dung cua
céc thubc do Mylan Laboratories san xuit; Tam ngimg nhép khéu céc 16 thube do
Mylan Laboratories - Indore Pithampur san xuét sau ngay 19/12/2024 cho dén
khi théng béo vé khéc phuc/dép tmg GMP cia USFDA/WHO; Tam ngimg nhép
khiu, kinh doanh, st dung va niém phong bao quan cac thudc do Mylan
Laboratories san xuét truéc ngdy 19/12/2024. Vién kidm nghiém thudc Trung
uong, Vién kiém nghiém thudc thanh phd Hd Chi Minh tién hanh 14y miu dé
kiém tra chét lwong tt ca cac 16 thubc. Lo thube c6 két qua kiém nghiém dat tiéu
chuén chét luong duoc tiép tuc nhap khéu, luu hanh, str dung.

3. TS. Nguyén Vin Logi- Phé Chanh Vin phong Hoi dong, Truwéng phong
Ding ky thudc bio cdo ndi dung vé& hd so ding ky thubc do cong ty Mylan
Laboratories — Indore Pithampur ding tén san xuét:

- Cong ty Mylan la 1 tip doan 16n c¢6 6 co sé san xuit & An D6 véi dia chi khac
nhau, di vé6i co sé Mylan Laboratories Limited tai Indore-Pithampur An bo, Cuc
QLD d4 cép 7 thubc va dang c¢6 7 hd so dang ky khéc d& ndp tai Cuc QLD va dang
trong giai doan giai quyét.

- Péi véi 7 thube da cap gidy dang ky luu hanh cla co s& san xut Mylan
Laboratories Limited tai Indore-Pithampur, Cuc QLD ciing d4 c4p rat nhiéu s6 ding
ky cho cac thudc tuong tu bao gdm ca thudc trong céc chuong trinh HIV-AIDS
(thubc twong tu vé ndng do, ham lugng, dang bao ché), dé dam bao vé ngudn cung
ing thudc khéng chi c¢6 co s& san xuit Mylan Laboratories Limited tai Indore-
Pithampur ma con c6 thubc clia céc co s& san xudt khéc trén thé gidi ciing duoc cip
gidy ding ky luu hanh tai Viét Nam.

- Phong ding ky thube dé xuét:

+ Péi v6i thube da cép gidy ding ky Iuu hanh, phong ding ky thudc tiép tuc phéi
hop véi phong Quan Iy chat lwong theo dai vAn dé khic phuc GMP cua co sé Mylan
Laboratories Limited tai Indore-Pithampur, An D9.

+ D6i hd so d& nghi cép gidy ding ky luu hanh cia Mylan Laboratories Limited
tai Indore-Pithampur, An Do sé chi cép khi co s& san xut d4 hoan thanh béo cdo
khic phuc va tudn thi diy du theo nguyén téc GMP.

4. GS. TS. Pham Thi Minh Hug¢ - Thanh vién Hji dong:

Viéc 14y mau di kiém tra chét lwong thude chi kiém tra viéc dap tmg theo yéu ciu
vé mét s6 chi tiéu chat lugng cling chua hoan toan phan 4nh déng vé vén dé an toan,
hiéu qua ctia thubc. Do d6, chi dua vao két qué kiém tra chét luong cua thudc dé
khéng dinh thudc an tgén, hi€u qua la chua du can cu

S. PGS. TS. Nguyen Dang Hoa, Chu tich Hoi dong:
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- Tir thang 6/2024 thanh tra GMP ctia FDA d3 phét hién vé vin d& khong dép tng
GMP clia co s& san xudt Mylan Laboratories Limited tai Indore-Pithampur.

- Qua trinh dam bao chét luong (Quality Assurance) 1a ca mdt qué trinh giam sat,
kiém soét chét luong va két hop véi viéc 14y miu kiém nghiém (ngiu nhién) thi méi
két luan cho 16 thubc dat yéu cau. Tir thang 6/2024 thanh tra GMP ciia FDA-USA
d3 phat hién vé van dé khéng dap tmg GMP ciia co s& san xuat Mylan Laboratories
Limited, viéc 14y mau dé kiém tra chét luong chi x4c dinh mau thudc d6 dat chét
lwong nhung khong thé két luan cho ca 16 thudc d6 dam bao chét luong.

- Pbi véi 16 thube da duoc san xuét trén day truyén khéng dugc dam bao vé chét
lwong, dé nghi cac thanh vién Hoi dong xem xét vé viéc yéu cau thuc hién theo Pidu
15 Thong tu 45/2024/TT-BYT la yéu céu co sé tam dimg kinh doanh, sir dung, niém
phong va bao quan thudc c6 ddu hidu khéng an toan cho ngudi sir dung dé chd két
luan ctia FDA- USA va ctia Chau Au vé GMP clia co s& san xuét.

- Yéu cu Vién kiém nghiém thuéc Trung uong/ Vién kiém nghiém thudc thanh
phd H6 Chi Minh dén 14y mu dé kiém tra chit luong va béo céo lai Hoi ddng.

6. DS. Nguyén Vin Vién - Truwéng phong Quan Iy Chat lwgng thude bio cio:

D6i v6i M§ 12 nuée dua ra thong tin canh bao nay nhung dén nay ciing chua c6
thong bao vé thu hdi dbi véi nhing thube do co s& Mylan Laboratories Limited tai
Indore-Pithampur, An D6 san xuét.

7. PGS. TS. Poan Cao Son — Thanh vién Hoi dong:

Dong ¥ véi ¥ kién cua thiy Hoa — Chu tich Hoi ddng, tuy nhién dé nghi yéu cau
doanh nghiép c6 céng van moi Vién kiém nghiém thudc hoic cac Trung tAm kiém
nghiém dé'n‘léy m"ﬁu kiém tra chét luong.

8. Hoi dong ket ludn:

- Yéu cau Cuc Quén ly duge c6 thong bao téi doanh nghiép dang sé hiru gidy
dang ky luu hanh thuéc do Mylan Laboratories Limited tai Indore-Pithampur, An
D0 san xuit vé viéc ngimg nhép khau thudc cho dén khi c6 théng bao dat GMP.

- D6i véi céc 16 da nhap khiu vao Vit Nam truée ngay 19/12/2024 yéu ciu doanh
nghiép niém phong, tam dirng luu hanh va cé bao cdo s6 lugng ton kho giri dén Cuc
QLD.

- Cuc Quén ly dugc cé céng vin yéu cau co quan, don vi chuyén mén trong hé
théng quén 1y chét lugng thude hodc co quan thanh tra d&én 14y mau thubc do co sé
Mylan Laboratories Limited tai Indore-Pithampur, An D6 san xuét dé kiém tra chét
lugng.

- Sau khi c6 du théng tin, Cuc Quan ly dugc béo cdo Hoi dong va Hoi ddng s& c6
y kién xtr 1y tiép theo.

- Pbi v6i cac hd so ding ky thudc do co s& Mylan Laboratories Limited tai
Indore-Pithampur, An D¢ d3 ndp 1én Cuc Quan 1y duoc, sau khi thAm dinh vé mit
chuyén mén, Cuc Quan ly duoc van bao cdo 1én Hoi déng dé xem xét vé mit chuyén
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mén. Néu dap tmg chuyén mén, Cuc Quan ly Duoc chi cp gidy ding ky luu hanh
thubc khi doanh nghiép dap tmg GMP theo quy dinh.

Trén day la céc ¥ kién thdm dinh, tur vén ciia Hoi dong tu van cép Gidy DKLH
thudc, nguyén liéu lam thudc B6 Y te Cuc Quan ly Duoc, cin ¢t vao cac y kién

thdm dinh, tu vin cia Hoi dong, trién khai thuc hién theo ding céc quy dinh hién
hanh./.

9/9 .
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