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CUC QUAN LY DUGC

QUY TRINH
CONG BO, PIEU CHINH, CAP
NHAT THAY POI, BO SUNG,
LOAI BO THONG TIN THUOC
BIET DUQC GOC, SINH
PHAM THAM CHIEU, THUOC
CO CHUNG MINH TUONG
PUONG SINH HQC
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Ngay ban hanh: 0#/04Jt024
LAn ban hanh: 02

Téng s6 trang: 10

quy dinh nay.

dao Cuc Quan Iy Duoc.

1. Nguoi c6 lién quan phdi nghién citu va thuc hién ding cdc néi dung cia
2. Noi dung trong quy dinh nay cd hiéu luc thi hanh nhw sy chi dao ciia lanh

3. Mbi don vi chi dwgc phdn phéi 01 ban (cé dong déu kiém soat). Khi cdc
don vi c6 nhu cdu phdn phoz thém tai liéu phai dé nghi véi Ban OMS dé c6 ban déng
ddu c6 kiém sodt. File mém duoc cung cap trén mang ni bg dé chia sé thong tin.

NOI NHAN (ghi ré noi nhén réi danh diu X é bén canh)

Lanh dao Cuc Phong Piing ky thude

Ban QMS Phong Quin Iy chit lwgng thude

Vian phong Cuc Phong Quan ly gia thudc

Phong Phip ché Hoi nhép [] | Phong Quan Iy m§ phim

Phong Quan Iy Kinh doanh [] | Trung tim Do tao va Hj tro doanh

Duwgc nghiép dwge my phim

Vian phong NRA Vin phong Hgi dong tw véin cap
GDKLH thudc, nguyén liéu lam
thude

Ngay dp dung: 01(01]2026

1/10 }Pm/ t&n ban hanh: 02 /].,/



Cuc Qudn ly Duoc

OT.DK.24.02

BANG THEO DOI TINH TRANG SUA POI

STT | Ngay sira doi

Vi tri stra doi

Noi dung sira doi

Ghi chua

Toan bd quy trinh

Ghép quy trinh cong
b6 biét duge gbc, sinh
phdm tham chiéu va
quy trinh cong bd
thudc ¢6 ching minh
tuong duong sinh hoc

Noi dung quy
trinh

Bb sung cac budc thue
hién loai bd thudc ra
khoi Danh muc cac
thudc da cong bd theo
quy dinh tai diém c
Khoan 1 Diéu 55
Thong tu s6
12/2025/TT-BYT.

Toan bd quy trinh

DPidu chinh mdt sb
bude dé dam bao qua
trinh thuc hién chat
ché. Stra dbi thé thirc,
cau chit cho thdng
nhét v4i cac SOP hién
hanh.

-
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Cuc Qudn ly) Dugc OT.DK.24.02

1. MUC PiCH

Quy trinh nay nhdm théng nhét viéc cong bd thube biét duoc géc, smh pham tham
chiéu, thudc ¢6 chimg minh tuong duong sinh hoc dbi véi thube da duoc cap gidy ding
ky luu hanh; viéc diéu Chlnh cép nhat thay ddi, bd sung thong tin thude trong Danh muc
céc thube biét duge gbe, sinh pham tham chiéu, Danh muc céc thudc c6 chu’ng minh
tuo*ng duong sinh hoc; viéc loai bé thudc ra khoi Danh muc céc thube biét duge gbc, sinh
pham tham chiéu, Danh muc céc thude cé ching minh tuong duong sinh hoc.

2. PHAM VI AP DUNG

2.1. T4t ca céc lanh dao, can bd, chuyén vién Cuc Quén ly Dugc duge phén cong
tham gia trong qua trinh cong bé, diéu chinh, cip nhét thay déi, b sung, loai bd thong tin
thube biét duge gbe, sinh phém tham chiéu, thudc c6 chimg minh twong duong sinh hoc.

2.2. Quy trinh nay 4p dung dbi véi cac truong hop:

a) Cong bd thube biét duoc gbc, sinh pham tham chiéu, thuéc c6 chimg minh
tu'orng duong sinh hoc nop kém theo hd so cdp GPKLH theo quy dinh tai diém i Khoan
1 Diéu 55 Théng tu s6 12/2025/TT—BYT

b) Cong b thube biét duoc gbe, sinh phdm tham chiéu, thudc c6 chirng minh
tuong duong sinh hoc theo quy dinh tai muc MiV-PA37 va MiV-PA38 Phu luc II ban
hanh kém theo Théng tu s6 12/2025/TT-BYT theo quy dinh tai diém i Khoan 1 Pidu
55 Thong tu s6 12/2025/TT-BYT.

¢) Piéu chinh, cép nhat thay déi, bd sung théng tin thuéc trong Danh muc céc
thudc biét duge gbc, sinh phim tham chiéu, Danh muc cac thuoc c6 ching minh tuong
duong sinh hoc theo quy dinh tai Khoan 2 Diéu 53 Théng tu sé 12/2025/TT-BYT, bao
gdm:

- C4c thong tin theo quyét dinh gia han Gidy déng ky luu hanh thudc;

- Cac thong tin dugc phé duyét theo vin ban ctia Cuc QLD ddng y thay di, bd sung;

- Cac théng tin dugc dinh chinh theo vin ban ctia Cuc QLD.

d) Loai bé thudc ra khoéi Danh muc cac thue biét dugc gde, sinh phdm tham
chiéu, Danh muc céc thuée co chung minh tuong duong sinh hoc theo quy dinh tai diém
¢ Khoan 1 Diéu 55 Théng tu sé 12/2025/TT-BYT.

3. TAI LIEU THAM CHIEU

3.1. Luéat Duoc ngay 06/4/2016; Luét stra d6i, bd sung mot sb diéu cia Luat Duogc
ngay 21/11/2024.

3.2. Théng tu sb 12/2025/TT-BYT ngdy 16/5/2025 ctia B6 Y té quy dinh viéc
dang ky luu hanh thude, nguyén liéu lam thube.

4. TRACH NHIEM THU'C HIEN

4.1. Lanh dao chat lugng, Ban QMS c6 trach nhiém kiém tra, gi4m sat viéc tuan
thu cac quy dinh tai quy trinh nay.

4.2. Lanh dao Cuc, Lanh dao Phong PKT va can b, céng chirc 6 lién quan co
trach nhiém thyc hién va tuan thi nhitng quy dinh trong quy trinh nay.

/M
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Cuc Quan Iy Dwgc OT.DK.24.02

4.3. Lanh dao Phong DKT c6 trach nhiém giam sat dé bao dam nhitng quy dinh
trong Quy trinh nay duge thuc hién va tuan thu theo yéu cAu cua Hé théng quan ly chét
lugng.

4.4. Lanh dao Phong PKT c6 trach nhiém thudng xuyén kiém tra, don déc, 0
chire thuc hién theo diing quy dinh tai quy trinh nay.

4.5. Lanh dao cac phong c6 lién quan trong Cyc QLD c6 trach nhiém phdi hop,
kidm tra va bao dam nhitng quy dinh trong quy trinh ndy dugc thyc higén va tuén thu
mdt cach ddng bd va théng nhat.

5. THUAT NGU VA CHU VIET TAT

5.1. Thuat ngi

- Chuyén vién phu trach: la chuyen vién duoc giao nhiém vu thu ly hd so diang
ky thudc theo Béng phén cong chi tiét nhiém vu cta lanh dao, chuyén vién, can bd
phong Dang ky thubc hozc theo phan cong ctia Truong phong Dang ky thude.

- Chuyén vién d4u mbi: 1 chuyén vién duoc giao thyc hién chirc nang, nhiém vu
cu thé trong bang phan cong nhiém vu Phong PKT lién quan dén cac budc trong quy
trinh.

- Hoi ddng: 13 Hoi dong tu vén cép gidy PKLH thudc, nguyén liéu lam thude
duoc thanh 1ap theo Quyét dinh ctia Bo truéng Bo Y t€.

5.2. Chir viét tit:

- HD: Héi ddng tu van cip gidy dang ky luu hanh thubc, nguyén liéu lam thude

- VPHD: Vin phong Hoi dong tu vén clp gidy dang ky luu hanh thubc, nguyén
lidu lam thudc

- QLD: Quan ly Dugc

- LDC: Lanh dao Cuc

- PCT: Pho Cuyc trudng

- VPC: Véan phong Cuc

- DKT: Pang ky thubc

- TP: Trudng phong

- PTP: Phé truéng phong

- CVDM: Chuyén vién dau mdi

- CVPT: Chuyén vién phu trach

- GPKLH: Gidy ding ky Iuu hanh

- BDG: Biét dugc gbc

- SPTC: Sinh phim tham chiéu

- TBDSH: Tuong duong sinh hoc

- TTDT: Thong tin dién tir
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Cuc Qudn ly Dwoc OT.DK.24.02
6. NOI DUNG QUY TRINH
Bwéc | Mé ta bude thue Trach Thoi gian thwe hién Noi dung thwc hién va biéu miu Ghi cha
thue hién nhiém
hién
1 Ténghquanhlnuc
1.1 | Téng hop danh myc céng bé
1.1.1 | Déi véi tinh hubng CVPT 02 ngay ké tir ngay ky | - CVPT can ci céc tai liéu sau dé tong hop danh muc cac thude da duge
amuc 2.2 Quyét dinh cAp GPKLH | Hoi ddng két luan ddng ¥ cong bd BDG, SPTC theo bidu miu phiéu ra
soat BM.DK.24.02/01A; danh muc c4c thubc da dugc Hoi ddng két
luan dong y cong b thubdc c6 chimg minh TDSH theo biéu miu phiéu
ra soat BM.DK.24.02/01B:
+ Bién ban hop Hoi ddng;
+ Quyét dinh cAp GPKLH.
- CVPT ra soat thong tin thude trong biéu mAu phiéu ra soat dam bao
dy di, théng nhit véi bién ban hop hoi déng va quyét dinh cip
GDKLH, ky xac nhén va trinh PTP phu triach xem xét.
1.1.2 | DBbi v6i tinh hubng CVPT 02 ngdy ké tr ngdy c6 |- CVPT cin cir Bién ban hop Hoi ddng dé téng hop danh muc céc thudc
b muc 2.2 cong van ctia VPHD théng | da duge Hoi dong két luan ddng ¥ cdng b6 BDG, SPTC theo biéu mau
béo bién ban hop HD phiéu ra soat BM.DK.24.02/01A; danh myc cdc thube da dugc Hpi
ddng két luan dong ¥ cong bd thubc cé chimg minh TDSH theo bidu
méu phiéu ra soat BM.DK.24.02/01B.
- CVPT ra so4t théng tin thude trong biéu miu phiéu ra soat dam bao
ddy du, thong nhit véi bién ban hop hdi ddng, ky xac nhan va trinh
PTP phu trach xem xét.
1.1.3 | Péi véi tinh hudng CVPT 02 ngay ké tir ngay c6 |- CVPT cin cit cc tai lidu sau dé tong hop danh muc cac thudc BDG,
¢ muc 2.2 Quyét dinh gia han | SPTC cin didu chinh, cip nhat thay dbi, bd sung théng tin thuéc theo
GDKLH, hodc ¢6 cong | biéu miu phiéu ra soat BM.PK.24.02/02A; danh muc cac thude cb
vin ciia Cuc QLD dong ¥ chimg minh TDSH can diéu chinh, cap nhat thay ddi, bd sung thong tin

¢
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Cuc Qudan ly Dugc

QT.PK.24.02

Buwoc
thyre
hién

Mo ta bwoe thue
hién

Trach
nhiém

Thoi gian thwe hién

Noi dung thiwre hién va biéu mau

Ghi chu

phé duyét TDBS, dinh
chinh, hodc c6 van ban de
nghi ctia doanh nghiép

thudc theo biéu mau phiéu ra soat BM.DK.24.02/02B:

+ Quyét dinh gia han Gidy ding ky hru hanh thubc;

+ Vin ban ctia Cuc QLD ddng v thay dbi, bb sung thong tin thube;

+ Van ban cta Cuc QLD stra dbi thong tin thude;

+ Vin ban ciia doanh nghiép dé nghi diéu chinh, cip nhat thay ddi,
bd sung thong tin déi véi thude da duoc cong bd BDG, SPTC, thube
¢6 chimg minh TDSH.

+ Quyét dinh cong bd thubc BDG, SPTC, thudc c6 chimg minh

TDSH.
- CVPT ra soat thong tin thudc trong biéu mAu phiéu ra soat dam bao
ddy du, théng nhat véi quyét dinh gia han GDKLH, van ban phé duyét
thay ddi bd sung hozc vin ban didu chinh théng tin, ky x4c nhan va
trinh PTP phu trach xem xét.

&2

Loai b6 thuéc ra khéi Danh muc da

cong bo

Péi voi tinh hudng
d muc 2.2

EYET

02 ngay ké tir ngay cob
cong van cua VPHD thong
béo bién ban hop HD

- CVPT can ctr Bién ban hop Hoi ddng dé tong hop danh muc céc thude
d4 duoc Hoi ddng két ludn ddng ¥ loai bo ra khéi Danh muc céc thube
BDG, SPTC theo biéu mAu phiéu ra soat BM.PK.24.02/03A; danh muc
cac thudc da duoc Hoi dt‘“)ng két luan df")ng y loai bd ra khoi Danh muc
cac thubc c6 chimg minh TDSH theo biéu miu phidu ra soét
BM.DK.24.02/03B.

- CVPT ra soat thong tin thudc trong biéu méu phiéu ra so4t dam bao
ddy da, thdng nhit voi bién ban hop hoi ddng, ky xac nhan va trinh

a":\Ngdy dp dung: O1[04[2026
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- Cuc Qudn ly Dwoc

OT.DK.24.02

Budéc
thue
hién

Mo ta buoc thue
hién

Trach
nhiém

Thoi gian thwe hién

Noi dung thwre hién va biéu mau

Ghi chu

Phé duyét Phiéu
ra soat va danh
muc

PTP phu
trach

01 ngay

- PTP phu trach xem xét, néu dong y, ghi 1o v kién va ky phiéu ra soat
tra lai cho CVPT.

- Néu chua dong ¥, ghi 3 ¥ kién vao phiéu ra soét va tra lai CVPT.
CVPT kiém tra théng tin va béo c4o lai PTP phy tréch trong ngay.

Chuyén phiéu ra
soat da dwoc phé
duyét cho CVDM

CVPT

01 ngay

- Sau khi nhan dwoc phiéu ra soat di duge PTP phu trach phé duyét,
CVPT chuyén cho CVDM, PTP phu trach qua thu dién tr cong vu
Phiéu ra soét (dudi dang file scan va file mém).

- CVDM va PTP phu trach chiu trach nhiém tao thur muc riéng ctia timg
dot trén thur dién tir cong vu dé luu Phiéu ra soat nhdm dam bao viée
theo doi, gidm sat danh muc do CVPT chuyén theo timg dot.

Tong hop danh
muc

CVbM

03 ngay

- CVDM téng hop danh muyc tir cac CVPT, du thao céc ndi dung sau:
(1) Phiéu trinh PCT phu tréch;

(2) Dy thao Quyét dinh theo mt trong céc Biéu mau:

- Biéu mau BM.DK.24.02/04A (d6i v6i cong bd thudc BDG, SPTC)
hodc BM.DK.24.02/04B (d6i vé&i cong bd thudc c6 chimg minh
TDSH);

- Biéu mau BM.DK.24.02/05A (d6i v6i diéu chinh, cap nh4t thay ddi,
bd sung thong tin thubc da cong bd BDG, SPTC) hodc bidu miu
BM.DK.24.02/05B (dbi v6i didu chinh, cap nhat thay dbi, bd sung
thong tin thudc d4 céng bd c6 chimg minh TDSH);

- Biéu mau BM.PK.24.02/06A (déi v6i loai bo thude ra khoi danh muc
céc thube BDG, SPTC) hoic biéu miu BM.DK.24.02/06B (déi véi loai
bo thude ra khéi danh muc cac thude cé chimg minh TDSH).

Luu y: dé thudn tién cho viéc ra so4t, cac biéu miu kém theo quyét dinh
can bd sung cot tén chuyén vién phu trach.

- CVDM chuyén du thio Quyét dinh cho cic CVPT va PTP phu trach,

b
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Cuc Qudan Iy Duoc

OT.DK.24.02

Bwéc | Mo ta buwée thwe Trach Thoi gian thwe hién Noi dung thwe hién va biéu miu Ghi chu
thwe hién nhiém
hién

TP qua thu dién tir cOng vu.

3 CVPT rda sodt EYPT Trong ngay CVPT ra soat thong tin tai du thao Quyét dinh do CVDM gii vé:
théng tin trong du - 86 lugng thube ciia CVPT trong du thao Quyét dinh ¢am bao di so
thao Quyét dinh v6i Phiéu ra so4t do CVPT giri CVDM.

- Thong tin thubc cia CVPT trong du thao Quyét dinh dam béo chinh
xéc so v&i thong tin thudc trong phiéu ra soat do CVPT giri va trong hd
so dang ky.

Sau khi ra soat, CVPT gtri lai CVDM, LDP phu trach qua thu dién tir
cong vu dé x4c nhan tinh df?ly dd, chinh xéac thong tin cac thube do
CVPT thu Iy trong du théao Quyét dinh.

Truong hop thdng tin chwa chinh xac, cin diéu chinh lai, CVPT phai
ghi 16 trong thu dién tir 4& CVDM téng hop lai.

6 |CVDM trinh de| CVBDM 01 ngay CVDM trinh PTP phu trach du thao Phiéu trinh, Quyét dinh kém theo
thio néi dung toan b cac thu dién tir xac nhan cia cac CVPT.
trinh LDC Luu y: CVDM loai bé ¢t “Tén chuyén vién” trong biéu méu kém theo

Quyét dinh.

7 PTP xem xét dw| PTP phu 01 ngay PTP phu trich xem xét dur thao Phiéu trinh, Quyét dinh va cac thu dién
thio ngi dung trach tir x4c nhan cta cac CVPT. Néu ddng ¥, PTP phé duyét dé trinh TP.
trinh LDC Néu chwa dong ¥, ghi 16 y kién vao phiéu trinh dé CVDM kiém tra, bao

cao lai.

8 |TP xem xét duw TP 01 ngay TP xem xét du thao Phiéu trinh, Quyét dinh va cac thu dién tir xac nhan
thio ndi dung clia cic CVPT. Néu dong y, TP phé duyét dé trinh PCT phu trach. Néu
trinh LDPC chura ddng ¥, tra lai va ghi 13 ¥ kién vao phiéu trinh dé PTP phu trach

va CVDM kiém tra.
&—E Ngay dp dung: 0F(04(202¢ 8/10 Lan ban hanh: 02 V
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Cuc Quan ly Dwgc OT.DK.24.02
Bude | M6 ta budce thwe Trach Thai gian thwe hién Noi dung thue hién va biéu miu Ghi chu
thwe hi¢n nhiém
hién ’ i -
9 LDPC xem xét PCT phu 05 ngay PCT phu trach xem xét Phiéu trinh, Quyét dinh. Néu dong y thi ky
trach Quyét dinh. Néu chua ddng v, ghi 16 y kién vao phiéu trinh dé phong
DPKT kiém tra, bao cdo lai.
10 | Ph4t hanh Quyét | Vin thu Cuc Trong ngay Sau khi LBC ky Quyét dinh, Van thu Cuc cAp sb, déng diu ban hanh
dinh, ding tai Quyét dinh.
trén Trang TTPT VPC dang tai Quyét dinh 1én Trang TTDT ctia Cuc QLD theo Quy
trinh Déng tai, cdp nhat thong tin trén trang thong tin dién tir ctia Cuc
QLD.
11 | Tong hep, lwu hd| CVPT; 01 ngay CVPT luu ho so, tai liéu tai bude 1. CVDM Lwu hd so, tai lidu tai bude
so CVbM 4 tai File theo doi chung cua P. DKT.
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Cuc Qudn ly Dwgc OT.PK.24.02

7. HO SO

- Hb so cong b thuéc BDG, SPTC, thubc c6 chiing minh TDSH.

- Vin ban d& nghi didu chinh, cap nhat thay dbi, bd sung théng tin dbi véi thude
BDG, SPTC, thubc ¢6 chting minh TDSH da dugc cong bo.

- Tai lidu chting minh thudc trong Danh myuc thuée BDG, SPTC hogc Danh myc
thuc ¢6 chimg minh TDSH khéng con phit hop tiéu chi phan loai thude BDG, SPTC,
thudc c6 chimg minh TDSH; Van ban ciia doanh nghiép d& nghi loai b6 thude khoi
Danh muc thuéc BDG, SPTC, Danh muc thudc c¢6 ching minh TDSH.

- Céc Phiéu ra soat theo Quy trinh.

- Bién ban hop HD.

- Quyét dinh cong bd BDG, SPTC hoic Quyét dinh cong bd thudc c6 chimg minh
TDSH d4 ban hanh/Quyét dinh didu chinh, cap nhét théng tin thubc BDG, SPTC, thude
¢ chimg minh TDSH.

8. BIEU MAU

- BM.PK.24.02/01A: Phiéu ra soat x4c nhan thong tin d& nghi cong bd thubc da
cdp GPKLH dugc phan loai BDG/SPTC.

- BM.DK.24.02/01B: Phiéu ra soat x4c nhén thong tin d& nghi cong bé thube da
cAp GPKLH c6 chiing minh TDSH.

- BM.DK.24.02/02A: Phiéu ra soat xac nhan didu chinh, c4p nhat thay dbi, bd
sung thong tin thube tai Danh muc thudc BDG, SPTC.

_ BM.PK.24.02/02B: Phiéu ra soat x4c nhan diéu chinh, cap nhat thay doi, bo
sung thong tin thudc tai Danh myc thube c6 chimg minh TDSH.

- BM.PK.24.02/03A: Phiéu ra soat xac nhan théng tin thudc dé nghi loai bd khoi
Danh muc thuéc BDG, SPTC.

- BM.PK.24.02/03B: Phiéu ra soét x4ac nhan thong tin thudc d& nghi loai bé khoi
Danh muc thubc ¢6 chimg minh TDSH.

- BM.PK.24.02/04A: Quyét dinh cong b Danh muc thudc BDG, SPTC.

- BM.DK.24.02/04B: Quyét dinh cong bd Danh muc thubc c¢6 chimg minh
TDSH.

- BM.PK.24.02/05A: Quyét dinh cong bd Danh muc thuéc BDG, SPTC c6 diéu
chinh, cép nhét thay d6i, bd sung théng tin thude.

- BM.DK.24.02/05B: Quyét dinh c6ng b Danh muc thudc ¢6 chiing minh TDSH
¢6 didu chinh, cép nhat thay d6i, b sung thong tin thubc.

- BM.PK.24.02/06A: Quyét dinh loai bo thuéc ra khoi Danh muc thude BDG,
SPTC.

- BM.DPK.24.02/06B: Quyét dinh loai bo thudc ra khoéi Danh muc thude ¢ chimg
minh TDSH.

/A/
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Cuc Qudn ly Dwoc

OT.DK.24.02

BM.PK.24.02/01A
PHIEU RA SOAT
XAC NHAN THONG TIN PE NGHI CONG BO THUOC PA CAP GPKLH PUQC PHAN LOAI BDG/SPTC

STT | Ténthuéc | Ham lwgng Dang bao Quy ciach S6 dang ky Co s6 san xuat Dia chi co sé san xuit Dot c:ip (theo Quyét dinh
hoat chit ché dong goi S0 .... ngay...)
Danh muc nay gom ......... thudc.

Céc théng tin cong bd phit hop véi hd so ding ky thude da ndp.
Kinh d€ nghi Lanh dao Phong, Lanh dao Cuc cho phép cong bo cac théng tin néu trén./.

PHO TRUONG PHONG

11

Ha N¢i, ngay

thang nam

CHUYEN VIEN PHU TRACH




Cuc Quidn ly Duoc QT.DK.24.02
BM.DK.24.02/01B
PHIEU RA SOAT
XAC NHAN THONG TIN BE NGHI CONG BO THUOC PA CAP GPKLH CO CHUNG MINH TPSH
STT | Ténthuéc | Ham lrong Dang bao Quy cach S6 ding ky Co so san xuat Dia chi co sé san xuit bot cap (theo Quyét dinh
hoat chit ché dong goi .. ngay...)
Danh muc nay gom .. .. thude.

Céc théng tin cong bo phu hop v&i hd so dang ky thudc da ndp.
Kinh d& nghi Lanh dao Phong, Lanh dao Cuc cho phép cong bb céc thong tin néu trén./.

PHO TRUONG PHONG

12

Ha N¢i, ngay

thang nam

CHUYEN VIEN PHU TRACH




Cuc Qudn ly Duoc QOT.DK.24.02
BM.DK.24.02/02A
PHIEU RA SOAT
XAC NHAN PIEU CHINH, CAP NHAT THAY POI, BO SUNG THONG TIN THUOC TAI DANH MUC THUOC BDG/SPTC
STT Tén S6 ding | Hiéulwc | Hoat chat, Dang | Quy cich Co so Dia chi NGi dung da | Noi dung diéu | Cincir | Vin ban dé nghi
thube ky GDKLH | ham lwong | bao ché | déng géi | san xuit CSSX dwoc cong b chinh, cap ra soat | cia doanh nghiép
nhit TPBS (S5, ngay tiép nhén

ctia Cuc QLD) (¥)

Céc thong tin cdp nhét, diéu chinh pht hop véi ho so cdp GPKLH va cong van thay ddi, bd sung dé phé duyét.

Kinh dé nghi Lanh dao Phong, Lanh dao Cuc cho phép cép nhét, diéu chinh cac théng tin néu trén d6i véi thudc da dugce cong bb trong Danh muc thuée BDG, SPTC./.

PHO TRUONG PHONG

(*) Chuyén vién ghi 3 ngi dung thay doi bé sung.
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Ha Ngi, ngay

thang

nam 2025

CHUYEN VIEN PHU TRACH
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Cuc Quan ly Dugc QT.DK.24.02

BM.DPK.24.02/02B
PHIEU RA SOAT
XAC NHAN PIEU CHINH, CAP NHAT THAY POI, BO SUNG THONG TIN THUOC TAI DANH MUC THUOC CO CHUNG MINH TDS]

STT | Tén S§ dang | Hiéulyc | Hoatchdt, | Dang | Quycach | Co sé | Diachi | Ngidungda | Noidung diéu | Ciin cir

! y ] Vin bin dé nghi
thude ky GPKLH | ham lwgng | bao che | dong géi | san xuat CSSX dwoc cong bo

chinh, cap rasoat | cia doanh nghiép
nhat TDBS (S0, ngay tiep nhian
ciia Cuc QLD) (¥)

Céc thong tin cép nhat, diéu chinh phit hop v&i hd so ¢Ap GPKLH va cong vin thay dbi, b sung da phé duyet
Kinh d& nghi Lanh dao Phong, Lanh dao Cuc cho phép cap nhat, diéu chinh céc théng tin néu trén dbi véi thudc da dugc cong bd trong Danh muc thubc ¢é chitng minh TDSH./.

] . Ha Néi, ngay ~ thang  nam 2025
PHO TRUONG PHONG CHUYEN VIEN PHU TRACH

(*) Chuyén vién ghi ré ngi dung thay doi bo sung.

o 14



Cuc Quan ly Dwgc OT.DK.24.02

BM.DK.24.02/03A
PHIEU RA SOAT
XAC NHAN THONG TIN THUOC PE NGHI LOAI BO KHOI DANH MUC THUOC BDG/SPTC
STT | Tén thuéc | Ham Iwrong Dang bao Quy cach S6 ding ky Co sé'san | Dia chico sé Pi cong bd thude Ly do dé xuat
hoat chit ché dong géi xuét san xuit BDG/SPTC tai Quyét loai bé

dinh s .... ngay...

Danh muc nay gom ......... thude. )
Kinh dé nghi Lanh dao Phong, Lanh dao Cuc xem xét loai bd cac thude néu trén./.

; 5 : Ha Ngi, ngay  thang  ndm
PHO TRUONG PHONG CHUYEN VIEN PHU TRACH
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Cuc Qudn ly Duoc QT.DK.24.02

BM.DK.24.02/03B
PHIEU RA SOAT
XAC NHAN THONG TIN THUOC PE NGHI LOAI BO KHOI DANH MUC THUOC CO CHUNG MINH TPSH
STT | Tén thuée | Ham lwong Dang bao Quy cach S6 ding ky Co sé'san Dia chi co so Pi cong bd thude c6 Ly do dé xuit
hoat chit ché déng goi xuat san xuat chirng minh TDSH tai loai bé

Quyet dinh $0 .... ngay..

Danh muc nay gom .. .. thude.
Kinh dé nghi Lanh dao Phong, Linh dao Cuc xem xét loai bo cac thude néu trén./.
Ha Ngi, ngay thang nam

PHO TRUONG PHONG CHUYEN VIEN PHU TRACH
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Cuc Qudn ly Dwoc QOT.DK.24.02

BM.DK.24.02/04A
BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc 1ap — Tw do — Hanh phiic
S6: /QP-QLD Héa Ngi, ngay  thdng — ndm
QUYET PINH
Vé viée cong b6 Danh muc thudce biét dwge goc/sinh pham tham chiéu
Pot ... - Nim ...

CUC TRUONG CUC QUAN LY DUQC
Cén cit Ludt Duge ngay 06 thdng 4 nam 2016, Ludt sia déi, bé sung mot 56 diéu cila
Ludt Duoc ngay 21 thcing 11 nam 2024,

Céin cit Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh phu quy
dinh chitc ndang, nhiém Vi, quyén han va co cdu t6 chirc ctia Bo Y 1é;

Céin cit Thong tw s6 12/2025/TT-BYT ngay 16 thdng 5 niim 2025 cia Bo trudng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thude;

Cdn cit Quyét dinh s6 2386/0D-BYT ngay 22 thdng 7 nam 2025 cua B§ truéng Bo Y té
quy dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chite ciia Cuc Quan 1y Duoc thuge Bo
Y1é;

Can cir k.’é’t ludn ciia Hi dong tw van cdp gidy ding ky lheu hanh thube, nguyén liéu lam
thuoc - Bg Y té dot ... hop ngay ...

Theo dé nghi ciia Trieomg phong Ping ky thuéc - Cuc Quadn Iy Duoc.

QUYET PINH:
Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thubc biét dugc gbe/sinh phadm
tham chiéu Dot ... - Nam ... gdm ... thudc.

Diéu 2. Quyet dinh nay cé hiéu Iwc ké tir ngay ky ban hanh.,

Piéu 3. Giam ddc S¢ Y té céac tinh, thanh pho truc thude Trung wong, cac co s& kinh
doanh dugc va Giam dbc co s& ¢ thude néu tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

g s KT. CUC TRUONG
- Nhu Diéu 3; r o
- B6 trudng (dé b/c); PHO CUC TRUONG

- Thi trudng phu trach (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Quén Y - B Qudc phong, Cuc Y té - B§ Cong an;
Cuc Y t& GTVT - B Xdy dung;

- Bao hiém x4 hoi Viét Nam- B6 Tai chinh;

- By Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong
HPTV cip GPKLH thudc, NLLT;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Téng Cobng ty Dugc Viét Nam — CTCP;

- Céc Bénh vién, Vién c6 giudng bénh truc thudc B Y té;
- Trung tdm mua sim tap trung thudc qudc gia;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
-(...)

- Luu: VT, BKT.

Ghi chi: Cée can cir phap 1Y, ndi dung tai Biéu mau Quyét dinh ndy c6 thé dugc diéu chinh cho phi hop véi
cac van ban quy pham phap luét va tinh hudng thyc tién.
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Cuc Qudn ly Dugc OT.DK.24.02

Phu luc
DANH MUC ... THUOC BIET DUQC GOC/SINH PHAM THAM CHIEU
’ ~ POT...-NAM ...
(Kem theo Quyét dinh so ../OD-QLD ngay ... /.../.... cua Cuc Qudn 1y Duoc)

Dia chi co s& sdan

STT |Tén thude| Hoat chit, |[Dang bao| Quy cach Sé diing | Co s& san
A P A
xuat

ham lugng | ché dong goi ky xuit
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Cuc Qudn ly Dugc QT.DK.24.02

BM.PK.24.02/04B
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
S6: /QP-QLD Hé Néi, ngay  thdng — ndm
QUYET PINH
V& viéc cong bd Danh muc thudc ¢6 chimg minh twong dwong sinh hoc
Dot ... - Nam ...

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc ngay 06 thang 4 nam 2016, Ludt sita ddi, bé sung mét s diéu cia
Ludt Duoc ngay 21 thdng 11 nam 2024,

Céin cir Nghi dinh s6 42/2025/ND-CP ngay 27 thdng 02 nam 2025 cua Chinh phu quy
dinh chitc ndng, nhiém Vi quyén han va co cau 16 chire cia BO Y té;

Céin cit Thong tw s6 12/2025/TT-BYT ngay 16 thang 5 ndm 2025 cia Bg truong Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc;

Can cir Quyét dinh s6 2386/0D-BYT ngay 22 thang 7 ndm 2025 ciia Bé trudng Bo Y té
quy dinh chitc ndng, nhiém vy, quyén han va co cdu té chire ciia Cuc Quan Iy Dugc thuge Bo
Y té;

Can cit kfft luén ciia HYi dong tu vén cdp gidy ddng ky luu hanh thuée, nguyén liéu lam
thuoc - Bé Y té dot ... hop ngay ...

Theo @ nghi ciia Truéng phong Ping ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Cong bd kem theo Quyét’ dinh nay Danh muc thudc chimg minh tuong dwong
sinh hoc Pot ... - Ndm ... gom ... thuoc.

Pidu 2. Quyét dinh nay c6 hiéu Iuc ké tir ngay ky ban hanh.

Pidu 3. Giam dbc S& Y té céc tinh, thanh pho truc thude Trung wong, cac co s& kinh
doanh dugc va Giam ddc co s¢ c6 thude néu tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

f\gf ng,efn; KT. CUC TRUONG
= U £ieu 3; r >
- B g (AR /) PHO CUC TRUONG

- Thi truémg phu trach (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Quan Y - B§ Quéc phong, Cuc Y té - B Cong an;
Cuc Y t& GTVT - B6 X4y dung;

- Bao hiém x4 héi Viét Nam- B6 Tai chinh;

-Bd Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong
HDPTV cip GPKLH thubc, NLLT;

- Vlen KN thuée TW, Vién KN thubc TP. HCM;

- Téng Céng ty Dugc Viét Nam — CTCP;

- Céc Bénh vién, Vlen ¢d giwong bénh truc thudc By Y té;
- Trung tdm mua sim tap trung thude qudc gia;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
-(..)

- Luu: VT, BKT.

Ghi chi: Céc cain cir phép ly, ndi dung tai Biéu mu Quyét dinh nay c6 thé dwgc diéu chinh cho phit hop véi
céc van ban quy pham phap ludt va tinh hudng thuc tién.
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Cuc Quin Iy Dugc QT.DK.24.02

Phu luc
DANH MUC ... THUOC CO CHUNG MINH TUONG PUONG SINH HQC
’ ~ PQT...-NAM ...
(Kém theo Quyét dinh so .../OD-QLD ngay ... /.../.... cia Cuc Qudan Iy Duoc)

STT |Tén thubc| Hoat chat, |Dang bao| Quy cach |S6 ding| Cosésan |Dia chi co sé sin
ham lugng che dong goi ky xuat xuat
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Cuc Qudn ly Duoc QOT.DK.24.02

BM.DPK.24.02/05A
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap — Tu do — Hanh phiic
Sé: /QP-QLD Ha Ngi, ngay  thdng — ndm
QUYET PINH

Vé viéc cong bé Danh muc thuoc blet dwoc goc/sinh pham tham chiéu c6 diéu chinh,
cap nhat thay dbi, bd sung thong tin thudc
Dot ... - Nam ..

CUC TRUONG CUC QUAN LY DUQC
Céin ci Ludt Dugc ngdy 06 théng 4 nam 2016, Ludt sira d6i, b6 sung mét s6 diéu ciia
Ludt Duoc ngay 21 thcing 11 nam 2024

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27 thdng 02 ndm 2025 ctia Chinh phii quy
dinh chire ning, nhiém vy, quyén han va co cdu 16 chikc ciia Bo Y té,

Can cit Thong tw s6 12/2025/TT-BYT ngay 16 thdng 5 ndm 2025 ctia B truéng Bo Y té
quy dinh viée déing ky luu hanh thuée, nguyén liéu lam thubc;

Cdn ctr Quyét dinh 56 2386/QD-BYT ngay 22 thang 7 nam 2025 cua B¢ trudng B6 Y té
quy dinh chitc ndng, nhiém vy, quyén han va co cdu té chire ciia Cuc Qudan Iy Duoc thudc Bé
Yité;

Can cir ket lugn ciia Hpi dong tw van cdp gidy dang ky lwu hanh thuéc, nguyen liéu lam
thudc - B6 Y té dot ... hop ngay ..

Theo dé nghi ciia Truong phong Biing kyp thuéc - Cuc Quan Iy Duoc.
QUYET DINH:

Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc biét dugc goc/smh pham
tham chiéu c¢6 diéu chinh, cdp nhat thay ddi, bd sung thong tin thudc Dot ... - Nam ... gobm

.. thube.

Pidu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Gidm dbc S& Y té céc tinh, thanh phd truc thude Trung wong, cic co s& kinh
doanh dugc va Gidm doc co s& ¢6 thude néu tai Piéu 1 chiu trach nhiém thi hanh Quyé¢t dinh
nay./.

Noi nhn: KT. CUC TRUONG
o PHO CUC TRUONG
- B§ trudmg (dé b/c); ¥

- Thir truéng phy tréch (dé b/c);

- Cyc trudng (d€ b/c); )

- Cyc Quén Y - B Quéc phong, Cuc Y té - BY Cong an;

Cuc Y t€ GTVT - B6 Xay dung;

- Bao hiém x& hdi Viét Nam- By Tai chinh;

- BO Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Vin phong

HDTV céip GDKLH thubc, NLLT;

- Vign KN thude TW, Vién KN thuéc TP. HCM;

- Téng Céng ty Dugc Viét Nam — CTCP;

- Céc Bénh vi¢n, Vién c6 givdng bénh tryc thude B Y té;

- Trung tdm mua sim tap trung thudc qudc gia;

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

-(...)
- Luu: VT, BKT.

Ghi chii: C4c can cir phap 1Y, ndi dung tai Biéu mau Quyét dinh ny c6 thé dugc diéu chinh cho phi hop véi
cac van ban quy pham phap ludt va tinh hudng thuec tien.
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Cuc Qudn ly Dwgc QT.DK.24.02

Phu luc
DANH MUC ... THUOC BIET DUQC GOC/SINH PHAM THAM CHIEU CO
THAY DOI, BO SUNG THONG TIN THUOC
POT ... - NAM ...
(Kem theo Quyét dinh 56 .../QD-QLD ngay ... /...\.... cia Cyc Qudn Iy Duroc)

Dang |Quy céich Sé ding| Hiéu lyc |Co s san{Dia chi co s6] Ghi chu

STT | Tén |Hoat chat, ; 0
ky |GPKLH| xuat san xuit *)

thudc |ham lwong | bao ché |déng gbi

(*) Céc thong tin lién quan dén didu chinh, thay dbi bd sung:
- Quyét dinh cong bo thuoc BDG/SPTC lan dau;

r 1

- Céc viin ban lién quan dén diéu chinh, thay ddi, bd sung thong tin cuia thude.
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Cuc Quin ly Dwgc QOT.DK.24.02

BM.DK.24.02/05B
BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lip — Tw do — Hanh phiic
Sé: /QDB-QLD Ha Noi, ngay  thdng  ndm
QUYET PINH

Vé viée cong bé Danh muc thubc cé chu’ng minh twong du’o‘ng sinh hoc ¢cé diéu chinh,
cap nhat thay dbi, b6 sung thong tin thudc
Dot ... - Nam ..

CUC TRUONG CUC QUAN LY DUQC
Can cik Ludt Dwoc ngay 06 thdng 4 ndm 2016, Ludt sia dsi, bé sung mot $6 diéu ciia
Ludt Duoc ngay 21 thcing 11 nam 2024,

Céin cir Nghi dinh s 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co cdu 16 chitc ctia B3 Y té;

Céin cit Théng tw s6 12/2025/TT-BYT ngay 16 thdng 5 ndm 2025 ciia B trucng Bo Y té
quy dinh viéc d‘ang ky lwu hanh thuée, nguyén ligu lam thudc;

Can cir Quyet dinh so 2386/QD BYT ngay 22 thdng 7 ndm 2025 cua B¢ trucng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chite ciia Cuc Quadn Iy Duoc thude Bo

Yté;
Can cir két Iudn cua Héi déng tw vén cdp gidy ddng ky luu hanh thude, nguyén liéu lam
thuoc - Bo Y té dot ... hop ngay ...
Theo dé nghi ciia Truéng phong Déng ky thuée - Cuc Quan Iy Duoc.
QUYET PINH:

Piéu 1. Cong b6 kém theo Quyét dinh nay Danh muc thudc c6 chung minh tuong duong
sinh hoc c6 didu chinh, cap nhit thay dbi, bd sung thong tin thubc Dot ... - Nam . .. gdm ...
thudc.

Diéu 2. Quyét dinh nay c6 hiéu lyc ké tir ngdy ky ban hanh.

Pitu 3. Giam dbc S¢ Y té cac tinh, thanh pho true thude Trung wong, cic co sd kinh
doanh dugc va Giam déc co s& ¢6 thudc néu tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhin: KT. CUC TRUONG
- Nhu Diéu 3;
- B trudng (4 b/c); PHO CUC TRUONG
- Thir trudng phu trach (dé b/c);
- Cuc trudng (dé blc);
- Cuc Quan Y - B6 Quéc phong, Cuc Y té - Bo Cong an;

CucY tq GTVT - B0 Xéy dung;

- Bao hiém xa hoi Viét Nam- Bo Tai chinh;

-B6Y te Vu PC, Cuc QLYDCT, Cuc QLKCB, Van phong

HDTV c4p GPKLH thudc, NLLT;

- Vién KN thudc TW, Vién KN thude TP. HCM;

- Téng Cong ty Dugc Viét Nam — CTCP;

- Céac Bénh vién, Vién c6 giudng benh truc thugc B6 Y té;

- Trung tAm mua sim tap trung thudc quéc gia;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
- ()

- Luu: VT, BKT.

Ghi chi: Céc cén cir phap ly, ndi dung tai Biéu mau Quyet dinh nay c6 thé dugc diéu chinh cho phi hop véi

céc vin ban quy pham phép luét va tinh hubng thue tién.
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Cuc Qudn ly Duwoc

OT.DK.24.02

Phu luc
DANH MUC .. . THUOC CO CHUNG MINH TUONG PUONG SINH HQOC
CO THAY DOI BO SUNG THONG TIN THUOC

POT ... - NAM ..
(Kém theo Quyét dinh so .../QD-QLD ngay ... /.../.... ctia Cuc Qudn ly Duoc)
STT | Tén |Hoatchat,| Dang |Quy cich S6 dang| Hi¢u lwc |Co sé sin Dia chi co' s6] Ghi chi
thuéc |ham lwong [ bao ché [déng géi| ky | GDKLH xuét san xuat (*)

(*) Céac thong tin lién quan dén didu chinh, thay dbi bd sung:

- Quyét dinh cong b6 thube c6 ching minh TDSH l4n dau;
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Cuc Qudain ly Duoc QT.DK.24.02

BM.DK.24.02/06A
BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
Sé: /QP-QLD Ha Néi, ngay — thang  ndm
QUYET DINH

Veé viéc loai bd thudc ra khéi Danh muc thubc biét dugc gbc/sinh pham tham chiéu

CUC TRUONG CUC QUAN LY DUQC
Cain cit Ludt Duoc ngay 06 thdng 4 nim 2016; Ludt sira doi, b6 sung mét s6 diéu ciia
Ludt Duoc ngay 21 z‘hdng 11 ndm 2024,
Cén cir Nghi dinh sé 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chite ciia B Y té;

Can ci Théng tw s6 12/2025/TT-BYT ngay 16 thang 5 ndm 2025 ciia B¢ truéng B Y té
quy dinh viéc dang ky lwu hanh thude, nguyén liéu lam thudc;

Can ik Quyét dinh s6 2386/QD-BY T ngay 22 thang 7 nam 2025 ctia BY trudng Bo Y té
quy dinh chitc ndng, nhiém vu, quyén han va co cdu 1 chire ciia Cuc Quan Iy Dugc thuge Bo
Yté;

Can cir két ludn ciia Héi ddng tw vén cdp gidy ding ky heu hanh thude, nguyén liéu lam
thuoc - Bg Y té dot ... hop ngay ...

Theo dé nghj ciia Triéng phong Déng ky thuéce - Cuc Quan Iy Duoc.

QUYET PINH:
~ Didu 1. Loai b6 ... thude kém theo Quyét dinh ndy ra khoi Danh myc thude biét duoc
goc/sinh pham tham chicu.

Pidu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Gidm dbc S& Y té cac tinh, thanh pho truc thude Trung wong, cac co s¢ kinh
doanh dugc va Gidm déc co s& c6 thube néu tai Piéu 1 chju trach nhiém thi hanh Quyét dinh
nay./.

Noi nhgn: KT. CUC TRUONG
- Nhu biéu 3; s )
Bt (8 b PHO CUC TRUONG
- Tht truéng phu trach (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Quén Y - Bd Quéc phong, Cuc Y té - B§ Cong an;
Cuc Y t& GTVT — Bb X4y dung;

- Bao hiém x& hoi Viét Nam- B Tai chinh;

- By Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong
HDTV cip GPKLH thude, NLLT;

- Vién KN thudc TW, Vién KN thubc TP. HCM;

- Téng Céng ty Dugc Viét Nam — CTCP;

- Céac Bénh vién, Vlen ¢6 givong bénh trire thudc Bo Y té;
- Trung tim mua sim tp trung thudc quéc gia;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
-(..)

- Luu: VT, PKT.

Ghi chu: Céc can cit phap 1y, ndi dung tai Biéu mau Quyét dinh nay c6 thé dugc diéu chinh cho phit hop véi
céc van ban quy pham phép luat va tinh hudng thyc tién.

N O T



Cuc Quidn ly Dwoc

OT.DK.24.02

Phu luc
DANH MUC .. . THUOC LOAI BO RA KHOI DANH MUC THUOC BIET
DUGC GOC/SINH PHAM THAM CHIEU
(Kem theo Quyet dinh s6 .../QOP-QLD ngay ... /../.... ciia Cuc Quan Iy Duoc)

STT| Tén |Hoat chit,| Dang | Quy S6 dang | Co'sé (Dia chico sd| Ly do loai
thude |[ham lwgnglbao che| cach ky san xuit| san xuét bo
dong

oi
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Cuc Qudn ly Duoc QT.DK.24.02

BM.DK.24.02/06B
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
Sé: /QP-QLD Ha Néi, ngay — thdng  ndm
QUYET PINH

V& viéc loai bd thudc ra khéi Danh muc thudc c6 chirng minh twong dwong sinh hoc

CUC TRUONG CUC QUAN LY DUQC
Cdn et Ludt Duoc ngay 06 thdng 4 ndm 2016; Ludt sia déi, bé sung mot s6 diéu cua
Ludgt Duogc ngay 21 thdng 11 nam 2024,

Can cit Nghi dinh sé 42/2025/ND-CP ngay 27 thang 02 ndm 2025 cua Chinh phii quy
dinh chikc nding, nhiém vu, quyén han va co cdu 16 chitc ciia Bo Y té;

Céin cik Thong tw s6 12/2025/TT-BYT ngay 16 thang 5 ndm 2025 cua Bé truong Bo Y 1é
quy dinh viéc ding ky leu hanh thude, nguyén liéu lam thuéc;

Can cir Quyét dinh s6 2386/0D-BYT ngay 22 thdng 7 ndm 2025 ciia Bé truéng Bo Y té
quy dinh chikc ndng, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan Iy Duoc thuge Bo
Y té;

Can cir k’é't luén ciia Hoi dong tu van cdp gidy ding ky luu hanh thuée, nguyén liéu lam

thuéc - B¢ Y té dot ... hop ngay ...

Theo dé nghj ciia Truéng phong Ding ky thude - Cuc Quan Iy Duoc.

QUYET PINH:

Pidu 1. Loai bo ... thubc kém theo Quyét dinh nay ra khoi Danh muc thudc c6 chimg
minh tuong duong sinh hoc.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 3. Giam ddc S& Y té cic tinh, thanh pho true thudc Trung wong, cac co s& kinh
doanh dugc va Gidm déc co s& co thudc néu tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh

nay./.
Noi nhgn: KT. CUC TRUONG
- Nhu Piéu 3; : B
- B§ trudng (dé blc); PHO CUC TRUONG

- Thir truéng phu trach (dé b/c);
- Cuc trudng (dé b/c);
- Cyc Quén Y - Bd Quéc phong, Cuc Y té - B§ Cong an;
Cuc Y té GTVT - Bo Xy dung;
- Bao hiém xa hi Viét Nam- B Tai chinh;
- Bd Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong
HPTV cép GPKLH thudc, NLLT;
- Vlen KN thuéc TW, Vién KN thudc TP. HCM;
- Téng Céng ty Dugc Viét Nam — CTCP;
- Cac Bénh vién, Vlen ¢l giuong bg:nh trire thudc BO Y té;
- Trung t4m mua sim tép trung thudc quéc gia;
- Cyc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
=(..))
- Luu: VT, BKT.

Ghi cht: Céc can cir phép 1y, ndi dung tai Biéu mu Quyét dinh nay c6 thé duoc diéu chinh cho phit hop véi
céc van ban quy pham phép luat va tinh huong thyc tién.

S



Cuc Qudn ly Dwgc

OT.DK.24.02

Phu luc
DANH MUC ... THUOC LOAI BO RA KHOI DANH MUC THUOC CO
CHUNG MINH TUONG DPUONG SINH HQC

(Kem theo Quyét dinh 56 .../OP-OLD ngay ... /.../.... cua Cuc Qudn Ly Duroc)
STT| Tén |Hoat chat,| Dang | Quy Sé ding | Cosé [Dia chico sé| Ly do loai
thudc |ham lwgnglbao ché| cach ky |sdn xuit| san xuit bé
dong
g0l
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