BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
——— Poc 1ap - Tw do - Hanh phuc

Sé: 1903 /QD-BYT Ha Ngi, ngay 19 thang 04 nam 2021

QUYET PINH
Ve viéc ban hanh Ké hoach thuoc khang HIV (ARYV)
trong chwong trinh diéu tri HIV/AIDS nam 2021

BO TRUONG BQ Y TE

Can cir Ludt s6 64/2006/QH11Ludt phong, chéng vi rat gay ra Hgi chizng suy
giam mién dich mdc phdi ¢ nguoi (HIV/AIDS) va Ludt sé 71/2020/QH14 ngay 16 thing
11 nam 2020 vé Ludt sira déi, bé sung mét sé diéu cua Ludgt Phong, chéng nhiém vi rit
gay ra hgi chiing suy giam mién dich mdc phdi & nguwoi (HIVIAIDS) sé 64/2006/QH11;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua Chinh phu
quy dinh chirc nang, nhiém vu, quyén han va co cdu to chuc cua Bo Y té;

Can cir Quyét dinh sé 2188/0P- TTg ngay 15 thang 11 nam 2016 cua Thu tuwéng
Chlnh phui quy dinh viéc thanh toan thudc khdng vi rit HIV dwroC mua sam | tap trung cap

quéc gia st dung nguon quy kham bénh, chira bénh bdo hiém y té va hé tro nguoi sir
dung thudc khang vi rat HIV;

Can cir Thong tw s0 ) 22/2020/TT-BYT ngay 02 thang 12 nam 2020 cua Bg Y té quy
dinh vé quan Iy thuéc khdng HIV dwoc mua sam tdp trung cap quoc gia sie dung nguon
quy kham bénh, chiza bénh bdo hiém y té va hé tro chi phi cing chi tra déi véi thuéc
khdng HIV cho nguoi nhiém HIV c6 thé bao hiém y té;

Can cir Thong tur s0 ) 28/2018/TT-BYT ngay 26 thang 10 nam 2018 cua Bo Y té quy
dinh vé quan Iy diéu tri nguoi nhiém HIV, ngwoi phoi nhiém véi HIV tai cdc co sé 'y té;

Can cir Quyét dinh sé 5302/0P-BYT ngay 21/12/2020 vé viéc phé duyet Ké hoach
hoat dong va kinh phi nam 2021 cua Dy dn “Quy toan cau phong, chong HIV/AIDS giai
doan 2021 - 2023 ” do Quy toan cau phong, chong AIDS, Lao va Sat rét (QTC) tai tro;

Can cir Quyét dinh s6 402/QP-BYT ngay 20/01/2021 ve viéc phé duyét Ké hoach hoat
dong va kinh phi nam 2021 cua Dy an Phong, chong HIV/AIDS nam 2021,

Can cir Cong van s6 1521/VPCP-KGVX ngay 09/3/2021 ve viéc si dung thuoc
ARV mua tir nguon Chuong trinh muc tiéu Y te - Déan so giai doan 2016 — 2020 diéu tri
nguwol nhiem HIV trong nam 2021,

Xét dé ngh; ciia Cuc trieng Cuc Phong, chéng HIV/AIDS,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay “Ké hoach thudc khang HIV (ARV)
trong chuong trinh diéu tri HIV/AIDS ndm 2021”.

Piéu 2. Quyét dinh nay co hiéu lyc ké tir ngay Ky, ban hanh.



Piéu 3. Cac Ong, ba: Chanh van phong B¢, Cuc truéng Cuc Phong, chbng
HIV/AIDS, Giam doc S¢ Y t€ tinh/thanh pho va Thu truéng cac don vi lién quan chiu
trach nhiém thi hanh Quyét dinh nay./.

Noi nhn: KT. BQ TRUONG
- Nhu diéu 3; L

: 7 ====THU TRUONG
- bong chi Bo truang (dé bao céo); R

- Céc dong chi Thir truéng;
- Vu K& hoach - Tai chinh;
- Luu: VT, AIDS



BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
——— Poc 1ap - Tw do - Hanh phuc

KE HOACH

THUOC KHANG HIV (ARV) TRONG CHUONG TRIiNH PIEU TRI HIV/AIDS
NAM 2021

(Kém theo Quyét dinh s6 1903./BYT-AIDS ngayl 9thdng 04 niam 2021 ciia B3 Y té)

I. MUC TIEU

Cung cAp du, lién tuc thudc khang HIV (ARV) diéu tri cho 162.000 ngudi nhiém
HIV vao cudi nam 2021.

1. NGUON CUNG UNG THUOC, TIEU CHUAN SU DUNG VA DANH
MUC PHAC PO THUOC ARV

1. Ngudn cung trng thudc:
- Do Quy Bao hiém y té (BHYT) chi tra.
- Do Quy toan cau cau phong, chong AIDS, Lao va sdt rét (Quy toan cau) vién tro.

- Nguon Chuong trinh Muc tiéu Y té - Dan s6 giai doan 2016 -2020 (CTMTYTDS)
va ngan sach nha nudc nam 2021 (goi chung la nguon ngan sach nha nudc — NSNN).

2. Tiéu chuin sir dung thudc:

2.1. Do Quy Bao hiém y té chi tra

La nguoi nhidm HIV dap ¢ng céc tiéu chuan sau:

- Tur du 10 tudi tra 18n, ¢ the BHYT con gia tri sir dung;

- Kham chira bénh tai cac co so y té du diéu kién kham chira bénh BHYT cho
nguoi nhiém HIV,

2.1. Ngudn Quy toan cau
- Tré em diéu tri thuoc ARV dang dung tré em trén toan quéc.

- Nguoi nhiém HIV dang diéu tri thubc ARV tai cac co sé do Quy toan cau vién
tro thuoc 32 tinh/thanh pho.

- Ngudi 16n diéu tri thude ARV céc phac dd khdng do Quy BHYT va ngan sach
nha nudc cung cap trén toan quoc.

2.3. Nguon ngan sach nha nudc:

a) Tur thang 1 dén 30/6/2021:

La nguoi nhiém HIV diéu tri thubc ARV thudc mot trong cac tiéu chi sau:

- Nguoi bi phoi nhiém véi HIV, bi nhiém HIV do tai nan rai ro nghé nghiép;
- Nguoi bi nhiém HIV do rui ro caa k§ thuat y té;

- Phu nit mang thai nhiém HIV;



- Phu nir mang thai va tré em c6 chi dinh diéu tri du phong lay truyén HIV tir me
sang con;

- Nhirng nguoi khac nhiém HIV
b) Tu thang 1/7/2021.
- Nguoi bi phoi nhiém véi HIV, bi nhiém HIV do tai nan rai ro nghé nghiép;
- Nguoi bi phoi nhidm véi HIV, bi nhiém HIV do rai ro caa ky thuat y té;
- Ngudi bi phoi nhiém véi HIV, bi nhiém HIV do tham gia ctru nan
- Phu nit va tré em c6 chi dinh diéu tri du phong 1ay truyén HIV tir me sang con;
- Tré em duéi 6 tudi nhigm HIV;

- Ngudoi nhidm HIV trong co sé gido duc bit budc, trudng gido dudng, co sé cai
nghién ma tay, co s& bao tro xa hoi, trai giam, trai tam giam, nha tam git, co s¢ giam git
khac.

I1l. KE HOACH THUOC ARV

Céc thubc ARV diéu tri nguoi nhiém HIV trong Quyét dinh nay la cac thuée dugc
quy dinh tai Quyét dinh s6 5456/QD-BYT ban hanh ngay 20/11/2019 cia B Y te vé
Hudéng dan diéu tri va cham s6c HIV/AIDS. Nam 2021 ¢6 3 ngudn thuoc ARV cung cap
diéu tri nguoi nhigm HIV gém nQUOn Bao hiém y té, nguon Quy toan CAU VA nguon Ngan
sach nha nudc. Can ct tiéu chuan nhan thuéc ARV c4c ngudn, cic co s¢ diéu tri
HIV/AIDS lap ké hoach nhu cau thuéc ARV niam 2021 cho ngudi nhiém HIV. Bang ké
hoach nay téng hop nhu cau thudée ARV nam 2021 cac ngudn cua ting tinh/thanh phé.

1. Nguyén tic 1ap ké hoach:

Ké hoach nhu ciu thuéc ARV (A) ting nguon dugc co s¢ diéu tri 1ap dua trén
nguyén tac:

- Nhu cau thuéc ARV tir thang 1 dén thang 12 nam 2021 (B)

- Nhu cau thubc ARV tén kho gdi dau trong khi cho thude nam 2022 vé (C).
- Ton kho co s& dén hét thang 12/2020 (D).

A=B+C-D

2. Ké hoach thuéc ARV

2.1. Nguon Béo hiém y té: Nam 2021, ¢6 6 thuéc ARV dugc Quy BHYT chi tra
nam 2021 gom:

- Tenofovir/Lamivudine/Effavirenz 300/300/400mg (TLE400)
- Zidovudine/Lamivudine 300/150mg

- Lopinavir/ritonavir 200/50mg

- Tenofovir 300mg

- Lamivudine 150mg

- Efavirenz 600mg

Do ¢6 vuéng mac trong viéc mua sam thuoc TLE400 bang hinh thire dam phéan
gi4, Hoi dong thuoc ARV da hop va thong nhat dé xuat thay thé thuoc TLE400 bang



thuée Tenofovir/Lamivudine/Effavirenz 300/300/600mg (TLE600) voi s6 luong tuong
duong so6 lugng thuoc TLE400 ma cac co s& dieu tri da 1ap.

Tuy nhién, do khong mua duoc thubc TLE600 nén dé dam bao khéng gian doan
thudc ARV diéu tri nguoi nhidm HIV, Bo Y té da diéu tiét st dung thubc TLE60O ngudn
Quy BHYT nam 2020 giira cac co s& diéu tri, huy dong ngudn hd tro tir Quy toan cau,
ddng thoi chi dao Hoi déng thuéc ARV BHYT dé xuat danh muc thudc thay thé cho
TLE600. Hoi ddng thudc BHYT di hop, thong nhét thay thé thuéc TLE600 bang thudc
TLE400 va Tenofovir/Lamivudine/Dolutegravir 300/300/50 mg (TLD) theo sb luong
nhu sau:

- D6i v6i 188 co s¢ dang sir dung thudc TLEG00 nguf)n Quy BHYT nam 2020: st
dung TLE400 tir Quy 2 den Quy 4 ndm 2021. S6 lugng thuoc TLE400 dung trong 3 Quy
nam 2021 twong duong vdi so lugng TLE400 trong 3 Quy ma céc co so dicu tri da lap.

- Ddi voi 150 co s ¢6 ké hoach sir dung thudc TLE400 ngudn Quy BHYT nam
2021: Str dung thu6e TLD tir nguon Quy toan cau trong Quy 1 va Quy 2 nam 2021, tiep
tuc str dung thuoc TLD do Quy BHYT chi tra trong Quy 3 va Quy 4 ndm 2021. S6 luong
thuéec TLD dung trong Quy 3 va Quy 4 nam 2021 twong duong v6i so luong thuoc
TLE400 trong 02 Quy trén ma céc co so dieu tri da lap.

~Can cir sy dong thuan cua céc tinh/thanh phd, Cuc Phong, chong HIV/AIDS da
gui ke hoach nhu cau thuoe TLE400 va TLD vé Trung tdm mua sam tap trung thuoc quoc
gia. Hién Trung tdm mua sam tap trung thuoc quoc gia dang thyc hién dam phan gia doi
vai 02 thuoc nay.

Do ¢6 su thay doi trén nén ban ké hoach tong hop nhu cau thuoc ARV ngudn
BHYT nam 2021 gom thuoe TLE400 cho 3 Quy nam 2021 (Quy 2, Quy 3 va Quy 4),
thuoe TLD dugc tong hop trong 02 Quy (Quy 3 va Quy 4 ndm 2021). Theo do, c6 07 loal
thudoc ARV dugc Quy Bao hiem y té chi tra trong nam 2021 bao gom:

- Tenofovir/Lamivudine/Effavirenz 300/300/400mg (TLE400)

- Tenofovir/Lamivudine/Dolutegravir 300/300/50mg (TLD)

- Zidovudine/Lamivudine 300/150mg

- Lopinavir/ritonavir 200/50mg

- Tenofovir 300mg

- Lamivudine 150mg

- Efavirenz 600mg

2.2. Nguon Quy toan ciu: Thuéc ARV duoc Quy toan ciu mua sim tip trung
vién tro cho Viét Nam can ct theo chang loai, sé lugng da dugc phé duyét trong giai
doan 2018 — 2020 va giai doan 2021 — 2023 va nhu cau thyc té. Nhu cau thuéc do Quy
todn cau vién trg dugc diéu chinh cin ctr theo mire d6 sir dung thuc té, tinh hinh cung
g thuéc ARV ngudn vién trg, ngudn ngan sach nha nudc.

Do viéc cung tng thuéc ARV do Quy BHYT chi tra nam 2021 bi cham nén nén
Dy an Quy toan cau da dit cac don hang thudc ARV khan cép dé diéu tri nguoi nhiém
HIV trong khi chua c6 thubc ARV tir nguon Quy BHYT. Thudc ARV do Quy toan cau
vién trg duoc Cuc Phong, chdng HIV/AIDS tiép nhan, luu tai kho caa cac don vi uy thac.
Thudc dugc Cuc Phong, chdng HIV/AIDS phan phéi va diéu tiét sir dung dén céc co so
diéu tri can c tinh hinh sir dung va tén kho thuc té cua céc co so.



2.3. Ngudn ngin sich nha nuéc:

Thudc ARV ngudn ngan sach nha nude dugc st dung tir nguén Chuong trinh Muc
tidu y té dan sé giai doan 2016 — 2020 va nguon NSNN niam 2021. Thuéc ARV tir ngudn
Chuong trinh MTYTDS giai doan 2016 — 2020 di dwoc mua cung tng cho céc co sd diéu
tri va mot s6 dang duoc luu tai kho trung wong cta don vi cung tng. Du kién thubc ARV
ngudn NSNN nim 2021 s& dugc cung cap dé sir dung tir thang 10/2021.

Ké hoach cung ung thubc ARV niam 2021 duoc cac co so diéu tri 1ap, bao gdbm
ngudn vién tro, ngudn ngan sach nha nudc va nguon Quy BHYT chi tra nam 2021, gui
Trung tam kiém soat bénh tat/Trung tdm phong, chong HIV/AIDS céc tinh/thanh phé dé
téng hop gtri Cuc Phong, chéng HIV/AIDS.

Thudc ARV nguén ngan sach nha nuée duge Cuc Phong, chéng HIV/AIDS dau
thau, luu tai kho cua cac don vi uy thac. Thude duoc Cuc Phong, chéng HIV/AIDS phan
phdi va diéu tiét sir dung dén cac co s diéu tri can ctr tinh hinh st dung va ton kho thuc
té cua cac co so.

_ Bang tong hop s6 luong ngudi bénh diéu tri thuoc ARV theo phac do theo ting
nguon cua tat ca cac tinh/thanh pho tai Phu luc 1 dinh kém.

Ké hoach nhu cau thudc ARV céc ngudn tai tirng tinh/thanh phé chi tiét tai Phu
luc 2 dinh kem.

IV. PIEU PHOI, PIEU TIET SU DUNG THUOC:

Cuc Phong, chong HIV/AIDS thuc hién quan Iy sir dung, diéu phéi, diéu tiét thude
ARV dé dam bao nguoi nhiém HIV dugc tiép can kip thoi va diéu tri thusc ARV lién tuc
va khong dé thudc qué han sir dung. Cong tac diéu phdi, diéu tiét sir dung thubc ARV
thuc hién nhu sau:

1. Nguyén tic chung
- Pling di twong str dung theo tiéu chi cua tirng nguon.

- Pugc diéu phéi thudc giira nguon vién trg va nguon ngan sach nha nuéc, bao
gom nguon CTMTYTDS giai doan 2016 — 2020 dé dam bao ngudi nhiém HIV duoc diéu
tri thuoc ARV lién tuc va giam thiéu toi da thuoc qué han str dung.

- Thudc ARV ngudn vién trg va ngudn ngan sach nha nuéc, bao gom CTMTYTDS
CTMTYTDS giai doan 2016 — 2020, dé duoc diéu phdi, cung cap cho di trong bénh
nhan du tiéu chuan sit dung BHYT trong truong hop thuéc ARV nguon BHYT bi gian
doan do khong kip cung tng tir nha thau.

2. Diéu tiét sir dung
2.1. Nguén BHYT

Cuc Phong, chéng HIV/AIDS va co quan cha tri trong cong tac phong, chong
HIV/AIDS céc tinh/thanh phd phol hop véi Trung tim mua sam tap trung thudc québc gia
thuc hién diéu tiét thuéc ARV ngudn Quy BHYT chi tra theo noi dung quy dinh tai Théng
tu s6 22/2020/TT-BYT ngay 12/12/2020 cta Bo Y té vé quan ly thudc khang HIV duoc
mua sim tap trung cap qudc gia sir dung ngudn quy kham bénh, chira bénh bao hiém y té
va hd tro chi phi cting chi tra d6i véi thude khang HIV cho ngudi nhiém HIV ¢é thé bao
hiém y té va Thong tu s6 15/2019/TT-BYT ngay 11/7/2019 cia Bo Y té quy dinh vé dau
thau thudc tai cac co sy té cong lap.



2.2. Ngudn vién trg va ngin sach nha nuéc:
- Cyc Phong, chdng HIV/AIDS diéu phdi thudc ARV cho tit ca céc co so diéu tri
HIV/AIDS trén toan quoc.

- Co quan chu tri trong cong tac phong, chéng HIV/AIDS céc tinh/thanh phé diéu
tiét s dung thuc ARV tai cac co sd'y té diéu tri thude ARV trén dia ban.

V. TO CHUC THUC HIEN
1. Cuc Phong, chdng HIV/AIDS

- Huéng dan lap ké hoach tiép nhan, quan ly, s dung va diéu tiét thuéc ARV céc
ngudn tai cac co sd diéu tri HIV/AIDS trén toan quéc.

- Phan bd thubc ARV do Quy toan cau vién tro va tir ngudn ngan sach nha nudc
de dieu tri mién phi cho nguoi nhiem HIV.

- Quan ly, diéu phoi va dicu tiét sir dung thuéc ARV céc nguon, bao gom nguon
thuoc do Quy BHY'T chi tra, cho céc co s¢ diéu tri can ctr nhu cau su dung cua cdc co s¢
diéu tri va tinh hinh cung rng thuoc ARV thyc té tirng nguon, dam bao nguoi nhiem HIV
duoc diéu tri thuoc ARV lién tuc va giam thiéu toi da thuoc qué han sir dung.

_ - Tong hop béo cao tinh hinh sir dung, ton kho thuoc ARV ting nguon tai timg co
so dieu tri gui B Y t& va cac don vi lién quan theo quy dinh.
- Theo d&i, kiém tra, glam sat viec thyuc hién quan ly, sir dung thuéc ARV tai cac
tinh/thanh phé trén toan quéc.

2.S6¢' Y té cac tinh, thanh phé

- Chi dao cac co so diéu trj sir dung thuéc ARV theo ké hoach da 1ap va theo quy
dinh tai Ké hoach nay.

- Kiem tra viéc quan 1y, cap phét, bao quan, sir dung va ton kho thuéc ARV tai cac
Uy diéu tri Hly/AIDS trén dia pén, qém bao nguoi bénh chi dugc s dung mot loai
thuoc tir mot nguon tai mot thoi diém diéu tri.

3. Co quan chi tri trong céng tac phong, chéng HIV/AIDS tinh/thanh phé:

- Hudng dan, giam sat ho tro ki thuat trong viéc lap ké hoach tiép nhan, quan ly,
st dung thudc ARV cac ngudn tai cac co s diéu tri HIV/AIDS trén dia ban.

- Theo dgl tinh hinh st dung, tén kho, diéu phdi va Q|eu tiét sir dung thude ARV
tai cac co s¢ dieu tri HIV/AIDS trén dia ban tir]h/thénh phé, Kip thoi dam bao du thuoc
ARV diéu tri cho nguoi nhiém HIV va giam thiéu toi da thudc qué han sir dung theo cac
quy dinh tai Quyét dinh nay.

- Bao c4o tinh hinh sir dung, ton kho thudc ARV tai cic co 80 diéu trj trén dia ban
tinh, thanh pho gui S Y té va Bo Y té (Cuc Phong, chong HIV/AIDS) theo quy dinh.

4. Céc co s& diéu tri HIV/AIDS:

- Lap ké hoach tiép nhan thudc hang quy hodc dot xuat, ké don, cap phét thuoc
ARV céac nguon thpo theo quy d‘inh tai Quyect dinh nay, dam bao nguoi bénh chi duoc sur
dung mét loai thuoc tir mot nguon tai mot thoi diém diéu tri.

- Tiép nhan va bao quan thudc theo quy dinh tai Thong tu s 22/2012/TT-BYT
ngay 10/6/2012 ctia Bo Y té vé Quy dinh to6 churc va hoat dong ctia khoa Dugc bénh vién



va Thong tu s6 26/2018/TT-BYT ngay 22/11/2018 ciia Bo Y té quy dinh vé thyc hanh
tot bao quan thuoc, nguyén liéu lam thuoc.

- B&o céo tinh hinh ton kho, st dung thuéc ARV cac ngudn tai co s diéu tri gui

co quan chu tri trong cong tac Phong, chéng HIV/AIDS tinh/thanh pho dé tong hop, gii
Cuc Phong, chong HIV/AIDS.
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