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~ BANSOANTHAO VATO BIENTAP
SO TAY THU'C HANH TAI CO SO BAN LE THUOC
(Ban hanh theo Quyét dinh so 462/OP-QOLD ngay 17/09/2020)

BAN SOAN THAO

1. Ong Vii Tuan Cudng, Cuc truong Cuc Quéan 1y Duoc — Bo Y té, Truong Ban
soan thao;
2. Ong Ta Manh Hung, Pho Cuc truong Cuc Quan 1y Duge — B Y té, Pho Trudng
Ban soan thao;
3. C)ng Nguyén Thanh Binh, Chu tich Hoi déng truong, Truong Pai hoc Dugc Ha
Noi1, Pho Truong Ban;
4. Ong Cao Hung Thai, Phé Cuc truéng Cuc Quan 1y Kham chira bénh — Bo Y té,
Thanh vién;
5. BaPinh Thi Thu Thay, Pho Vu truéng Vu Phéap ché - Bo Y té, Thanh vién;
6. Ba Luc Thi Thu Héng, Giam dbc Trung tam duoc dién, Thanh vién;
7. Ong Nguyén Vian Khai, Truéng phong Nghiép vu Duge, S6 Y té thanh phd Ha
NoO1, Thanh vién;
8. Ong Lé Ngoc Danh, Phé truéng Phong Nghiép vu duoce, S& Y té thanh phd Ho
Chi Minh, Thanh vién;
9. Ba Trinh Thi Lé Tram, Truéng ban Tu van, phan bién, gidm dinh xa hoi, Téng
ho1 Y hoc Viét Nam, Thanh vién;
l0.0ng Nguyén Van Pinh, Pho Chu tich Hoi Dugc hoc Viét Nam, Thanh vién;
11.0ng Phan Cong Chién, Truong phong Quén 1y Kinh doanh Duoc — Bo Y té,
Thanh vién;
12.Ba Nguyén Minh Hoai, Pho trudong phong Quan 1y Kinh doanh Dugc — B Y té,
Thanh vién;

TO BIEN TAP XAY DUNG

1. Ba Nguyén Minh Hoai, Phé truéng phong Quan 1y Kinh doanh Dugc —Bo Y té,
T6 trudng;

2. Ba Lé Kim Dung, Chuyén vién Cuc Quan ly Kham chita bénh —B6 Y té, Thanh
vién;

3. Ba Tran Thi Xuan Héng Chuyén vién Vu Phép ché- BO Y té, Thanh vién;

4. Ong B Xuan Thing, Truéng phong Vat tu va Trang thiét bi, Truong Dai hoc
Duoc Ha N61, Thanh vién;

5. Ba Tran Thi Lan Anh, Giang vién B6 moén Quan ly va Kinh té dugc, Truong
Pai hoc Dugc Ha No61, Thanh vién;
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6. Ba Nguyén Thi Phuwong Thuy, Giang vién Bo mén Quén 1y va Kinh té duoc,
Truong Pai hoc Dugc Ha N§i, Thanh vién;

7. Ba Phan Thi T Nhu, Giang vién B mon Y hoc co s&, Truong Pai hoc Dugce
Ha No6i, Thanh vién;

8. Ong Nguyén Hoang Anh, Giam doc Trung tdim Qudc gia vé Thong tin thude va
Theo ddi phan tmg c6 hai cta thude, Truong Pai hoc Duoc Ha Noi, Thanh vién;

9. Ba Lé Hoang Nhi, Chuyén vién phong Nghiép vu Duoc, S¢ Y té Tp.HO Chi
Minh, Thanh vién;

10.Ba Bui Thanh Nguyét, Chuyén vién phong Quan 1y Dich vu Y té, S0 Y té Tp.
Hb Chi Minh, Thanh vién;

11.0ng Bui Van Xuan, Pho Truong phong Quan Iy HNYDTN, S¢ Y té Tp. Ha Noi,
Thanh vién;

12.Ba Lé Thi Thu Hién, Can bd Trung tdam Dugc dién- Duoc thu Viét Nam, Thanh
vién;

13.Ba Pang Thi My Hanh, Can bg Téng hd1 Y hoc Viét Nam, Thanh vién;

14.Ba Lé Thi Minh Chinh, UVBCH Ho1 Duoc hoc Viét Nam, Thanh vién

15.0ng Nguyén Huy Ngoc, Chuyén gia Phong Quén 1y Kinh doanh Duoc, Cuc
Quan Iy Dugc- Bo Y té ,Thanh vién;

16.Ba Hoang Phuong Thao, Chuyén gia phong Quan 1y Kinh doanh Dugc, Cuc
Quanly Dugc-Bo Y té, Thanh vién;

17.0ng B6 Minh Hung, Chuyén vién Phong Phap ché- Thanh tra, Cuc Quan ly
Dugc- BO Y té, Thanh vién;

18.Ba Tran Thi Thu Phuong, Chuyén vién Phong Quan 1y Chét lwong thube, Cuc
Quan Iy Dugc — Bo Y té, Thanh vién;

19.Ba Dang Thi Hué¢ Minh, Chuyén vién phong Quén ly Kinh doanh Dugc, Cuc
Quan 1y Duoc- B Y té, Thu ky.
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LOI NOI PAU
Giai doan 2016-2020 da chimg kién nhiéu d6i méi trong hé thong quan 1y Duoc voi
viéc ban hanh Luat Dugc sira d6i ndm 2016 va cic vin ban quy pham phéap luat
khéc lién quan. Trudc yéu cau dit ra, cudn tai liéu S6 tay thuc hanh tai co so ban 1¢
thube duoc ra doi nhim huéng dan cu thé viéc thuc hién cac hoat dong tai co so
bén 1 thudc theo quy dinh hién hanh va ning cao k¥ ning thuc hanh ctia nguoi ban
1& thudc.

Céu tric cua cudn so tay thuyc hanh tai co s& ban 1é thudc bao gdm 5 chuong.
Chuong 1. Vai trd ctia co so ban 1é thudc va mot sé nguyén tic trong thuc hanh
dugc cong dong

Chuong 2. K¥ ning thuc hanh cho nguoi ban 1é thudce

Chuong 3. Huéng dan tu van d6i véi mot sé triéu ching bénh/bénh thudng gip tai
cong dong

Chuong 4. Hé thong hoa mot sé vin ban quy pham phap luat lién quan hoat dong
clia co s6 ban 1¢é thudc tai Viét Nam

Chuong 5. Hudng dan quy trinh thao tic chuan 4p dung tai co sé ban 1¢ thube

Pay s& 14 tai liéu hitu ich ddi véi nguoi ban 1é thude tai cic co so ban 1¢ thube dé
nang cao chéat luong dich vu duoc va trién khai cac hoat dong tai co s& ban 1¢é thude
mot cach hiéu qua, théng nhat, hudng tdi dam bao cung tmg, st dung thude hop 1y,
an toan.

Thay mat Cuc Quan ly Duogc, t61 xin chan thanh cam on cac thanh vién trong Ban
soan thao cudn So tay thuc hanh danh cho nguoi ban 1¢ thudc tai co s& ban 1é
thube, dic biét 1a cac thanh vién trong T6 bién tap, cac can bg cua Cuc Quan ly
Duoc, Vu Phap ché, Cuc Quan ly Kham chita bénh va Truong DPai hoc Dugc Ha
Noi, Trung tAm Qudc gia vé Thong tin thudc va theo ddi phan Gmg cé hai cia
thude, S6 Y té Tp.HO Chi Minh, S¢ Y té Tp.Ha Noi, Hoi Duogc hoc Viét Nam, Hoi
Y hoc Viét Nam, Trung tdm Duogc dién-Dugc thu Viét Nam. Vi su nd luc cua cac
ddng nghiép trong Ban soan thao, To bién tap, cung véi nhing ¥ kién gop ¥ cua cac
chuyén gia, cac SO Y té tinh/thanh phd trén ca nudc, cac ddng nghiép tir nhidu don
vi khac nhau trong nganh Y té cling nhu cac don vi lién quan di gop phan quan
trong trong viéc hoan thién cudn tai lidu nay.
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Tuy da day cong xdy dung nhung lan dau tién ban hanh cudn tai liéu S6 tay thyc
hanh tai co s& ban 1¢ thudc kho tranh khéi thiéu sot. Chutng t61 rat mong nhan dugc
cac y kién dong gop dé 1an soan thao sau duoc hoan thién hon. Moi y kién dong
gdp xin giri vé Ban bién soan Cuc Quan 1y Duoc.

Xin tran trong cam on.

Vii Tuin Cuwong
Cuc truéng Cuc Quian ly Duwge

Truwong Ban Soan thao

vii
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GIAI THiCH THUAT NGU'

Hanh nghé dwoc 13 viée sir dung trinh d6 chuyén mon ciia c4 nhan dé kinh doanh
dugc va hoat dong duogc 1am sang (Khoan 36, Piéu 2, Luat duoc)

Danh muc thudc khong ké don 13 co s¢ dé phan loai thubc khong ké don va thude
ké don. Cac thudc khong thuoc Danh muc thude khong ké don dugc phan loai 1a
thudc ké don (Khoan 1, Diéu 4, TT07/2017/TT-BYT ban hanh danh muc thudc
khong ké don).

Thudc phai kiém soat dic biét gom: thubc gay nghién, thuéc hudng than, thube
tién chat, thubc dang phdi hop c6 chtra dugc chat gdy nghién, thubc dang phdi hop
c¢6 chira dugc chat hudng than, thudc dang phdi hop c6 chira tién chat, thudc phong
Xa, dé)ng vi phong xa, thudc doc, thudc/duge chat thuoc danh muc bi cAm s dung
trong mot sb nganh, linh vuc (Khoan 26, Piéu 2, Luat dugc)

Thue hanh tét co sé ban 1é thudc 1a bo nguyén tic, tiéu chuan trong hanh nghé tai
co so ban 1¢é thudc nham bao dam cung tGng, ban 1& thude truc tiép dén ngudi sir
dung thudc va khuyén khich viéc st dung thudc mot cich an toan va co hiéu qua
cho nguoi st dung thudc.

Nguwoi ban 1é thuoc 1a ngudi phu trach chuyén mon vé dugc va nhan vién lam
viéc tai co s& ban 1¢ thudce co bang cap chuyén mon dugce dao tao vé dugce phu hop
voi loai hinh va pham vi hoat dong cua co sé.

Phan wng c6 hai ciia thuée (ADR) 1a cac phan tng khong dinh trudce, gay tac
hai cho co thé khi sir dung thude & lidu binh thuong dé diéu tri, du phong hoac chan
doan.

Cham sdéc duge (pharmaceutical care) la thuc hanh c6 trach nhiém cua nguoi duoc
sy trong viéc cham soc dé€ t61 uu hoa viéc st dung thudc va cai thién strc khoe, nang
cao chat luong song cho ngudi bénh.

Co s¢ ban 1é thudc trong pham vi tai liéu nay dwoc dé cip chi bao gdm nha
thudc va quiy thudc.

X1l
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CHUONG 1. VAI TRO CUA CO SO BAN LE THUOC VA
NGUYEN TAC PAO PUC HANH NGHE DUQC

1.1.Vai tro ciia co' sé ban 1é thudc

Tai Viét Nam, hé thong co sO ban le thudc trong cong dong 1a mot trong nhimg noi
dau tién nguoi dan dé dang tiép can khi c6 van dé vé strc khoe. C6 thé noi, cac co so
ban 1¢ thudc trong cong dong dong vai tro quan trong trong cham soc stc khoe ban
dau cho nguoi dan. Chién lugce phat trién nganh Duoc cia T6 chire Y té thé gidi va
Lién doan Duogc phém Quoc té d3 chi ra xu hudng ctia hoat dong thyc hanh duoc la
huodng to1 viée st dung thudc trén nguoi bénh dugc an toan, hop ly, hi¢u qua va kinh
té trong d6 thue hanh dugc trong cong déng dong mot vai trd quan trong.

Duoc cong dong (Community pharmacy) la hoat dong cham séc dugce cho nguoi dan
thong qua hé thong cac co s ban 1é thude trong cong dong, duge thuc hién boi ngudi
duogc s§ va nhan vién co sé ban 16 thude.

Duoc sy cong dong (Community pharmacists) 1a nguoi ¢6 chuyén mon duoc trinh do
dai hoc 1am viéc tai cac co s ban 16 thudc v6i nhiém vu cung cép cac thude theo don
ctia bac si va cac thubc khong ké don mét cach phu hop. Hoat dong chuyén mén cua
dugc sy cong dong tai co s¢ ban 1é thude ciing bao gom viée tur van cac thong tin vé
thudc ké don va thubc khong ké don cho ngudi bénh, nhan vién y té va cong dong
Dugc sy cong dong cling co6 nhiém vu duy tri sy két ndi véi cac nhan vién y té khac
trong cham soc stc khoe ban dau cho nguoi dan.

Muc ti€u cua hoat dong dugc cong dong la cung cép dich vu duogc 6 chit lugng tur cac
co s¢ ban 1¢ thuoc va ho trg nguoi dan trong cong dong hudng tdi st dung thuoc an
toan, hop ly, hi€u qué va kinh té trong vi¢c phong va chira bénh.

Theo Lién doan Dugc pham Quéc té (FIP), st ménh cta dugc cong dong 1a nang cao
hiéu qua sir dung thude va st khoe cho cong ddng bang viéc cung cip co chat luong
thudc, cac san pham va dich vu y té. Hon nira, xu hudng mai cua hoat dong cham soc
duoc 13 viéc hd tro, thuc day nguoi bénh trong cong dong tuan thu diéu tri va giam
thiéu cac sai sot trong diéu tri nham huong to1 viée su dung thudc trén ngudi bénh
dugc an toan, hop ly, hiéu qua va kinh té. P& dam béo cai thién va nang cao viéc su
dung thudc ¢6 trach nhiém cho ngudi bénh can co su tham gia tich cuc cua dugc sy
cong dong. Theo d6, duge sy, nguoi ban 1¢ thudc can thé hién duoc trach nhiém cua
minh trong viéc cung Umg thudc c6 chat luong, cung vai sy huong din va tu van phu
hop. Piéu do giup cho nguodi bénh tudn thu diéu trj, str dung thude c6 trach nhiém,
hudng t6i viée sir dung thube hop 1y, an toan va hiéu qua.

Theo T chiic Y té thé gioi (WHO), cac hoat dong chuyén mon chinh ma dugc sy
cong dong dam nhén bao gdm:

o Xur tri cdc bénh, triéu chung thong thuong
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Duoc s§ cong dong hang ngay tiép nhan cac yéu cau clia ngudi dan vé xir tri cac triéu
ching, bénh thong thuong. Trong kha nang cho phep, dugce sy, nguoi ban 1¢ thudc s&
cung cap thudc khong ké don va nhiing 101 khuyén, huong dan cho nguoi bénh de XU
Iy tinh hudng bénh va néu can thiét c6 thé chuyén ngudi bénh téi cac co so y té phu
hop. Trong mot s6 truong hop, duoc 8y, nguoi ban 1¢ thudc c6 thé dua ra 10i khuyén
vé xir tri tinh hudng bénh ma khong can dung thudc.

e Ban thuéc theo don

Dugc sy cong dong c6 trach nhiém kiém tra tinh hop phap, an toan va phu hop cua
don thudc, kiém tra thong tin nguoi bénh, cung cép ddy du va chinh xac sb luong
thudc cung véi thong tin huong dan phu hop dé gitip nguoi bénh sir dung thude duoc
an toan, hop ly va hiéu qua. O nhiéu qubc gia, duoc sy cong dong 1a nguoi ghi nhan
tién sur dung thudc va tién str bénh cta ngudi bénh va do vdy co thé cung cp cic
thong tin can thiét cho ngudi ké don.

o Cham soc nguoi bénh

Dugc s cong dong thu thap thong tin vé tién sir ding thudc, dam bao ngudi bénh hiéu
va nam bat thong tin vé ché dd lieu diéu tri, duong dung, nhiing luu y vé€ thuoc su
dung, gidm sat qué trinh dap ung di€u tri cua ngudi bénh.

e Giam sat va toi wu hoa viéc sur dung thuoc cua nguoi bénh

Duoc sy cong dé)ng tham gia vao viéc giam sat va thic d.'fly nguoi bénh trong cong
ddng tudn thu diéu tri, str dung dung va du thudc, giam thiéu cac sai sot trong diéu tri,
dam bao tdi vu hoa viée str dung thude.

e Tham gia vao cdc chirong trinh y té thiic day sirc khée cong dong

Duoc sy, ngudi ban 1é thude trong cong ddng tham gia vao céc chuong trinh y té co
lién quan téi thuoc nhiam thac day viéc chim soc st khoe cong dong & cap do dia
phuong va qudc gia nhu 13: str dung thude hop 1y an toan, han ché str dung thudc trong
qué trinh mang thai, ké hoach héa gia dinh, chuong trinh phong chdong lao, HIV. Ho
cling tham gia vao viéc thuc ddy phong bénh cho cong dong nhu vé sinh an toan thuc
pham, tiém chung, chuong trinh phong chong sdt rét.

Pé thuc hién dugc nhimg vai tro do, duoc sy noi riéng va nguoi ban I¢ thudc noi
chung (bao gém nguoi phu trach vé chuyén mon, nhéan vién co so ban 1¢ phai dam bao
duoc 7 nguyén tic thuc hanh dugc co ban sau (theo Lién doan Dugce pham Qubc té):

- Nguyén tic 1: Lay ngudi bénh lam trung tam.
- Nguyén tic 2: Ra quyét dinh dya trén quyén loi ctia ngudi bénh va cong dong.
- Nguyén tic 3: Toén trong ngudi bénh va dong nghiép.

- Nguyén tic 4: Khuyén khich nguoi bénh va cong ddng tham gia vao qua trinh
lya chon li€u phép cham soc, dié€u tri phu hop.

- Nguyén tic 5: Khong ngimg nang cao kién thic, ning lyc ban than.
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- Nguyén tic 6: Trung thuc va tin ciy.
- Nguyén tic 7: Hanh nghé mot cach c¢6 trach nhiém.

Nhu viy, co s& ban 1¢ thudc va ngudi ban 1¢ thude dong vai tr6 quan trong
trong chiam soc strc khoé ban dau cho ngudi dan trong cong dong. Cu thé, ngum ban
1é thude ngay cang dong vai tro 16n hon trong viéc nang cao hi€u qua cua viéc sur
dung thudc, cung cap cho nguoi bénh nhing dich vu dugc chét luong cao lién quan
dén st dung thude. Co6 thé noi, hoat dong hanh nghé ciia nguoi ban 1¢ thudc dang
chuyén dich dan tir xu huéng ldy san pham lam trung tdm sang xu huéng lay ngudi
bénh lam trung tam.

1.2. Nguyén tic dao dirc hanh nghé dwoc tai Viét Nam

Theo Thong tw s6 08/2021/TT-BYT ngay 25/6/2021 ciia B truéng B Y té ban
hanh Nguyén tac dao duc hanh nghé dugc, nguoi hanh nghé dugc phai thue hién
nghiém tuc cac nguyén tac sau:

a. Tudn thii phdp ludt va cdc quy dinh c6 lién quan dén hanh nghé dwoc

- Ngoai viéc tuén tha Hién phap, phéap luat thi phai tuan thu Luat Duoc, cac van
ban quy dinh chi tiét thi hanh Ludt Dugc va cac van ban phap luat co6 lién quan.

- Phai tuén thu cac quy dinh cua nguyén tic dao dtrc hanh nghe dugc va Piéu 1é cua tb
chue x4 hoi - nghé nghiép hanh nghé dugc ma nguoi hanh nghé duoc 1a thanh vién.

b. Ren luyén, tu dwo'ng ban than

- Phai lu6n ren luyén ky nang giao tiép, Gng x{r, nng cao pham chét dao duc cua
nguoi thay thudc, lvong tim nghé nghiép va trach nhiém voi nghé, véi ngudi sir dung
thudc.

- Phai khong ngung hoc tdp nang cao trinh d¢ chuyén moén, nghiép vy; tich cuc tham
gia cac 16p dao tao, bdi dudng kién thic; tich cuc nghién ctru va img dung tién bo
khoa hoc - cong ngh¢, phat huy sang kién, cai tién, dap ung t6t cac yéu cau phuc vu
cong tac cham soc sire khoe nhan dan trong moi tinh hudng.

- Phai sén sang vuot qua moi khé khan gian kho vi su nghiép chim soc va bao vé st
khoe nhan dan.
- Phai tich cyc tham gia ddu tranh phong chong tham nhiing, lang phi va cac té nan xa
hoi.

c. Trdach nhiégm nghé nghiép
- C6 trach nhiém coi trong, giir gin uy tin nghé nghiép, khong dugc c6 hanh vi lam ton
hai dén uy tin, danh du cua ngudi hanh nghé dugc va hinh anh ngudi can b, cong
chtrc, nhan vién y té.
- Phai nghiém chinh chap hanh nhiing quy dinh chuyén mén vé dugc. Khong loi dung
hodc tao di€u kién cho nguoi khac loi dung nghé nghi¢p dé muu cau loi ich cé nhan, vi
pham phap luat.
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- C6 trach nhiém huéng dan st dung thudc hop 1y, an toan, hiéu qua va tiét kiém cho
nguoi bénh va nhan dan; déy manh hoat dong dugc 1am sang va canh giac duoc; tich
cuc, chi dong tuyén truyén kién thirc vé chim séc va bao vé stc khoe nhan dan,
phong chdng dich bénh.

- Phai ton trong va bao v¢ quyén va loi ich hop phap cta ngudi bénh, nguoi sir dung
thudc, quan tam dén nhiing nguoi bénl} dugc hudng chinh sach xa hdi. Binh dang,
cong bang va khong ky thi phan bi€t doi xu nguoi bénh, khong dugc co6 thai do ban
on, lam dung nghé nghi€p va gy phién ha cho nguoi bénh. Phai trung thuc khi thanh
toan cac chi phi cho nguoi bénh. Khong vi loi ich ca nhan ma giao cho nguoi bénh
thudc kém chat lugng, thudc khong dung vaoi yéu cau va muae do bénh.

- Khi ban than c6 16i trong qua trinh hanh nghé duogc, phai tu gidc nhan trach nhiém Ve
minh va boi thuong thiét hai theo quy dinh cta phép luét.

- Phai img xur van minh, ludn c6 thai do6 niém nd, tan tinh, trang phuc lich sy trong
hoat dong hanh nghé dugec.

d. Bdo mdt thong tin nguwoi bénh

- Phai ton trong nhitng bi mat riéng tu ctia ngudi bénh, bi mat lién quan dén bénh tat
nguoi bénh.

- Thong tin vé stc khoe va doi tu ciia nguoi bénh chi duge phep cong bb trong trudng
hop dugc nguodi bénh dong ¥ hodc céac truong hop khac dugc phép luét cho phép.

d. Quan hé véi dong nghigp, té chivc xi hi - nghé nghiép ciia ngwoi hanh nghé
dugc

- Phai trung thue, doan két, kinh trong cac bac thiy, hop tac, ton trong ddng nghiép va
lang nghe ¥ kién ctia d6ng nghiép; bao vé danh dy, uy tin cua ddng nghiép.

- Khong duoc c6 hanh vi trai dgo duec, khoqg gay ap ll,l:c2 de doa hoac thuc hién cé‘c
hanh vi vi pham phéap luat véi dong nghi¢p dé gianh lgi thé cho minh trong hanh nghé,
khong duogc thuc hién cac hanh vi canh tranh khong lanh manh khéc.

- Co trach nhiém giam sat va giip do dong nghiép trong hoat dong hanh nghé, kién
quyét dau tran‘h loai bé nhitng hanh vi sai trai trong hoat dong kinh doanh duogc trén co
sO ton trong dong nghiép.

- C6 tréch nhiém hudng dan, gitp d& vé chuyén mon, nghiép vu doi voi dong nghiép
maoi vao nghe.

- Phai ty nguyén tham gia vao cac hoat dong nghé nghiép va hoat dong xa hoi khac do

Nha nuée, to chirc x4 hoi - nghé nghiép cua nguoi hanh nghé duoc to chirc hodc phat
d6ng nham godp phan vao su phat trién chung cia nganh duoc.

e. Quan hé véi nguwoi thwe hanh chuyén mén vé dwoc

- C6 trach nhiém tham gia vao céng tic huéng dan ngudi thuc hanh chuyén mon vé
dugc, néu cao trach nhi€m, tadn tdm truyén dat kién thirc va kinh nghiém nghé nghiép
do6i véi ngudi thye hanh chuyén mon vé dugc.

5

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



- Khong duogc thuc hién nhiing viéc sau:

+ Phan biét, d6i xtr mang tinh ca nhan ddi v6i nhitng nguoi thyce hanh chuyén mon vé
duoc;

+Doi hoi loi ich vat chat, tinh than tur nguoi thuc hanh chuyén mon vé duoc;

+ Loi dung tu cach 12 ngudi huéng dan dé budc ngudi thue hanh chuyén mon vé dugc
phai lam nhiing viéc khong thudc pham vi tdp su hodc nhitng hanh vi vi pham phap
luat, trai dao dtrc xa hdi nham dat dugc nhiing loi ich cho minh.

g. Quan hé véi co quan, té chirc, cd nhéin khdc cé lién quan

- Phai chip hanh quyét dinh ctia co quan nha nudc c¢6 thAm quyén va hop tac chit ché
vdi cac can by, cong chirc, nhan vién y t€ va can bd, cong chirc, nhan vién cia co quan
ban nganh khac bdao dam cung ung va hudng dan st dung thudc an toan, hiu qua
trong truong hop cd dich bénh nguy hiém, thién tai, tham hoa.

- Phai t6n trong va hop tac v&i co quan quan 1y nha nudc, kién quyét ddu tranh véi cac
hién tugng ti€u cuc trong hoat dong nghé nghiép./.

Tai liéu tham khao

1. Nguyén Thanh Binh, P& Xuan Thang (2020), Dugc cong dong, gido trinh dio tao
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nghé duoc.
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CHUONG 2. KY NANG THU'C HANH CHO NGUOI BAN LE THUOC
2.1. Vai tro ky niing giao tiép trong thwe hanh tai CSBLT

Giao tiép hiéu qua hd trg rat nhiéu trong cudc séng ciing nhu trong cong viée chuyén
mon cua dugc sy - nguodi ban 1é thude. Pay 1a mot trong cac k¥ nang thyc hanh ma
nguoi ban 1€ thude can phai rén luyén dé co6 dugc va sé ngay cang duoc tich luy thong
qua qua trinh hanh nghé. Trong giao tiép voi1 nguodi bénh, ngudi ban 1¢é thude can phai:
- Tim hiéu vé thudc, tién sir str dung thudc va nhimg van dé y té lién quan t6i
nguoi bénh.
- Cung cép thong tin va giai thich (gido duc ngudi bénh) vé lidu phap diéu tri,
nguy co va thudec.

- Xac dinh dong luc dé tuan thu diéu tri hodc nhitng diéu chinh vé thoéi quen va
101 sOng cuia nguodi bénh.

- Giai thich, trao doi va dua ra quyét dinh vé phuong phép diéu trj va nhimg lya
chon khac (néu c0).

- Hop tac va quan 1y ché d6 diéu tri phtic tap (thao tac, tu van, kiém tra).
~ Thé hién su hd trg va quan tam.
- Xay dung su tin tudng trong giao tiép.

Ngu:(‘fi ban 1¢ thudc phéi hiéu duoc tim quan trong cua giao tiép va hiéu duoc nhiing
vigc phai lam thi méi giip nang cao dugce chét lu’ong chiam soc y té va hi¢u qua cua
thudc. Nhimg mong mudén va wu tién ctia ngudi bénh va nhén vién y té s& co anh
hudng toi nhitng uvu tién va tinh hiéu qua cta cham soc y té cong dong.

Mong mudn ciia ngudi bénh khi mua thude tai co so ban 1¢ 1a:

- Cam thy tin tudng vao chat luong thude va chét luong cia tu van.

- Tuong tac c6 chat luong voi ngudi ban 1é thude.

- Cam théy sy riéng tu duoc ton trong.

- Cam théy co dugc su quan tam thyc sy tir dugce sy - nguoi ban 1€ thudc.

- Moi truong than thién va thoai mai.

- Nguoi bénh cam thdy yén tdm vé van dé ciia ho khi giao tiép voi nguoi ban 1é

thuoc.

- Nguoi ban 16 thude giai thich 1y do ctia cac cau hoi dit ra voi ngudi bénh.

- Thong tin dugc cung cap day du.
Nhiéu mong muéq trén cua nguoi bénh co thé giai quyét dugc néu ngudi ban 16 thude
c6 ky nang giao ti€p tot.
Mit khéc, nhiéu yén dé nghiém trong trong cham soc y té c6 thé xay ra c6 nguyén
nhan la do giao ti€p. Mot s6 cac van deé do la:
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- That bai trong xay dung mbi quan hé voi ngudi bénh.

+ Thiéu su quyet tam va thoi gian dé thuyet phuc nguoi bénh tham gia day du vao
qué trinh hiéu va dong ¥ vé phuong phap diéu tri.

+ Ty 1€ tuan thu diéu trj chua cao.

+ Ty 18 cao nguoi bénh khong hai 1ong vé hoat dong diéu tri ctia hé thdng va nhan
vién y te.

- Thét bai trong hop tac.

+Mau thuin mutc do vu tién giira cac nhan vién y té va giita nhan vién y té véi
nha quan ly va gilra nha quan ly tai chinh v6i nha hoach dinh chinh sach.

+Thiéu sy 10 rang va két ndi trong giao tiép gitra cac nhom y t€ da nganh, hé
thong ho trg va cong dong.

- That bai trong thong tin, gido duc va truyén tai.
+ Thiéu sy truyén dat, quan 1y thong tin hiéu qua.
+ Thiéu hoic khong cung cip cac ngudn thong tin day du cho ngudi bénh.

+Co hoi gido duc va cung cap tai li€u dé nguoi bénh chi dong trong cham sbéc
strc khoé ban than.

+ Thiéu gido duc cong ddong mot cach phi hop vé nguy co va loi ich cta thude,
liéu phap diéu tri, nhiing di€u khong chac chan va mong doi trong dicu tri.

+ [t thdu hiéu vé su phirc tap cta cau hoi y té va phuong phap khoa hoc.
+Meé tin, van dé st dung thudc khong hop 1y phd bién & nhom nguoi dan.
- Thét bai trong quan Iy.

+Tb chtrc, quan 1y kém.

+ Thiéu sy 16 rang va chia sé thich hop vé€ st ménh va mirc d6 uu tién & cap quoc
gia va khu vuc.

Nguoi ban 1é thude giao tiép hiéu qua trong hoat dong thuc hanh duogc s& gitip
dam bao nguoi bénh nhan dugc nhitng 1o1 ich tot nhat tir ngudn luc y t€ san ¢ mac du
trong di€u ki¢n bi han ché.

2.2 K¥ niing co ban trong giao tiép thwe hanh tai CSBLT

Theo cach thirc giao tiép gém giao tiép ngdn ngir va giao tiép phi ngdn ngir. Pay 1a
cach phan loai quan trong ma nguoi ban 1¢ thudc can hiéu va van dung dugc trong qua
trinh giao tiép vi nghién ctru da chi ra rang y nghia thong diép duoc truyén tai khong
chi phu thudc vao ngén tir ma con phu thudc vao nhitng yéu t6 khac (giong noi, ngon
ngir co thé).
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B Ng6n tir
B Giong nodi

Ngbn ngit co thé

Hinh 2.1. Cac yéu td anh hudng dén ¥ nghia thong diép trong giao tiép

Trong giao tiép ngdn ngit, ngudi ban 1¢ thudc giao tiép phai chi y dén am sic, 4m
lwong va am tc. Mot cau duge ndi véi 4m sic khac nhau s& mang nhitng ¥ nghia khac
nhau va hiéu qua giao tiép khac nhau. Vi dy, cau ndi “Vin dé ciia anh/ chi la gi” co
thé duoc truyén tai dén ngudi bénh theo nhiéu cach khac nhau, c6 thé 1a dong cam,
thau hiéu hodc buc boi, kho chiu. .. tiy vao am sic dugc st dung.. Ngudi ban 1é thude
phai chii y ¢én 4m luong phu hop (khoéng nén qua to hodc qua nho) va am tdc vira phai
khi giao tiép, dic biét voi nhom déi twong khach hang dic biét nhu ngudi cao tudi.
Cung voi giao tiép ngdn ngir, giao tiép phi ngdn ngir (non-verbal communication)
dong vai tro rat quan trong mang lai hiéu qua trong giao tiép. Giao tiép phi ngdn ngir
bao gém: anh rnat nét mit, diéu bo, cur chi, chuyén dong co thé s& chuyén tai nhing
thong diép giao tiép khong 161 t61 khach hang. Hi¢u qua co thé tao ra tir giao tiép phi
ngdn ngit 13 vo cing 16n néu nhu nguoi giao tiép hiéu dugc nguyén ly va van dyung
mot cach thanh thuc. Trong giao tiép gitra nguoi ban lé va nguoi bénh, giao tiép phi
ngon ngir lai cang quan trong, doi hoi cao khi dbi tuong giao tiép 1a ngudi bénh ¢o van
dé vé strc khoé va tam ly lo ling. Dugc sy cong dong can van dung linh hoat va mém
mai k¥ nang giao tlep phi ngdn ngir dé tao ra su cam thong, chia sé giup nguoi bénh
diu nhe su cang thang va tin tudng vao liéu phap diéu tri. Trong tinh huong nay, anh
mit, nét mat, ¢ chi ctia nguoi ban 1¢ s& chuyén tai théng diép giao tiép toi nguoi
bénh.

An tuong ban dau doi khi rat quan trong trong giao tiép Nguoi ban 1é thude can tao an
trong ban dau than thién s& khién khach hang/ngudi bénh dé dang tiép thu, ddng tinh
v6i nhitng diéu ngudi ban 1¢ thude trao d6i. Nguoc lai, ngudi ban 1é thudc tao an
tuong ban dau khong tdt thuong kho dat duogc su tin tudng cua nguodi bénh va bac si.
Néu khach hanh nhan duoc thai d6 khong than thién va khong san long gitp d& cua
nguoi ban 1é thude, ho co thé s& tim sang co sd ban 16 thude khac hozc tham chi khong
tuan thi theo 101 khuyén ctia ngudi ban 1¢ thude.
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Ngon ngit co thé 1a sy truyén téi "vé tinh" hodc "co tinh - ¢6 chii dich" va dién dat cam
xuc, thai d¢ va tam trang thong qua nét mat, anh mat, cur chi, dong tac, tu thé va
khoang cach giao tiép. Trong giao tiép tai co s ban 1¢ thudc, khoang cach duoc danh
gia 14 phit hop dé trao d6i v6i ngudi bénh 1a khoang cach ca nhan tir 0,5 - 1m.

Trong qua trinh giao tiép voi ngudi bénh, khach hang thi nguoi ban lé‘thuéc phai st
dung phoi hop cac k¥ ndng hoéi, k¥ nang lang nghe, k§ nang phan hoi va ky ning
khuyén.

2.2.1. Ky nang hoi

a. Tam quan trong ciia kj ning héi

K§ ning hoi (Questioning skills) 1a mot trong cac ky ning giao tiép quan trong. Biét
cach dat cau hoi hop 1y, dung thoi diém s& giup tao ra hiéu qua giao tiép tot. Van dung
mot cach linh hoat ky nang hoi va cach dat cau hoi s€ giap nguoi ban le thudc khai
thac dugc cac thong tin can thiét tir nguoi bénh (thong tin lién quan dén bénh, tién sir
sir dung thudc, 161 séng cua khach hang...) mot cach hiéu qua. Ngoai ra, nguoi ban 1¢
thudc biét cach dit cau hoi _phu hgp con gitp mé rong chu dé giao tiép, ting co hoi
hiéu rong va siu hon cac van dé c6 lién quan can khai thac. Mot s6 dang cau hoi con
gitp ngudi ban 1& thude co thé danh gia, xac minh mirc d6 chinh x4c cta thong tin
nhan dugc tir khach hang. Cubi cung, nguoi ban le thude biét van dung k¥ nang hoi
phu hop con giup dong vién, khuyen khich khach hang tiép tuc chia sé théng tin va
duy tri qua trinh giao tiép hai chiéu theo hudng tich cuec.

b. Cac dang cdu hoi

Céu héi mé 1a dang cau hoi ¢6 ciu tra 161 rong, da dang, thuong khién ngudi tra 10
can st dung nhiéu hon mdt tir dé tra 161. Dang cau hoi nay s€ khong dua ra goi y cau
tra 101 ma khuyén khich nguoi tra 101 phai suy nghidé dua ra y kién ctia minh.

Dang cau hoi nay s& gitp ngudi ban 1é thude khai thac dugc nhidu thong tin va gitp
nguol bénh cdi mé chia sé cac thong tin hon. Tuy nhién, nhugce diém ctia dang ciu hoi

ndy 1a cau tra 10i c6 thé lan man, khoéng tip trung vao van
dé chinh.

Cau héi lya chon la dang cau hoi da dua ra cac phuong an tra 1061 va nguoi tra 101 chi
can lya chon dap an phu hop véi ho. Vi du “Chj bi ho co dom hay khong co dom?”.
Cau hoi lya chon sé& gitip thu hep nhimng nghi ngd cua duge sy - ngudi ban 1é thudc,
gitp ngudi bénh d& dua ra cau tra 10i hon va khuyén khich khach hang chia s¢ thém
nhing thong tin theo cach cua hg. Tuy nhién, khi stir dung dang céu hoi nay can than
trong vi néu khong biét dit cau hoi dung cach thi s€ nhén dugc cau tra 101 theo y cua
dugc s§ - nguoi ban 16 thude mong mudn hon 1a cua khach hang.

Céu héi thim do 13 dang cau hoi nham khai thac, kham phé thém nhung thoéng tin
chua rd tir ngudi bénh. Vi du tinh hudng ngudi bénh (nir) bi dau dau va néi rang nguoi
bénh duong nhu c6 thé biét trudc duge con dau clia minh sap xay ra. Ngudi ban 16 ¢o
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thé st dung cau hoi tham do “Chi noi rcfng chi dwong nhw co thé biét trude dwoc con
dau cua minh Scfp xay ra, tai sao chi lai noi nhu vay?”.

Céu héi dong 1a dang ciu hoi chi can tra 10i c6 tinh khang dinh hodc phu dinh véi cac
tinh hudng dugc dua ra. Vi du khi khai thac thong tin trong tinh hubng nguoi bénh bi
tiu chay, nguoi ban lé thudc mudn danh gia mic do mat nudc ¢ tré ngudi ban 1é
thudc co thé hoi ngudi chim soc tré cAu hoi “Mdt tré ¢6 tring hon binh thuwong
khéng?”. Dang cau hoi nay gitip ngudi bénh dé tra 11 va phu hop véi dbi twong nguoi
bénh khong thich tra 101 dai.

Cau héi din dit 1 dang cau hoi ma cau tra 101 nguoi hoi mong cho da co trong
cau hoi. Vi dy tinh hudng mot nguoi bénh nam noi rang anh ta bi dau ¢ vung bung,
dugc s§ - nguoi ban 1¢ thude dong thoi ciing blet nguoi bénh 1a mot ngudi hut thude
va qua can. Duoc s¥ - ngudi ban 1¢ thude nghi ring con dau 1a do da day va bt dau
héi nhitng cau hoi d€ xéc dinh. Ngudi ban 1¢ thude héi “Sau khi én thi anh bi dau nhu
vdy dung khong?”. Nguoi bénh s€ tra loi “Dung” vi nguoi bénh nho bira chiéu in
nhiéu va sau do thiy dau. Nhu vy, véi céu tra 101 nay rat d& khién duoc sy - ngudi
ban 1& thudc tiép tuc khai thac thong tin vé bénh ciia ngudi bénh theo hudng sai. Dugc
sy - nguoi ban le thudc c6 thé c6 xu hudng sir dung dang cau hoi nay khi c6 ging giao
tiép v6i nguoi bénh hodc dé nhan cau tra 10i theo suy doan ciia minh. Tuy nhién, can
can nhic khi str dung vi né ¢ thé dan dit theo suy doan chwa phu hop.

¢. Luu y khi thwc hién ky nang hoi

Dé c6 thé thuc hién k¥ ning hoi tot ngoai nhitng cau hoi mang tinh chat chuyén moén
dé khai thac thong tin vé bénh va st dung thudc cia ngudoi bénh thi dugce sy - nguoi
ban 1¢ thudc can phai luu y mot s6 van dé sau khi thyc hién dat cau héi:

Sur dung cac dang cdau hoi phu hop

M&i dang cau hoi déu cé wu - nhuge diém riéng vi vy duoc s§ - ngudi ban 1& thude
can phai nim dugc cac dang cau hoi nély va van dung linh hoat vao cac tinh hubng
giao tlep _Tuy nhién, dé gitp giam thoi gian cia cudc giao tlep va dé nguoi bénh co
thé néi vé cac triéu chimg bénh theo ngdn ngit ciia minh thi bat ky khi nao co thé va
dic biét trong giai doan dau cta qua trinh trao doi khai thac thong tin vé ngudi bénh
nén st dung cau héi mé. Sau do st dung cac dang cau hoi khac dé xac dinh hoic
khadm pha thém thong tin.

Bdm bao nguwoi bénh hiéu ¥ nghia cdu hoi

Néu nguoi bénh khong hiéu 1y do dit cAu hoi ngudi bénh s& ngai ngung, bdi rdi va
khong mudn chia sé thong tin. Nhung néu ngudi bénh hiéu 1y do dat cau hoi, ngudi
bénh s& thoai mai, c4i md va sian sang chia sé thong tin, ké ca nhimg thong tin mang
tir~1h 921 nhan, nhay cam. Vi vay, mdt cau hdi tot 14 modt cau hoi 1o rang va
de hiéu.

Phu hop giita nhip diéu hoi va kha nang tra loi cua nguwoi bénh
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Duogc sy - nguoi ban 1¢ thudc c6 kinh nghiém thudng c6 san mot loat cac cau hoi st
dung dé khai thac thong tin can thiét tir phia khach hang. Tuy nhién, néu duoc sy -
ngudi ban 1¢ thude hoi qua nhanh c6 thé khién khach hang nham 13n va dua ra cau tra
101 khong chinh xé4c, khong diy dii va tham chi 14 sai. Vi vdy, trong qua trinh hoi duoc
sy - ngudi ban 1é thude can phai cht y dén nhitng biéu hién ¢ khach hang, néu ho co
dau hiéu bdi r6i thi can phai hoi véi toc do cham hon. Pong thoi, ngudi ban 1¢ thude
c6 thé hoi lai mot s6 thong tin dic biét trong truong hop néu thay thong tin d6 khong
pht hop véi cac thong tin dd duoc cung cap trude do.

Trdnh svr dung cdu héi dan dit

Tam ly chung thuong khong ai mudn thé hién su thiéu hiéu biét ctia minh. Trong mot
s6 tinh hudng khi str dung dang cau hoi dan dit c6 thé s& nhan duoc thong tin khong
chinh xac do ngudi bénh muon che dAu sy thiéu hiéu biét cia minh. Vi dy tinh huong
nguoi bénh dén nha thudc mua mét thude dang binh xit dinh liéu. Duoc sy - nguoi ban
1¢ thudc mudn biét ngudi bénh di biét cach sir dung binh xit dinh liéu chua va hoi:
“Chdu dodn bdc da biét lo thudc xit réi diing khéng?”. Khi d6, ngudi bénh rat c6 thé
s& tra 101 “C6” trong khi thuc té ho khong biét sir dung dang thude xit nay. Vi khi nghe
cau hoi trén, ngudi bénh co thé suy dién ¥ nghia cau hoi 13: “Nguwoi bdn 1é thube dodn
la téi biét sir dung lo thube nay. Vi chdc lo thude ndy dé sir dung va moi nguoi déu biét
swr dung vi vdy nguwoi ban 1é thudc khéng can phdi néi véi téi. Néu t6i khong biét sir
dung thi tht kém”. Dugc sy - ngudi ban 1¢ thude nén hoi 1a: “Bdc da biét cach ding lo
thude xit nay chwa?” hodc tot hon 1a theo cach khong thé hién sy thiéu hiéu biét cua
nguoi bénh “Bd ¢é ai hwdng dan bdc cach sir dung lo thude xit nay chua?”. Vi cach
hoi nay thi duong nhu ngudi bénh s& dé dang xac nhan néu chwa biét cach dung thudc.
Vi khi d6 ngudi bénh chwa biét cach st dung thude 13 do chua c6 ai huéng dan ngudi
bénh chir khong phai do nguoi bénh thiéu hiéu biét.

Tranh sir dung cdu hoi khi cau khang dinh la can thiét

Tinh hudng khach ‘’hang noi rang ho mudn dimg str dung thuoc tang huyét ap. Duoc sy
- nguoi ban le thudc c6 thé phan tng 1a: “Bdc khéng muén gdp phdi nguy co néu dung
uong thuéc diing khong?”. Tinh huong nay dugc sy - nguoi ban le thuoc
can phai tuyén bd v6i khach hang rang: “Néu bdc dirng udng thube sé c6 mét sé nguy

bl

co .

2.2.2. Ky néng ling nghe

a. Tam quan trong ciia ky néing ling nghe

K§ nang lang nghe (listening skills) thé hién thong qua viéc lang nghe cham chu, nghe
tich cuc, chu dong, khuyén khich nguoi giao tiép thong qua st dung c6 hiéu qua ngon
ngtr khong 161 nhu anh mit, nét mat, diéu bo, ctr chi dé khuyén khich nguoi dbi dién,
ngudi bénh, khach hang trao doi thong tin.

Khi n6i dén k¥ ning giao tiép, nguoi ta thuong nghi dén k¥ ning néi. Tuy nhién, k¥
ning ling nghe cling quan trong khong kem va co6 thé kho khan hon trong viéc rén
luyén. Nhiéu nghién ctru cho thay hau hét moi ngudi khong c6 k¥ ning ling nghe tot.
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Trong thyc hanh dugc, lang nghe ¢6 thé cang kho thuc hién boi nhan thire, thai df cta
nhitng ngudi tham gia giao t1ep hodc boi han ché vé thoi gian. Pic biét trong bdi canh
dugc sy - nguoi ban 1é thude 12 nguoi ban ron va thuong xuyén tiép xtic véi nhiéu
khach hang.

K¥ ning lang nghe 1a chia khoa cua giao tiép hiéu qua. Ngoai ra, dugc sy - ngudi ban
1é thubc khong thé thuc hién duoc chién luge 1y nguoi bénh 1am trung tdm néu thiéu
k¥ ning ling nghe hiéu qua. Hay nhé rang nguoi bénh 1a nguoi biét nhiéu thong tin vé
tinh trang stc khoe ctia ban than. Vi vy, ling nghe gitp duogc s - ngudi ban 1é thude
tiép nhan dy du thong tin, thong diép tir ngudi bénh va khuyén khich ho tiép tuc trinh
bay y kién, thé hién su ton trong, dong cam véi ngudi néi. Tlr nhitng thong tin duoc
ling nghe mot cach dung va du, dugc sy - nguoi ban I¢ thudc méi co thé diéu chinh
cac thong diép tiép theo trong giao tiép v4i ngudi bénh, méi phan hdi phu hop.

b. Luwu ¥ khi thwe hién kj néing ling nghe

Sau day la cac thoi quen co6 thé anh hudng dén k¥ ning ling nghe va bién phép khic
phuc dé cai thién k¥ nang lang nghe:

Cé6 gdng lam nhiéu viéc mét hic: Su thiéu cha y s& dan dén cam giac nhu duoc sy -
ngudi ban 1€ thudc dang thi€éu quan tdm dén ngudi bénh va nhiing gi ho noéi. Do do6 can
tranh 1am nhirng viéc khac khi dang giao tiép voi ngudi bénh.

Két ludn luén vin dé truée khi ngueoi bénh truyén tai hét thong diép ciia ho: Két qua 1a
duoc s¥ - ngudi ban 1é thuoc chi nghe dugc mot phan nhiing gi dugc noi ra. Giai phap
trong tinh hudng nay Ia tap trung lang nghe day du thong tin trude khi dua ra két luan.

Giao tiép theo cdc khuén mdu ma nguoi ban 1é thuoc da dwge hoc hodc tiép thu
dwoc: Giai phép 1a duogc sy - nguoi ban 1¢é thuoc phai phan héi voi nhitng thong tin cd
duogc trong giao tiep chtr khong phai véi ca nhan, con nguoi.

Gid vo quan tam dén nhitng gi dang dwoc thao ludn: dé thé hién duoc sy - nguoi ban
1é thuoc dang thyc sy chi tdm vao cudc trao d6i. Tuy nhién, duoc sy - ngudi ban 1¢
thudc can phai cd ging giao tiép tét bang mit, didu nay s& gitip duoc sy - ngudi ban 1¢
thudc tap trung.

Pdnh gid cd nhin dwa trén bé ngoai hodc tinh trang, biéu hién: dé vuot qua van dé
nay, dugc sy - ngum ban 1¢ thudc can tap trung vao ndi dung, cac goi y phi ngén ngir
dé hiéu nhimg ndi dung dugc truyén tai tir dbi twong giao tiép.

Lang nghe khong chi lién quan dén viéc duoc sy - nguoi ban 1é thude sir dung trong
giao tiép; Nét mit, ngon ngir co the giong diéu ctia ngudi bénh ¢ thé dua ra cho duoc
sy nguoi ban le thudc cac goi y vé cam xic, suy nghi cua nguoi bénh trong qua trinh
giao tiép. Do d0, dugc sy - ngudi ban 1¢ thude can két hop gitta ldng nghe voi quan
sat.

Duoc s¥ - ngudi ban 1¢ thude can két hop voi ngdn ngit co thé nhu giao tiép bang mat,
tu thé (hudng ve€ phia trude, dung thang...), gat dau... dé thé hién dugc sy - nguoi ban
1¢ thuoc thuc sy dang thoai mai, chan thanh va ton trong céac thong di€p ngudi bénh
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truyén tai. Dong thoi, dugc s§ - ngudi ban 16 thude can phai tranh mot sd biéu hién sau
trong khi lang nghe:

- Cii lai hodc tranh luan gay gat v6i nguoi bénh.
_ Té thai dd sdt rudt, chan nan, cit ngang 161 nguodi bénh.
- Chi nghe nhitng gi ma dugc s§ - ngudi ban 1¢ thude thich va luu tam.

- b€ quan diém riéng cua dugc sy - nguoi ban 1¢ thuoc tdc dong dén viéc hiéu
van d€ cua nguoi bénh. Co thai d§ dinh kién véi mot s6 nhom ngudi bénh (veé ton
gido, trinh d0 hoc van, tudi tac...).

2.2.3. Ky nang phan héi

a. Tam quan trong ciia kj ning phdn héi

K¥ ning phan hoi (respondmg skills) 1a kha nang ma duoc sy - nguoi ban I¢ thube sir
dung cac ky nang vé glao tlep ngon ngit va phi ngén ngit dé chuyen tai hodc phan hoi
thong tin téi ddi tuong giao tlep Y nghia la thé hién duoc s¥ - nguoi ban 1¢ thuoc hiéu
va khuyén khich ngucn bénh giao tiép hi¢u qua hon. Bing viéc thé hién tot ky nang
nghe va ky nang giao tiép phi ngdn ngir tot, duge sy - nguoi ban 1¢ thude da thé hién
k¥ nang phan hoi phu hop.

K§ nang phan hoi thé hién k§ nang “nghe tich cwc”, gitp cho cudc trao doi tiép tuc va
cho khach hang biét rang duoc sy - nguodi ban 1€ thuéc dang tham gia vao cudc trao
doi va khuyén khich khach hang chia sé thong tin.

b. Cic dang phdn hoi

Phan hdi bao gdm phan hdi vé ndi dung va phan hdi vé cam xuc.

Phdn héi vé néi dung

Duoc s¥ - ngudi ban 1¢é thude giao tiép nham tim kiém thong tin va dua ra 101 khuyén
cho nguoi bénh vi vay phan héi vé ndi dung 1a mét phan quan trong cia cudc trao doi.
Dugc sy - ngudi ban 1¢ thudc thuong can phai tom tit cac thong tin nhan duoc trong
qua trinh trao do6i voi khach hang. Néu dugc sy - ngudi ban 1¢ thude thuc hién tot ky
nang nay s€ lam tang sy tin tudng cua nguoi bénh vao kha nang cuia nguoi ban 1€
thudc va lam tang co hdi ngudi bénh tuan thu theo cac 161 khuyén.

Phan hdi vé noi dung thong qua cach tom tit lai nhitng thong tin trong qua trinh giao
tlep con giup dugc s§ - nguoi ban 1é thude kiém tra lai thong tin, dam bao rang nhiing
diéu minh nghe duoc 1a chinh xac. Néu c6 thong tin ndo khong dung thi khach hang s&
phan ung lai va di€u chinh.

Phan hoi vé cam xiic

Phan hdi vé cam xtic giup cho cudc giao tiép & mirc dd sau hon. Thé hién khong chi su
ling nghe ma con dong cam cua nguoi ban 1¢ thudc v6i ngudi bénh, gitp nguoi bénh

cam thdy tin tudng hon, mudn chia sé hon va 1am cho ngudi bénh co thé boc 16 hét
cam xuc, suy nghi
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b. Luwu ¥ khi thwe hi¢n kj ning phén hoi

Pé d¢am bao giao tiép hiéu qua va co thé khic phuc nhitng rao can trong qua trinh giao
tiép voi khach hang, dugc sy - nguoi ban 1€ thuoc khi phan hoi can dam bao ti€u chi
5S:

Bang 2.1. Tiéu chi 5S khi phan hdi voi khach hang

Pau tién 1. Sincere Chan thanh
Thr hai, khi cung cap thong tin: | 2. Simple Don gian
5S 3. Short Ngén gon
4. Specific Cuy thé
Thtr ba, khi két thac 5. Summarise Tédm tat

- Sincere (chan thanh)

Thai do cua dugc sy - nguoi ban 1¢ thudc khi giao tiép rat quan trong. Thai do chan
thanh, 4m ap va co1 mo cua dugce sy - nguoi ban lé thudc khi trao doi, tu van s&
anh huong dén thai do cia ngudi bénh, lam ting sy tin cdy va suc thuyét phuc voi
nguoi bénh.

- Simple (don gian)

Chung ta thuong nghi rang néu dugc sy - ngudi ban 1é thude s dung nhimng tir dai,
chuyén mon thi ngudi bénh s& tin tudng va ton trong duoc sy - ngudi ban 16 thude hon
nhung d6 1a mot quan diém sai 1am. Nhiém vu cta duoc sy - nguodi ban 1¢ thude 1a
phai chuyén nhiing thong tin chuyén mon thanh hudéng dan sir dung thudc don gian
cho ngudi bénh dé ho c6 thé thyc hién theo. Duoc s§ - nguoi ban lé thudc nén st dung
nhitng ngdn ngit, cdu don gian va tryc tiép tranh sir dung ciu _phurc khong can thiét.
Khi dugc sy - nguoi ban le thudc s 'dung nhiing tir va cau ngan trong qué trinh giao
tiép thi ngudi bénh s& nhé thong tin tot hon khi str dung nhiing cau va tir dai.

- Short (ngén gon)

Trong qua trinh giao tiép tai nha thudc, dugc sy - nguoi ban I¢ thudc thuong co nhiéu
hon 3 théng tin can trao d6i v6i nguoi bénh va khi s6 lugng thong tin nhiéu hon 3 thi
nguoi bénh s& c6 xu hudng quén mot phan thong tin trao d6i. Chinh vi vay, dugc sy -
ngudi ban 1é thudce can phan loai, can nhic trao doi bang 101 nhitng thong tin gi la quan
trong nhat voi timg doi tuong nguoi bénh, khach hang. Nguoi ban I¢ thuoc nén su
dung céc bién phap giao tiép khac dé gitp khach hang ghi nhé nhu viét ra gidy mot sd
thong tin dé co thé vuot qua duoc rao can nay.

- Specific (cu thé)

Thong tin cu thé va rd y nghia s& gitip nguoi bénh khong hleu sal y nghia va nh¢ dugc
t6t hon. Vi duy tinh huong dugc sy - nguoi ban 1¢ thudc mudn tur vn cho ngu’m bénh vé
cach bao quan lo thubc nhé mat. Néu duoc sy - ngudi ban 1é thude noéi voi nguoi bénh
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rang “Khi bac mé lo thube nhé mdt ndy ra, sau mét thoi gian né sé khéng con vé tring
nita. Vi vay bdac phai nho bo di sau 15 ngay mo lp.” thi nguoi bénh s€ nhé thong tin tot
hon néu dugc sy - nguoi ban 1€ thuoc chi néi: “Bdc nén bo thuoc nay di sau 15 ngay
mo lo”.

- Summarise (tom tat)

Khi két thiic thi duge s§ - ngudi ban 1¢ thude can phai tom tit nhitng diéu da noi. Piéu
nay s€ gitp nguoi bénh nam bat va nhd dugce nhitng thong tin quan trong tot hon.

2.2.4. Ky nang tw véin/ khuyén

a. Tam quan trong ciia kj néing tw vin/ khuyén

Tr6 thanh dugc sy cong dong chuyén nghiép khéng chi doi hoi duge sy - nguoi ban 1¢
thudc phai am hiéu vé thudc va y té cong cong ma con phai biét ap dung ky nang
khuyén (advice giving skills) dé giup cho ngudi bénh hiéu rd vé bénh va thudc diéu tri
va san sang tuan thu diéu tri va thuc hién céc 16i khuyén vé 16i song lanh manh. Piéu
d6 s& gitip cai thién két qua diéu tri ciia ngudi bénh. Nhiéu nghién ctru da chi ra rang
viéc thiéu kién thic va khong hiéu 16 vé thudc anh huong ti€u cuc dén viée sur dung
thudc ¢ ngudi bénh. Do vy, k¥ nang tu van/ khuyén cua duoc s§ - ngudi ban 1é thude
dong vai tro rit quan trong trong viéc giup ngudi bénh hiéu vé thude, vé bénh, vé ché
do sinh hoat dé tir d6 nang cao hi¢u qua cua st dung thudc.

b. Néi dung can tw vin cho khéch hing

Thong thuong, hoat dong tu van/khuyén cia duoc sy - ngudi ban 1é thude duge thuc
hién trong hai bdi canh: 1/ theo nodi dung hoi ctia nguoi bénh; 2/ theo su chu dong cua
dugc s§ - ngudi ban 1¢ thude. Trong truong hop mot, duge sy - nguoi ban 1¢ thudc can
phat huy k¥ nang khai thac thong tin va tu van tap trung vao thac mac, cau hoi cua
ngudi bénh. Trong trudng hop thi hai, thong qua giao tiép véi nguoi bénh, duoc sy -
nguoi ban 1¢ thudc phat hién duoc nhing kién thtrc con thiéu hodc nhiing diéu chinh
can thuc hién va chii dong trao doi, tu van dé gitp nguoi bénh nang cao hi¢u qua diéu
tri. Tuy thudc vao timg trudng hop ma duge sy - nguoi ban 1¢ thudc s& cung cip céac
ndi dung tu van khac nhau.

Tuy nhién nhin chung, khi tién hanh tu van vé thude, duoc sy - ngudi ban 1¢ thuoc can
cung cap cac thong tin sau:

- Tén thudc (tén generic va tén biét dugc).

- M6 ta thudc.

- Cong dung cua thudc.

- Puong dung, dang thudc, liéu dung va thoi diém sur dung.

- Thoi gian diéu tri: s6 ngay diéu tri va khoang thoi gian diéu tri.

- Bién phap xtr tri néu quén st dung thude hoic khong dung du liéu.

- biéu kién bao quan.
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- Cac chu y dac biét (cach dung thudc dic biét, lidu dung cach nhat, tuong tac thude -
thudc, thude voi dé uong, thic an...).

- Tac dung khong mong muén cta thuéc (ADR) thong thuong, cach giam thiéu va
hudng xur tri khi gap.

- Chi tiét vé phac db diéu tri méi hodc ché d6 diéu tri moi.

- Cac k¥ thuét, phuong phap dé ty giam sat diéu tri.

Mot trong nhimg van dé khi khuyén ngudi bénh/ tu van 1a duge sy - nguoi ban 1é
thudc ngay 1ap tirc cung cip cac ké hoach cho diéu tri ma quén tim hiéu nhén thic cua
ngudi bénh vé thudc, vé tinh trang bénh dan dén c6 thé cung cap cac thong tin khong
thuc sy can thiét hodc thiéu giai thich, cung cap thiéu cac thong tin quan trong. Vi vay
true khi tu van, duge sy - ngudi ban 1é thude phai biét va déanh gia duoc s& phai trao
d6i voi ngudi bénh nhitng thong tin gi.

Khi lga chon thudc diéu tri cho ngudi bénh, dugc sy - ngudi ban 1é thube phai lgya
chon thuéc dua trén bﬁng ching (evidence-based medicines). Thudc duge lya chon
phai dép ung tiéu chi chi phi - hiéu qua. Liéu va dudng dung, dang bao ché cua thude
14 phu hop véi ngudi bénh. Dugce sy - nguoi ban 16 thude can phai luu ¥ hon khi lya
chon thudc, dang bao ché cho nhiing nhom doi tuong dac biét nhu nguoi cao tudi, tré
em, phu nit c6 thai, phu nit cho con bi... Ngoai ra, duoc sy - nguoi ban 1é thude ciing
can phai can nhic cac van dé lién quan dén tinh trang bénh, tai chinh va xa hoi. bé
1am dugc nhimng diéu nay duoc sy - ngudi ban 1é thudc can phai nim dugc cac hudng
dan diéu tri bénh da duoc cong bd dic biét 1a cac huéng dan diéu tri chuan duoc ban
hanh boi Bo Y té Viét Nam va cap nhat thuong xuyén kién thirc. Diéu nay sé& giup cho
duogc s§ - nguoi ban 16 thude dé dang hon trong viéc lua chon thudc.

Dugc s§ - ngudi ban 16 thude cﬁng can phai kiém tra ¢& dam bao liéu, tan suét, thoi
gian, duong dung 1a phu hop véi nguoi bénh. Dé 1am dugc didu nay, duogc sy - ngudi
ban 1¢ thudc phai c6 duge cac thong tin vé can ning, tudi, tinh trang bénh, chirc nang
gan, thén, cac thude dung kem, thot diém dung. Dugc sy - ngucn ban 1¢ thudc can can
nhic dé giup dua ra ché do sir dung thudc phu hop nhat v6i ngudi bénh giup giam
thiéu tac dung khong mong mudn.

Dugc s§ - ngudi ban 1é thude ciing nén cung cap thong tin chi tiét vé nhan vién y té ma
nguoi bénh cd thé hdi thém thong tin trong qua trinh st dung thuoc.

b. Lwu y khi thwc hién ky ning tw vin
Tranh su dung cdc thudt ngir chuyén mon

Nguoi bénh hodc khach hang thuong khong hoidc it co kién thirc chuyén mén vé y
duoc, chinh vi vay nhiing tir nglr chuyén mon la céc tir kho hiéu. Dugc sy - nguoi ban
1€ thuoc can tranh sir dung cac tir chuyén moén, nén str dung tir ngir don gian deé hiéu.

Vi duy tinh hudng duoc sy - nguoi ban le thudc mubn tim hiéu tac dung phu ma ngu:(n
bénh gap phai khi str dung thudc thi khong nén hoi 1a “Khi dung thuée nay bdc cé gdp
phdi ADR ndo khéng a”. Tir ADR 1a mot tir ngit mang tinh chat chuyén mén va nguoi
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bénh c6 thé s& khong hiéu n6 c¢6 ¥ nghia gi. Trong tinh hudng nay duoc sy - nguoi ban
1€ thudc nén hoi nguoi bénh 1a “Khi dung thuoc nay bac co thdy bat cuwr biéu hién gi
bat thuong khong a?”.

Dugc sy - nguoi ban 1¢ thudc can cha ¥ cac biéu hién ctua nguoi bénh, kiém tra lai
thong tin néu thay nguoi bénh phan van bang cach dat cau hoi. Khi dat cau hoi dé tim
hiéu vé hiéu biét ctia nguoi bénh nén dit 14 “Chdu néi ¢é ché nao khéng ré khéng a?”
cach néi nay s& tét hon cach ndi “Bdc c¢6 hiéu nhitng gi chdu néi khéng?”. Vi cach
n6i thtr nhat s& khién cho khach hang thoai mai hon vi nhitng théng tin chua 1d & day
1a do 131 ctia nguoi ban 1é thude.

Pdm bdo nguwoi bénh khong qud lo lang khi duwoc tién hanh tw van

Tam 1y cta khach hang khi dén nha thudc thuong 13 thiéu binh tinh, lo sg, ngai ngiing
hodc gian dit... Diu nay c6 thé 1a ban tinh cua khach hang ciing c6 thé 1a do anh
hudng cua bénh tat hoac van dé ca nhan khac. Mot nghién ctru da chi ra rz‘“lng muc do
lo ling va kha ning ghi nhé thong tin ¢6 méi lién quan.

Néu dugc s§ - ngudi ban 1é thude thay khach hang dang rat lo lang thi can luu ¥, nhic
nh¢ dé khach hang cha y dén cac thong tin trao d6i. Vi du tinh hudng khach hang nir
dén nha thudc mua thudc ha sét cho con va nguoi ban 1é thude thay khach hang dang
rat lo lang thi nén nodi: “Em biét la chi dang rdt lo lang dé c6 thé vé nha va cho bé
uong thuéc. Nhung viéc em hudng dan cho chi cdch sir dung diing thuoc nay la rat
quan trong. Chi chii y lang nghe nhé.”

Con néu dugce sy - nguoi ban 1¢ thuoc thdy nguoi bénh khong lo lang va c6 kha nang
s& khong tuan th diéu trj thi can phai nhic nho dé nguol bénh luu y. “Viec uong
nhitng vién thuoc nay dii 5 ngay la rat quan trong. Néu anh khéng uong du thoi gian
thi anh c6 thé bi mdc lai bénh viém phoi. Khi d6 diéu tri sé khé hon va anh cé thé sé
phai nghi viéc lau hon.”

S6 wong théng tin tw van bang 1oi phit hop véi mét cude trao doi

Khi sé lwong thong tin con it thi kha ning ghi nhd hét cac thong tin t6t hon khi sd
luong thong tin cang nhiéu thi kha ning ghi nhd thong tin giam xudng.

Khi s6 lwong thong tin nhiéu hon 3 thi khach hang c6 xu hudng khong nhé duoc hét
cac thong tin trao d6i. Vi vy, dugc sy - nguoi ban 1¢ thudc phai biét phan tich tinh
hudng dé Iya chon ra nhiing thong tin duoc danh gia 1a quan trong thong thuong 1a 3
dé trao doi bang 101 v&i ngudi bénh. Néu dugc sy - ngudi ban 1¢é thude ¢6 nhiéu hon 3
thong tin can trao d6i thi phai st dung céc bién phap khac hd trg giup nguoi bénh cé
thé c6 duoc thong tin can thiét.

Théng tin quan trong dwoc cung cdp vao nhimg thoi diém phii hop ciia giai doan tw
vin

Giita thoi diém trao d6i va thong tin duoc ghi nhé c6 mdi lién quan. Mot nghién ctu
danh gia vé mdi lién quan giita vi tri, thoi diém cung cdp cac thong tin va kha niang ghi
nhd (hinh 2.4) cho thay tai thoi diém dau va cudi giai doan tu van kha ning ghi nhé
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thong tin la t6t nhat. Chinh vi vay nhimg thong tin quan trong dugc sy - nguoi ban 1¢
thudc nén lya chon dé trao ddi ¢ dau hodc cudi giai doan tu van véi nguoi bénh. Véi
nhitng thuéc ngudi bénh méi sir dung lan dau hodc don thudc méi véi ngudi bénh thi
nhirng thong tin dugc danh gia 1a quan trong can trao d6i véi nguoi bénh la thong tin
vé bénh va thude (tic dung, cach st dung, bao ‘quan). Khi tu van sir dung thudc véi
nhiing tinh hubng ngudi bénh da sir dung thuoc hodc don thudc nhiéu 1an, tré nén
quen thudc, duge sy - nguoi ban lé thudc ciing can danh gia kinh nghiém, cam nhéan
cua nguoi bénh vé viéc su dung thuoc Nhiing théng tin nguoi ban 1¢ thudc can trao
doi vai ngudi bénh 1a: cdm nhan vé hiéu qua cua phac dd diéu tri, cua thudc; viéc kiém
so4t cac triéu chung bénh khi sir dung thudc; nhimng tac dung thuc té gap phai khi sir
dung thudc; 1y do tai sao nguoi bénh dimg, thay doi thudc hodc phac d6 diéu tri (van
dé tuan thu diéu trj).

Théng tin cung cdp can dam bdo ré rang, tranh nguoi bénh hiéu lam

Thong tin néu dua ra khong cu thé 1o rang c6 thé s€ khién cho ngudi bénh hiéu sai dan
dén nhiing sai st trong dicu tri.

Duoc sy - nguoi ban 1& thubc khong thé kiém soat cach ngudi bénh hiéu thong tin
nhén dugc. Vi vay, dugc sy - nguoi ban 1¢ thuéc phai luén nhic nhd ban than vé
nhimg gi c6 thé xay ra va dam bao rang giao tiép ctia nguoi ban 1é thude 1a rd rang
nhat c6 thé.

Ngoai ra, trong qua trinh tu vén, dugc sy - nguoi ban 1é thube _phai ton trong quan
diém ctia nguoi bénh. Ngudi bénh co nhiing quan diém riéng vé thudc va tinh trang
sttc khoe cua ho. Piéu nay khong han dua trén ‘bang chimg khoa hoc’ nhung can duogc
ton trong va thau hiéu. Nguoi bénh co thé dua ra cac tin hiéu bang ngdn ngit hodc phi
ngodn ngir dé thé hién quan diém hodc cam xtc vé van dé stc khoe. Thau h1eu quan
dlem cam xuc cua nguoi bénh giup duge sy - nguoi ban 1¢ thuoc xay dung mbi quan
hé tot véi nguoi bénh, khién ho dé& dang tuan thu theo céc tu van trong st dung thude
va thay doi 16i song. Vi dy khi nguoi bénh budc vao nha thudc va chia s¢ v6i nguoi
ban 1¢ thudc rang ho méi bi chan doan ung thu. Thay vi hoi ngay vé muc dich cta viéc
dén nha thudc, dugc sy - ngudi ban 1& thude c6 thé trao doi vé cam xuc ciia ho hoic
cac tac dong dén gia dinh cua ho.

Pdnh gia dam bao nguoi bénh nhé dwoce nhitng théng tin tu vin

Dugc sy - nguoi ban 1¢ thudc can danh gia xem nguoi bénh ¢6 hiéu nhiing thong tin
dugc cung cap hay khong bang cach hoi hodc yéu cau nguoi bénh mo ta lai cach ho sé
sir dung thudc hodc yéu cau nguoi bénh str dung thur cac thiét bj hd tro diéu tri nhu
6ng hit/ thude dang xit. Khi kiém tra nguoi bénh c6 ghi nhé duge cac thong tin di trao
d6i, dugc sy - ngudi ban 1é thude nén ap dung ky thuat "giang day lai" (teach back)
hodc “chi cho t01" (show me) dbi voi nguoi bénh. Xac nhan lai xem nguoi bénh da
nim dugc day du thong tin di huéng dan chua thong qua ky nang phan anh, nhic lai
va tom tat lai thong tin. Vi du nhu "Chdu muoén dam bdo rang moi diéu chdu gidi thich
déu 16 rang. Néu bdc can hudng dan sir dung thubc ndy cho bdc trai, bdc sé huéng
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déan nhw thé ndo a?" Hodc "Bdc ¢ thé cho chdau biét cach dung cua thuéc xit nay
khong?"

Phéi hop ca ngdn ngit bang 10i va viét khi tw van

Khi 14p ké hoach diéu trj cho nguoi bénh, duge sy - ngudi ban 1¢ thudc nén dung ca
ngon ngit bang 16i va ngdn ngir viét (hudng dan str dung, nhan thudc, théng qua céc to
roi, 1ap bang sir dung thude.. -). Khi giao tiép v&i ngudi bénh bang ngdn ngir viét,
duogc s§ - ngudi ban 1¢ thude can tao diém chl y gitip ngudi bénh nhé vi tri s& tim thay
thong tin. Hay dé thong tin vé san pham (to roi, to huéng dan st dung) & vi tri ma ca
nguoi ban 1é thude va nguoi bénh déu c6 thé nhin rd hoic st dung phan thong tin da
viét 1am hudng dan cho phan tr vin ctia ngudi ban 1é thude (chuan bi trude, danh dau
nhimng diém quan trong). Pong thoi, dugc Sy - nguoi ban I¢ thude can theo ddi phan
h01 cua nguoi bénh trong qua trinh trao d01 tranh bién thong tin ngudi ban ¢ thudc
Vlet ra 1 diém tap trung duy nhét. Mot sb luu ¥ khi sir dung ngén ngit viét trong giao
tiép tai nha thude:

- Str dung mau myc tuong phan voi mau gidy nhu mau den hodc mau xanh trén
nén trang

_ Viét rd rang, dé doc.

- Tiéu d& nhin phai cu thé.

- Ghi thoi gian trén nhan.

- Thong tin day du, tranh mo hd, khong rd rang.

- Viét thong tin theo mAu hoic theo quy dinh nhitng ndéi dung bat budc ddi véi
thudc ra 1¢é khong con bao bi ngoai dinh kém.

- Ky tén va ghi 18 chitc danh (néu can).
- Cén ¢6 nhin bo sung hodc thong tin thém trong mot s6 trudng hop dic biét.

Phéi hop stk dung mét s6 bién phdp, kj thudt huwéng dan khi tién hanh tw van (néu c6
thé)

Khi tién hanh tu van néu co thé duoc s¥ - nguoi ban 1€ thudc nén sir dung mot sb bién
phap, k¥ thuat dé gitip ngudi bénh d& dang ghi nhé dugc cach st dung thube, dic biét
trong cac tinh hudng don thudc dugc danh gia 13 phic tap voi ngudi bénh. Co rat
nhiéu nguyén nhan khac nhau khlen cho don thudc dugce danh gia 1a st dung phirc tap
v6i nguoi bénh nhu: (1) Tan suét dung thudc nhiéu hon hai lan/ ngay hodc cac thudc
duoc su dung da dang vao cac thoi diém khac nhau trong ngay. Mot sd nghién ctru da
chi ra khi tan suit st dung thube 16n hon hai lan/ ngay thi nguoi bénh s€ co xu hudng
tudn tha diéu tri thap hon. (2) Céc van dé lién quan dén dang bao ché cia thudc nhu
dang bao ché kho sir dung hay hudéng dan st dung phtic tap hoic don thude c6 nhiéu
dang bao ché khac nhau ciing khién cho ngudi bénh cam thay kho khin khi st dung
thudc. (3) Ngoai ra nhimg huéng dan thém dé dam bao nguoi bénh c6 thé sir dung
dung thudc ciing khién cho nguoi bénh c6 thé luing tang. Chinh vi vdy dé dam bao
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hi¢u qua diéu tri cta thude, duoc sy - nguoi ban 1¢ thude can phai c6 nhiing luu v,
nhic nho va tim kiém nhimg giai phap phu hop voi nguoi bénh.

V61 nhitng thudc co dang bao ché hodc cach st dung dugc danh gia la phtc tap khoé
khin v&i nguoi bénh thi duoc sy - nguoi ban 16 thude c6 thé sir dung cac bién phap, ky
thuat nhu 1am mau hodc str dung cac thiét bi md phong dé huéng din ngudi bénh cach
stt dung. Ngoai ra, viéc 4p dung ky thudt “teach back” trong tinh hudng nay ciing
thuong dugc dugc sy - nguoi ban 1€ thude lua chon. Khuyén khich nguodi bénh thuc
hanh lai ngay trudc mit ngudi ban 1¢ thude cach str dung thude s& gitp duge sy -
nguoi ban 1¢ thude danh gia xem nguoi bénh st dung thude dd ding chua va dua ra
nhitng diéu chinh néu can. Hodc sir dung phdi hop to hudéng dan st dung trong qué
trinh tu vin cling s€ giip cho nguoi bénh stir dung thudc d& dang hon, diéu nay dac biét
hitu ich trong truong hop td& huéng dan sir dung c6 hinh anh mo ta cac thao tac.

Duoc sy - ngudi ban 1¢ thude ciing co thé go1 ¥ nguoi bénh hodc bac si sir dung ché do
dung thuoc don gian hon nhu st dung thudc dang vién phong thich cham dé giip giam
tan suét sir dung thudc hay sir dung san pham két hop gitip giam sé luong thudc phai
stt dung trong don. Néu c6 thé nén khuyén ngudi bénh st dung cing mot dang bao
ché, thiét bi dé dua thude vao co thé.

Bén canh do, dugc sy - ngudi ban 1é thube can giup nguoi bénh 1ap mot ké hoach sir
dung thubc phu hop vo1i thoi quen hang ngay cua ho. Diéu nay s& gitp tao su thuan loi
va tang tuan thu diéu tri & ngudi bénh. Véi truong hop don thude qua phic tap thi
dugc sy - nguoi ban lé thudc c6 thé gitp nguoi bénh 1ap mot bang sir dung thudc phu
hop hodc tu van nguoi bénh str dung cac dung cu phan chia lidu dung thude.

Trong truong hop can ¢ nhimg luu y thém voi nguoi bénh, duge sy - nguoi ban 1¢
thudc can phai im giai phap dé gitp don gian hoa nhimg 101 hudng dan dé ‘nguoi bénh
c6 thé thuc hién theo. Duoc sy - nguoi ban 1¢ thube phai huéng dan cy thé vé cach st
dung thudc cho nguoi bénh dé ngudi bénh b thé bé hodc nghién vién thude trudc khi
str dung d& dang hon. Vi nhitng thudc ma can phai hoa tan thudc dang bot vao nude
dé tao thanh hdn dich hodc nhii dich trudc khi st dung duogc sy - nguoi ban 1€ thude
cling can phai c6 nhitng huéng din nhic nhé. Véi nhimg thude ma khi sir dung cho
ngudi bénh phai tinh theo can niang hodc tudi thi dugc sy - ngudi ban 1é thude ciing
can tinh sin lieu quy vé nhimg don vi liéu don gidn v6i nguoi bénh. Vi du nhu hudng
dan sir dung paracetamol thay vi noi liéu 1a 10- 15mg/kg dugc sy - nguoi ban 1¢ thudc
nén quy d6i vé don vi lidu 1a mot goi hodc mot vién mdi 1an uong V6inhiing thudc sir
dung liéu khac nhau hoic lidu cach nhat thi nguoi ban le thudc nén chuyen cu thé
thanh lich st dung thubc dé ngudi bénh c6 thé tuan tha va st dung duoc dé dang. Vi
dy thir 2-4-6 udng mot vién, thir 3-5-7-chi nhat udng hai vién. Mot s6 thude dé co tac
dung t6t v6i ngudi bénh can phai ubng vao mot thoi diém nhat dinh hodc dé ting hap
thu cén sir dung cach xa btra an hodc khi an thi dugc sy - nguoi ban 1¢ thudc cling can
phai hudng din dé ngudi bénh biét va tuén thi theo. Ngudi ban 1é thude cling can tu
van cho ngudi bénh khi thude ¢ twong tac voi do an, thirc udng dé nguoi bénh biét va
tranh. Hay don gian 13 duoc sy - ngudi ban 1é thude hudng dan nguoi bénh sir dung
thudc theo to hudng dan st dung thude hodc luu y khong cho ngudi bénh nam xubng
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ngay sau khi géng thudc ddc biét voi nhimg ngudi bénh phai nam thuong xuyén,
khong di chuyén dugc.

Mot 56 triwong hop bénh nguoi bénh cdn lwu ¥ khi tw vin

Truong hop nguoi bénh mic bénh nang hodc ac tinh can tu van dé giup nguoi bénh
hiéu 13 vé bénh, 16 trinh kiém tra, diéu tri va nguoi bénh co6 duge tam ly tbt va thoai
mai hon khi diéu tri. Dugc sy - ngudi ban 1é thudc ciing can tu van chi tiét trong
truong hop nguoi bénh c6 nhiéu bénh mic kém vi v6i nhing truong hop ndy nguoi
bénh phai st dung nhiéu thudc, dé xay ra twong tac thudc.

Truong hop nguoi bénh phai sir dung cac thude c6 khoang diéu tri hep hoic khi ngudi
bénh phai dung nhiéu thuoc v6i nhiéu cach sir dung thudc khac nhau, dugc sy - nguoi
ban 1é thudc phai tu van day du dam bao ngudi bénh co thé st dung thanh thao va
dung tt ca cac dang thude.

Truong hop ddi tuong str dung thudc 1a cac ddi tuong dic biét nhu nguoi cao
tudi, hodc nguoi bénh khong thé tu sur dung thuoc (tré em, nguoi om nang...) hodc
nguoi bénh co tién sir khong tuan tha diéu tri, tién sir khong dap u’ng tbt trong diéu tri,
tién sir da ting gap phan ng phu hodc nguoi nude ngoai, nguoi dan toc gép nhimg
kho khin, bat dong vé ngdn ngir thi dugc sy - ngudi ban 1¢ thude ciing can phai cha
hon qu4 trinh tu van/ khuyén

2.3. K§ niing giao tiép véi mot so6 ddi twong

2.3.1. Ngwoi cao tuoi

Tudi tic anh huéng dén qua trinh tlep thu; kha nang tiép thu cua nguoi cao tu01
thuong cham hon so voi nguoi tre tudi. Do do, trong giao tiép véi nguoi cao tudi,
dugc sy - nguoi ban 1é thudc nén chia cac ndi dung trao do6i thanh nhiing phéan nho dé
gitp ho d& nhé. Nhan manh cac diém chinh: “Théng tin nay rat quan trong” giip cho
ngudi bénh nhé nhimg didu can thyc hién va dua ra hudng dan cy thé, 16 rang. Co thé
str dung hinh anh hoic truc quan sinh dong hd trg trong viéc hudng dan dung thude.
Dong thoi, can khuyén khich ngudi cao tudi phan hoi dé biét ho co thuc su hiéu théng
diép duoc truyén tai.

Nguoi cao tudi thudng bi giam thi Iyc va thinh lyc nén trong khi trao doi thong tin véi
ho, duoc sy - ngudi ban 1¢ thudc can phai co diéu chinh phu hop tuy timg
dbi tuong.

Nguoi cao tuéi ¢6 thi lyc kém: khi giao tiép voi khach hang c6 thi luc kém, giao tiép
bang 101 rat quan trong va céac thong diép duoc sy - ngudi ban 1¢ thudc dwa ra can rd
rang, cu thé. Ngudi ban 1¢ thude co thé can trao ddi thém véi gia dinh va ngudi than
ctia nguoi bénh trong truong hop can thiét.

Ngueoi cao tudi cé thinh lc kém:

Thinh luc kém 1a mot rao can Ién trong giao tiép. Mot s6 dau hiéu dé nhan biét nguoi
bi giam thinh lyc:
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- Giong noi to bat thuong.

- Nghiéng ddu sang mot bén hodc khum tay dé 1én tai khi nghe.

- Tap trung vao moi ngudi noi.

- Pua ra nhitng cau tra 101 khong phu hop voi ndi dung hoi.

- C6 nhing biéu hién nham lan.

- Thudng yéu cau ngudi ban 1¢ thude noi cham lai hodc nhéc lai théng tin.
- Khong thé giao tiép khi khong thé nhin vao miéng nguoi ban 1é thudce.

- Khong thé thuc hién cudc néi chuyén trong diéu kién co tiéng on.

Khi nhén thay c6 nhitng dau hiéu nay nguoi ban 1€ thudc nén héi ngudi bénh xem ho
muon giao tiép nhu thé nao. Ngoai ra, trong qua trinh giao ti€p dugc sy - ngudi ban 1é
thudc can phai luu y mot so diéu sau:

- Han ché céc tleng on _xung quanh: cac am thanh tu cac cudc noi chuyén khac,
cac thiét bi dién tir, tiéng 6n tir bén ngoai... khién cho cudc trao ddi thong tin gitra
dugc sy - ngudi ban 1é thude va ngudi bénh thém khé khan. Vi vay hay cb ging lya
chon khu vyc yén tinh cho cudc néi chuyén véi nguoi bénh.

- Tép trung chi y vao nguoi bénh: ndi chuyén truc tiép va duy tri tot giao tiép
bang mat véi ngudi bénh.

- Noi 10 rang, ranh mach voi tbc d6 cham, st dung cac cau ngén, don gian va
dung nhiing tr ngtr quen thudc véi nguodi bénh. Pam bao anh sang phu hop trén
guong mat cua dugc sy - nguoi ban 1€ thude; khong dé tay, but... che mat, miéng khi
dang noi.

- Str dung thém giao tiép bang chir viét dé hd tro cho cudc nédi chuyén cia nguoi
ban 1€ thuoc vi ngudi bénh va co thé trao doi véi ngudi nha néu can thiét.
2.3.2. Khach hang kho tinh

Khi trao d6i thong tin v&i khach hang kho tinh, ngudi ban 1é thube can luu y mot sb
di€u sau dé giao ti€p hiéu qua.

Ngudi ban 1é thudce cb thé ap dung cach tng xir quyét doan, giir binh tinh, chu y dén
ngon ngit co thé va tranh tranh cdi du diéu khach hang phan ddi c6 thé vo 1y. Néu
duogc sy - ngudi ban 1é thude nghe thay khach hang phan di vé mot diéu gi, hiy giai
thich lai va tra 161 ngén gon, ding trong tdm. Ngudi ban 16 thudc hiy tao cho khach
hang cam giac nhe nhang va ghi nhan nhimg gi khach hang phan d6i. Tranh sir dung
U “nhung” thay vao d6 hiy st dung tir “va”. Khong nén phan déi ngay lap tic va
ding nhirng dong tir nhe nhu “Em biét la anh rdt lo ling vé cdch sir dung thudc nay va
Nguo1 ban le thudc hiy dua ra cac cu hoi dé khach hang c6 thé néi tiép vé su phan
dbi ciia ho va khong dugc chen ngang, ngat 161 khi khéach hang trinh bay Vi du nhu
“Anh c6 thé néi thém cho em biét vé diéu gi lam anh khéng thodi mdi...”, “Con vin dé
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b

@i vé loai thuoc nay lam anh lo lang?”. Hiy st dung cau hoi mo “Nhuw thé nao?”,
“Diéu g’ dé tim hiéu cac mbi quan tdm cua khach hang, tranh str dung cau héi “Tai
sao” (diéu d6 khién khach hang phai thanh minh) hodc cau hoi dong (han ché ndi dung
tra 101).

Dién dat lai d¢ dam bao ngudi ban 1¢ thude hiéu dung nhimg thong tin khach hang
truyén tai. Dugc s - nguoi ban 1¢ thudc cling c6 thé nhic lai cam giac ctia ho nhu “Em
cam thdy anh dang lo ldng vé van dé ndy...” dé thé hién sy dong cam véi nguoi bénh.

Nguoi ban 1é thude khong nén tiét kiém nhiing 161 néi nhu “vui - xin 16i - san sang”
trong khi giao tiép voi khach hang dic biét 13 khach hang kho tinh. Néu khach hang
chia sé nhing van d¢é lo lang, nhitng thic méc cta khach hang thi dugc s§ - ngudi ban
1¢ thudc nén co phan tmg thé hién su dong vién khuyén khich khach hang. Néu khach
hang phan nan voi duoc sy - nguoi ban 1¢ thude thi ngudi ban 1€ thude nén ghi nhan va
xin 161 khach hang vé van dé ay “Em xin 16i vi dd lam anh cam thdy khéng thodi mdi” .
Nguoi ban I¢ thudc cling nén thé hién su cam két s& giﬁp khach hang giai quyét nhiing
van dé ma ho gap phai. Diéu nay sé gilp tao cam giac an tam va hai long cho khach
hang hon “Em chdc chdn sé giai quyét van dé dé cho anh”.

Nguoi ban 1 thude ciing co thé ap dung phuong phap 3F’s (Cam thay - ‘feel’, dd cam
thdy ‘felt’, va da thay ‘found’) dé gitp khach hang thém ty tin ban than c6 thé vuot
qua duoc nhitng khé khin trong diéu tri. Ngudi ban 1€ thude nén tranh st dung nhimg
cau nham muc dich thé hién sy dong cam v&i nguoi bénh nhu “Em biét anh cam thay
thé nao” nhung lai khién tao cam giac kho chiu cho ngudi bénh vi hau hét moi nguoi
déu s& nghi “Anh khéng thé biét dwoc cam xiic, cam nghi cia téi”.

Tap trung vao nhu’ng gi duoc s§ - ngudi ban 16 thude ¢ thé 1am, khong phai nhu’ng gi
duoc s§ - nguoi ban 1¢ thude khong lam dugc cho nguoi bénh. Vi du nhu, “Em co thé
dua anh hwéng dan sir dung dé mang vé.” hay “Em sé rdt vui néu lan sau anh quay lai
nha thuéc va chia sé nhirng van dé ve diéu tri khi su dung binh xit dinh lieu moi.

D61 khi khach hang s& cb ge“ing danh lac hudng ctia dugc sy - nguoi ban 1¢ thude dé 1an
tranh van de Dé giai quyét tinh huong nay, du:oc sy - nguoi ban 1& thude c6 thé sur
dung mot sé cum tir nhu “trude hét, dau tien” V1 du “Chung ta sé trao doz twng van
dé riéng. Truwde hét, em sé trao doi véi anh veé..... . Luu y giong ndi va tde do ndi cua
dugc s§ - nguoi ban 1é thude khi giai thich cho khach hang. Dugc sy - nguoi ban 1¢
thude cing khong nén trinh bay tiép néu khong duoc su dong y cua khach hang. Sau
khi trao doi duoc sy - ngudi ban 1é thude nén kiém tra lai 1an nita dé chac chan khach
hang da hiéu dang. Khi d6 nguoi ban 1¢ thudc cling nén noi theo cach khong thé hién
su thiéu hiéu biét cua nguoi bénh bang cach ndi “Nhitng gi em vira glal thich co gi
khéng ré rang khéng?” thay vi hoi “Anh ¢é hiéu nhitng diéu em vira néi khéng?”. Pidu
ndy s& khién cho khach hang cam thay thoai mai hon khi tra 101 “C6”.

2.3.3. Khdch hang tram cdm

Khoang 10% ngudi 16n tai cac nudc phuong tiy trai qua giai doan tram cam moi nim,
ty 1€ gdp & nit gid1 cao hon nam gidi hai 1an. Tai Viét Nam, bénh tram cdm dang c6 xu
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hudng gia ting va tré hoa. Trong giao tiép tai nha thudc, ngudi ban 1é thude c6 thé da
gdp nhi€u nguoi bénh c6 van dé vé tdm than vdi cac biéu hién khac nhau (Bang 2.2).
Do do, ky nang giao ti€p va diéu tri can phu hop vo1 tung doi tugng nguoi bénh.

Phén biét gitta nhiing truong hop tram cam thoang qua (mot ngudi trai qua giai doan

cam thay budn bi, chan nan nhung nhiing giai doan d6 s€ qua va khong can dung
thude diéu tri) va tram cam kéo dai khong phai dé dang.

Bang 2.2. Dau hi¢u cta tram cam

- Cam gi4c budn chén, tuyét vong, cam thdy minh v6 dung

- Mat hing thi trong cac hoat dong hodc s thich hang ngay
- Mat cam giac ngon miéng hoic sut can

- Mat nhu cau tinh duc

- Mt ngu

- Ludn cam thiy mét moi

- Kho tap trung suy nghi

- Cam thay cudc song khong co ¥ nghia

Trong nhung truong hop nghiém trong, nhiéu nguoi bénh tram cam c6 y dinh tu sat.
Nhan vién y té co thé 1a nhitng ngudi dau tién phat hién hodc biét duoc dau hiéu vé ¥
dinh tir ty ¢ nguoi bénh. Phat hién s6m nhiing nguy co va thuc hién cac hanh dong
phit hop, khan cip 1a wu tién hang dau. Trong nhimng truong hop d6, can tim hiéu
thong tin va xu Iy chuyén nghiép.

Tram cam c6 thé biéu hién khac nhau gitra tirng nguoi bénh nén viéc hiéu va giao tiép
vO1 nguoi bénh cuia nhan vién y t€ gap nhi€éu kho khéan, bao gdm ca vi¢c xac dinh va
danh gié tinh hinh:

- Phét hién sém trAm cam 1a rat quan trong.

- Can ¢ cai nhin dﬁy du vé tinh trang bénh, muc do biéu hién bénh c6 thuc su
10 rang.

- Can ghi nhé rang nhiéu biéu hién (dic biét nhu méat ngu, dau dau, dau da day, mét
moi, stirc khoe yéu kém ndi chung, img xir gidn di...) co thé 1a biéu hién cta trdm cam
va nhiing triéu ching nay c6 thé lam tréch huéng nhan biét trang thai tdm 1y hoic
khién chiing ta tap trung vao tinh trang bénh.

- Quan tim nghiém tic dén quan diém ctia ngudi trim cam vé ban than ho, vé cudc séng
(v6i thai do dong cam. Khong néi voi ho rang moi viéc khong qua t&€ hodc bi cudn vao
cam xuc ti€u cyc, bi quan cua nguodi tram cam.

- Phan bi¢t gitra buon buc, tiéu cuc thoang qua va tram cam thuc su.

Nhiéu nguoi tram cam hodc cé bénh tdm than thuong do6 16i cho ban than minh vé
hoan canh cua ho va khong san sang chia s¢ di€u d6 voi nhan vién y t€ hodc nhiing
nguoi xung quanh.

25

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



Giao tiép v6i ngudi bénh tram cam va gia dinh ciia ho véi sy ton trong, kién nhan, tinh
thuong nhu vdi cac nguoi bénh khac. Trong thuc hanh, ngudi ban 1€ thude can luu y
cac di€u sau:

- Mot s6 ngudi bénh tram cam c6 thé can thém sy hd tro trong viéc ghi nhé va duy tri
cac cudc hen gap.

- Ngudi bénh tram cam c6 thé cam thay boi ro1, cang thang, tham chi 1a hoang loan khi
phai ra khéi nha hodc dén mot budi tu van voi nguoi ban 1€ thude. Nguodi ban 1é thudc
c6 thé goi ¥ ngudi bénh liét ké cac cau hdi hodc cac van d€ quan tam trudc budi gap
va/hoac di cung voi1 ngudi than, ban beé dé cam thay yén tam hon.

Tai liéu tham khao
1. Nguyén Thanh Binh, P& Xuan Thing (2020), Dugc cong dong, gido trinh dao

tao du:gc sy dai hoc, Nha xuzﬁ,t ban 'Y hoc ’ ’
2. Nguyén Thanh Binh, Lé Viét Hung (2011), K¥ nang giao tiép va thyc hanh tot

nha thude, NXB Gido duc
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CHUONG 3. HUONG DAN TU VAN POI VOI MOT SO TRIEU
CHUNG BENH/BENH THUONG GAP TAI CONG PONG

Nguoi ban 1¢ thude c6 vai trd quan trong trong viéc tu van xir tri véi mot sd triéu
ching bénh thuong gap, khong phure tap (bénh nhe) trong cong ddng. Tai co so ban 1¢
thudc, nguoi ban le thudc thue hién hoat dong ban thudc, tu van theo quy trinh cua co
s0. Nham hd trg nguoi ban 1é thude, chuong nay hudng dan tu van dbi véi mot sd
triéu chimg bénh nhe thuong gip tai cong ddng. Trong 1an ban hanh dau tién cta cubn
tai liéu nay, mot sb triéu ching bénh duoc lya chon bao gémz ho, cam lanh, ti€u chay,
tdo bon véi nd1 dung dugce trinh bay nhu sau:

Dai cwong

Khai thac thong tin ngwdoi bénh

Dic diém nguoi bénh
Xem xét Triéu chung bénh
Tién sir (bénh, thudc) va 16i
son.
V g

Panh gia tinh trang ngwoi bénh

Xem xét Truong hop can thiét kham
bac si

Khuyén cio diéu tri

Xem xét Muc tiéu diéu tri

Lua chon diéu tri

Cung cép thong tin va tw vin

Cach st dung thudc

Tac dung khong mong mudn

Bién phép khong dung
thude

Phong ngtra/Dy phong

Theo doi
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A.Ho (Cough)

1. Pai cuong 7 N
Ho la co ché bao vé cua co thé, c6 tac dung lam sach hoac thong thoang duong dan
khi va déy cac hat/chat nhay ra khoi co thé. Day 1a triéu chimg ho hip phd bién nhat
va 13 biéu hién bat thuong cua duong ho hap. Ho c6 thé 1am suy nhuoc strc khoe cua
ngudi bénh, lam giam chat luong cudc sdng.

C6 nhiéu cach phan loai khac nhau Ve ho. Theo chit tiét bao gbm ho ¢6 chat tiét (ho ¢
domy/dich); hodc ho khong co chit tlet (ho khan, ho do co that, ho do kich tmg hong).
Theo thoi gian ho dugc phan loai gdm ho cép tinh (ho kéo dai duéi 3 tuan), ho ban cap

(ho tir 3 dén § tuan), ho man tinh (ho kéo dai>8 tuan).

Trong thyc hanh nha thubc cong ddng, can khuyén bénh nhan dén bac si dé
tham kham trong truong hop ho > 3 tuan (ho ban cép, ho man tinh). Truong hop ho
cap tinh thuong gip nhat 1a do nhiém virus dudng ho hap trén, chiang han nhu trong
cam lanh hodc cim. Ho thudng tu khoi trong vong tir 3 dén 4 tuan.

2. Khai thac théng tin ctia ngudi bénh

Nguoi ban thude can khai thac thong tin va danh gia tinh trang ctia nguoi bénh
trudc khi quyét dinh x1r tri va tu van.

2.1. Pdc diém nguoi bénh

Can xem xét:

- Tudi

- Tinh trang mang thai, cho con bu

- Tién st di ing hodc qua man vai thude (vi du dang ding thude tre ché men chuyén)
2.2. Triéu chirng

Ho 14 triéu chimg cta rat nhidu bénh. Ngudi ban thude can khai thac thong tin vé thoi
gian ho, tinh chat ho (ho c¢6 dom/ho khong dom), dic diém dich tiét, thoi gian khai
phat ho, tan suét ho, thoi diém xuét hién ho, tinh chu ky, tinh trang sbt, tinh trang
duong thd (kho khé, kho thd) va céc triéu chimg khac kém theo dé phéan biét. Can cr
thoi gian ho ctia ngudi bénh dé phan loai gdm ho cép tinh (dudi 3 tuan), ho kéo dai
(trén 3 tudn).

Ho cdp tinh:

Do nhiém virus: khdi phat dot ngot, co thé c6 dom (dom trong/ trang) hodc khong co
dom, thuong kém theo cac triéu ching cua cam lanh (dau hong, hat hoi, viém miii,
sot); Cac tri¢u chung thudong nang hon vao buoi toi.
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Do di tmg: thuong theo mua, khéng c6 dom, kém theo hat hoi, chay nuéc mili hoic
ngat mili va nglra mat, ngtra c6 hong.

Do viém thanh-khi-phé quan: thuong xdy ra ¢ tré so sinh va tré nho; trudc do s& co cac
triéu chirng cuia cam lanh, ho va kém kho tho, kho khe khi hit tho.

Viém phéi: Ho khan, dau va c6 thé kém theo s6t, kho chiu, khé thd, én lanh, nhirc dau.
Ban dau ho khong c6 dom nhung sau d6 chuyén thanh ho c6 dom mau doé.

Ho kéo dai (ho ban cdp, man tinh)

Ho ban cip thuong do nhiém trang duong tho, co thé xay ra sau khi nguoi bénh bi
nhlem trang dudng ho hap va dan dén ho dai dang, khong c6 dom co6 thé kéo dai dén 8
tuan. Triéu chtng nay thudng sé& tu khoi va khong can diéu tri.

Ho man tinh c6 thé do cac bénh Iy hodc do str dung thudc c6 cac tac dung phu gy ho
(chi tiét xem tai myc 2.3. tién sir va 16i song)

2.3. Tién sir va l6i song
- Tién st bénh c6 thé gop phan giy ra ho man tinh bao gom:

Viém phé quan man tinh: Thuong 1a do hat thudc 14, ddy 14 nguyén nhan phd bién nhat
cua ho man tinh.

Hoi chitng ho tir dwong dan khi trén (hoi ching chay dich mii sau): co thé do dj tmg
hoac viém miii van mach, viém xoang man tinh, viém mii sau nhiém trung, viém miii
c6 lién quan thai ky. Pac diém 1a ho khi cudi hodc khi néi trong thoi gian dai va ho
trAm trong hon khi nam, hong thuong sach.

Bénh hen phé quan: Kém theo thd kho khe, tuc nguc; trAm trong hon do lanh hodc khi
tap thé duc; tdng 1€n vao ban dém; ti€p xtc véi di nguyén.

Hoi chung trao nguoc da day thuc quan: ho tang 1én khi nam, vao lac déi. Co tr@éu
chung ¢ chua, dau thuong vi, cdm gidc nong rat sau xuong c chi xay ra & mot so it
nguoi.

Cac nguyén nhdn khdc: bénh 1y (lao, tran khi mang phdi, gian phe quan, ung thu phoi,
bénh phoi k&, ho ga, suy tim), ho do tdm 1y, ho lién quan dén tién st dung thubc

- Tién str dung thudc do nguoi bénh sir dung cac thude co tac dung phu gy ho nhu st
dung céc thude e ché men chuyén, chen beta giao cam, cac thudc chong viém khong
steroid (NSAIDs).

- L6i séng: tiép xuc véi chét kich tng ho hap (vi du: khoi thude 14), hut thude 14.
3. Panh gia tinh trang ciia ngudi bénh — truong hop can thiét phai di kham bac si
Can tu van cho ngudi bénh di kham bac si khi c6 mot trong cac dau hiéu sau day:
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Ho kéo dai hon 3 tuan

Dau nguc

Nghi ngo ho ga hodc viém thanh khi phé quan

Tho kho khe va/hodc kho thd

bom déc, vang hoac xanh

Dom c6 mau

Pom c6 mau gi st

Pom st bot va ¢6 mau do hong

Dau nguc khi hit sau

Nghi ngo tac dung khong mong mudn ciia thude

Ho tai phat thuong xuyén

Ho lién tuc vé dém dbi véi tré

C6 déu hiéu suy nhuoc ddi véi ngudi cao tudi

Nguoi bénh bi gidm can ma khong rd nguyén nhan
4. Khuyén cao diéu tri
4.1. Muc tiéu diéu tri

Ho cép tinh — giam triéu chimg

Ho cép tinh hau hét do nhiém virus, khong st dung khang sinh boi c6 thé gay
nhiéu nguy co hon l¢i ich cta thuoc.

4.2. Cdc lwa chon diéu tri

Chua c6 bang chung 1o rang vé hi¢u qua di€u tri cuia cac thuoc khong ké don diéu tri
ho cap tinh.

Khong nén st dung san pham co chira dong thoi thube giam ho va thudc long
dom/ti€u chat nhay.

Thubc giam ho: giam ho khan trong thoi gian ngan véi tac dung giam phan xa ho, c6
vai tro han ché trong diéu tri ho cap tinh. Khong nén sir dung khi ho c6 dom va tranh
truong hop hen phé quan, bénh mach vanh man tinh.

Ngoai ra, nhitng bién phap giam ho dugc khuyén céo nhu sir dung siro ho, vién ngdm
ho.
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Thudc tiéu chat nhay: lam lodng cac dich tiét, tao diéu kién thuan loi cho chit nhay ¢
thé di chuyén dé dang va duogc téng ra khoi dudng ho hap bsi hé thong 16ng chuyén
hoidc su khac dom. Céc thube trong nhom nhu: guafenesin, bromhexin acetylcystein,
carbocystein, ambroxol.

Thuoc khang histamin: c¢o6 thé hitu ich néu ho di kém v61 chdy dich miii sau hoac
viém mii di tng nhung can tranh néu ho c6 dom (nguy co tac nghén chat nhay).

Thudc thong mili-giam nghet miii (thudc dung tai chd): co thé hitu ich néu nguoi
bénh ho di kem v&i ngat miii, nhung néu khong cé triéu chiing ngat miii thi nén tranh

st dung. Cac thudc cudng giao cam

tai chd nhu: naphazolin oxymetazolin

xylometazolin. Cha y chdng chi dinh sir dung cac thudc cudng giao cam ¢ nguoi tang
huyét 4 ap, cuong glap, bénh mach vanh, dai thdo dudng va ding dong thoi véi cac chat
trc ché imonoamine oxidase.

Toém tit mot s thude diéu tri ho dugce trinh bay tai bang 3.1.

Bang 3.1. Tém tit mot so thudc diéu tri ho

Tén thube

Tac  dung
phu thwong
gap

Luu y twong tac
thuoc

Than trong Kkhi
st dung trén
bénh nhin

Khuyén cao
danh cho
PNCT va CCB

Thuoc tiéu chit nhay
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Guaifenesin Noén va buodn | Khong Qua liéu co thé | St dung duoc
nén din dén  tén | cho PNCT.
thuong than Chua co6 dir licu
véi PNCCB
Bromhexin Dau  thuong | Khong phdi hop v0i | Tranh ph6i hop | Chua c6 dir liéu
vi, budn nén, | thudc 1am giam tiét | v6i thudc ho vi|véi PNCT va
non, tiéu | dich nhu cac thudc | c6 nguy co @ | CCB
chay, nhuc | kiém atropin vi 1am | dong  dom ¢
dau  chong | giam tac dung cua|duong hé hap
mit, ra mo | bromhexin (dac biét la tré
héi, ban da, | Khong phdi hop véi | em dudi 2 tudi
may day, | cac thudc chéng ho | vi khong co kha
nguy co U nang khac dom)
dich tiét phé
quan & nguoi
khong c6 kha
nang  khac
dom
Acetylcystein Buon  non, | Tién sir loét da day; Chéng chi dinh | Chua c6 dir liéu
nén;  budn giam sat chat ché | & tré <2 tudi voi | voi PNCT
ngt, nhtc | khi dung thudc &|chi dinh tiéu | An toan cho PN
dau, U tai nguoi co tién st di | chat nhay CCB
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Tén thube

Tac  dung
phu thuong
gap

Luu y twong tac
thuoc

Than trong Kkhi
st dung trén
bénh nhin

Khuyén cao
danh cho
PNCT va CCB

viém miéng,

ung vi nguy co phat

chay  nudc | hen.

miii  nhiéu; | Néu c6 nhiéu dom

phan tng di|lodng & phé quan,

ung (phat | phai hat ra khi

ban, may | nguoi bénh gidm

day) kha nang ho
Khong dung dong
thoi véi cac thube
chéng ho hoic
thudc 1am giam bai
tiét dich phé quan.

Ambroxol O noéng, khé | Khong phdi  hop | Nguoi c¢6 bénh | Chua c6 dir liu
tiéu,  budn | ambroxol véi mét|ly loét duong |véi PNCT va
non, non, | thudce gidm ho (nhu | tiéu hda, cac | CCB
phat ban codein) hodc mot | truong hop ho ra

thudc 1am gay giam
tiét (nhu atropine
va cac thudc khang
cholinergic khéac)

mau, vi
ambroxol co thé
lam tan cac cuc
dong fibrin va
lam xuit huyét
tro lai.

Diéu tri
ambroxol dot
ngfm han, néu
khéng 45 can
kham lai
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Thudc giam ho —

iazm phan xa ho trong thoi gian ngin (ho khan)

Codein

Dextromethorpha
n

Tao bon,
buén  nguy,
non, dau dau,
kho miéng

Tang tac dung budn
ngu, uc ché than

kinh trung wong khi
ding cung VoI
rugu, cac thuodc

giam dau opioid,
thudc an than, thudce
ngu, thudc chéng
trim cam

Hen phé quan

Tranh st dung
trong 3 théng
dau thai ky.

C6 thé sir dung
trong thoi gian
ngan cho phu nir
cho con bu.

Gay budn ngu
va chan an ¢ tré
em.

Khang histamin — sitr dung khi ho di kém véi chay dich miii sau hodc viém miii di ng

nhung can tranh néu ho ¢6 dom
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Tén thudc Tac dung |Luu y twong tic | Than trong khi | Khuyén cao
phu thuong | thudc st dung trén | danh cho
gap bénh nhin PNCT va CCB

Diphenhydramin | Khé miéng, | Tang tac dung budn | Glaucom,  phi| St dung duoc
budn ngu va | ngt khi dung cung | dai tuyén tién|cho PNCT mic
tao bon ruou, gidam dau | li€t lanh tinh. du 1 s6 nha san

opioid, thuéc an | Han ché sir dung | xuat khuyén
than, thubc ngt va | cho ngudi cao | tranh dung
thudc chéng tram |tudi va tré em | St dung duoc
cam duéi 6 tudi (tang | cho PN CCB vi
nhay cam v6i | mot luong thudc
cac  tdc  dung | nhé vao stra me.
KMM) Tuy nhién, cé
thé lam giam
luong stra va cé
bdo cdo tré bu
kém hon.
Chit l1am diju
Mat ong | Khong | Khong | Khong | C6 thé sir dung

Ghi chu: PNCT — Phu nir ¢6 thai, PN CCB — Phu ntr cho con bu

4.3. Diéu tri ho 6 tré em

Nghién ctru gan day cho thiy thudc ho cho tré em khong tét hon gia dugc. Chirc ning
cua phan xa ho la lam sach chat tiét ra khoi dudng ho hép va viéc gitt lai nhimng chét
tlet nay c6 thé gay hai dan dén tic nghén dudng thd. Doi khi, tré co thé kiét sirc hodc
mat nga hodc nén tré nhiéu 1an do ho. Trong nhing truong hop nay, viéc su dung

thudc giam ho ¢6 thé hitu ich. Cac hudng dan sau nén dugc tuan thi:

Chi nén sir dung thudc & bénh nhan da duoc xac dinh khong ¢6 dau hiéu nao
can phai di kham béc si.

Khong nén sir dung cho tré dudi 2 tudi thude diéu tri ho va cam lanh c6 chira
khang histamin H1 ¢6 tac dung an than, thudc gidm ho, thuéc long dom hoac
thudc chong sung huyét miii.

Nén tranh str dung cac ché pham c6 chira long ndo cho tré em do nguy co gay
tac dung phu 1én hé than kinh trung wong nhu co giat hodc suy hoé hap.

Khong nén str dung sird chira con: con cé thé 1am tré an than va e ché con ho.

Mot s6 sird ho c6 thé chira ham lugng duong 16n, néu st dung qua nhicu, cac
sird nay co thé gay tiéu chay tham thau.

Khong nén cho tré so sinh bu sita m¢ hoan toan uong sir6: dudng trong siré co
thé 1am tré giam bu stra me.

33

* Tek +84-28-3930 3279 * www.ThuVienPhapluat.vn



- Mat ong c6 thé hiéu qua trong diéu tri ho & tré em > 1 tudi. Tranh st dung mat
ong voi tré nho hon 1 tuoi.

5. Cung cap thong tin va tw vin

5.1. Cach sir dung thuéc

Khi m©t~loai thude khong }(é don duogc lya chon, ngudi bénh/khach hang phai dugc
hudng dan cach sir dung, li€u luong chinh xac va luu y khi str dung.

5.2. Tac dung khong mong muén ciia thuéc

Tac dung khong mong mudn cua thudc xem tai bang 3.1.

5.3. Tw vin bién phdp khong ding thuoc

- Nghi ngoi, gitt 4m hong va co thé. Tranh khong khi kho, khoi thude 14, cac chat
gay kich tng.

- Ubng nhiéu nudc. Ubng it nhat 2 lit nude (tir 6 dén 9 cbec nude) mdi ngay.

- Chanh nong va mat ong (khong thich hgp cho tré nho dudi 1 tudi). Thém nuoce
ép vit tir nira qua chanh va mot dén hai thia ca phé mat ong cho vao mot coc
nude dun soi va udng khi con am.

- Lam diu hong bang cach siic miéng véi nudc muoi am, nhi€u lan moi ngay

- Ngirng hut thudc 14, hat thude 13 1y do pho bién din dén tinh trang ho lién tuc

5.4. Tiép tuc theo déi (Follow-up)

HAu hét ho c6 thé tu khoi

Can tu van ngudi bénh/khach hang 13 cac thong tin vé:

- Thoi gian d1eu tri (st dung thudc/bién phap)
- Truong hop can quay lai nha thudc/quay thudc hodc cac trudng hop can tim
kiém sy chim soc y té, di kham bac si (xem muc 3.1)

Tai liéu tham khao
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B. Cam lanh (Common Cold)

1. Pai cwong

Cam lanh, véi triéu chung ho di kém, 1a bénh thudng gap nhat tai cong déng. Tré em
bi cam lanh thuong xuyén hon ngudi 16n. Cam lanh khéng c6 thude diéu tri dac hiéu
va khoang 2/3 nguoi bi bénh c6 kha nang tu phuc héi trong vong mot tuan. Tuy nhién,
do s ca bénh rat nhiéu nén diéu quan trong 1 ngudi duoc sy can phai hiéu biét vé tinh
trang c6 tri¢u chung nang hodc cac tri¢u chung goi y cim.

Cam lanh 12 mot bénh nhiém trung nhe & mili va hong (dwong ho hép trén). Cam lanh
c6 thé kéo dai khoang 1 dén 2 tun, nhung cdc triéu ching thuong nhe. Cam lanh
thuong gap do nhlem virus, dé lay truyén khi ho hodc hat hoi. Ngoal ra, sy lay truyén
cha yéu 1 do tay tiép xtic voi virus, sau d6 cham vao mii, miéng va mat. Cac giot
nude roi ra tir mii pha 1én cac bé mit nhu tay ndm cira va dién thoai. Virus giy cam
lanh c6 thé ton tai trén cac bé mat ndy trong vai gio' va 1ay nhiém cho nguoi khac khi
ho cham vao cdc bé mit nay. Su lay truyén do ho va hit hoi xay ra, mac du no 1a mat
co ché thr cdp. Day 1a Iy do tai sao vé sinh tét (rira tay thuong xuyén va sir dung khin
gidy ding mot 1an) van 1a nén tang cua viée giam sy lay lan cia cam lanh. Cam lanh
dé lay nhat trong 1-2 ngay dau tién khi bénh nhan xuét hién cac triéu chimng.

Hon 200 loai virus khac nhau cé thé gdy ra cac triéu chimg ctia cam lanh, bao gdm
rhinovirus (chiém 30-50% trong tat ca cac truong hop), coronaviruses, parainfluenza
virus, vi rut hop bao hod hap va adenovirus. Khi tiép xuc véi niém mac, virus s€ xam
nhap vao biéu mé miii va phé quan, gan vao cac thu thé va gy ton thuong cho cac té
bao co 16ng. Diéu nay din dén viéc giai phong cac chit trung gian gay viém, do do,
dan dén kich thich cac biéu mé & mili, ting kha niang thim thau cua thanh té bio mao
mach din dén phu né, nguoi bénh nghet mii va hat hoi. Chét 1ong c6 thé chay xudng
sau c¢o hong, lan truyén virus dén c6 hong va phia trén nguc, gdy ho va dau hong.

2. Khai thac thong tin

2.1. Pdc diém nguoi bénh

Céan xem xét:

- Tudi

- Tinh trang mang thai, cho con bu

- Tién st di tng hodc qua man véi thude
2.2. Triéu chirng

Céc tri€u chung cam lanh xudt hién dan dan va bao gé)m:
- Ngat miii hoac chay nudc mii

- Bau hong

- Ho

- Pau du hoic dau ngudi
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- Hit hoi

- Sot

- Giam hodc mat vi giac va khtru giac.

Céc triéu ching ¢ nguoi 16n va tré em déu giéng nhau. Doi khi cac triéu chimg & tré
em kéo dai hon. Nguoi bénh thuong st dung tir "cum" khi mo td cam lanh thong
thuong. Tuy nhién, khong dé phan biét cac triéu chimg giita cam lanh va cum.

Céc bénh khéc c6 dau hiéu tuong tu cam lanh nhu sau:

Bang 3.2. Bénh ¢6 triéu chirng twong tw véi cim lanh

Bénh Dic diém dic trung
Cim - S8t cao (39°C dén 40°C), khoi phat dot ngot
- On lanh

- D6 md héi

- Dau co nang

Viém xoang - Dich miii dac, vang-xanh

- Pau/sung tay/ap luc xung quanh mat, mili, ma, tran.
Pau hon khi ho, hit hoi va cti xudng.

- Bau nhtrc ham trén/rang

- Giam khuru giac va vi giac

- Hoi chling hoi miéng

- U tai

- S6t (goi ¥ nhiém trung lan dén ving xoang)
Viém miii di tng | - Ngtra mili, mit, miéng

- Hit hoi

- C4c tri¢u chung & mét (viém két mac, chay nudc mét)
- Pau dau

- Ho/thd kho khe (thuong & bénh nhan hen)
Viém phoi - Bau nguc

- Kho thé

- Sbt

- On lanh

- N6n hodc budn nén

- Lu 1an/mat dinh hudng (chu yéu ¢ nguoi cao tudi)
Viém nap thanh | - Kho nuot

quan - Chay nudc dai

- Thé kho khe

- Kho thé

- Sbt

- B6n chon

Viém amidan - Amidan sung, dé kém dich

- Sbt

- Sung hach bach huyét

- Nuét kho

- Gigng ndi nghet
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- H61 miéng

- Réi loan tiéu hoa

O tré nho:

- Chay nudc nhai

- Chan an. Cau kinh bat thudng
Viém tiéu phé | - Suy ho hap

quan - Tho kho khe

- Sot

- Hon mé

2.3. Tién swr va loi song

Y¢u to tién st bénh va 161 song co6 thé lam ting nguy co va/hoac mirc d6 nghi€ém trong
cua cam lanh bao gom:

- Hit thude
- Bénh man tinh hozc suy giam mién dich
- Cang thang hodc mit ngu
3.Panh gia tinh trang nguoi bénh - Trudng hop can di kham béc si

Céac dau hiéu canh bio, yéu cau phai kham bac s (xem thém muc triéu chimg “ho”)

- S6t >39°C hoic 6n lanh
- S6t trong 5 ngay hodc sbt tro lai sau khi da hét sot
- Kho tho
- Thé kho kheé
- Pau dau nang, dau hong, dau xoang hoac dau co
- Mt nuée
- Budn non
Cac dau hiéu yéu cau phai dua tré di kham bac si bao gom:

- S6t>38°C & tré nho

- S6t tang 1én hodc sbt kéo dai > 2 ngay ¢ tré em & bat ky Ira tudi ndo
- Tri¢u chtg khong cai thién hoac nang hon

- Pau tai

- Kho chiu

- Chan an hodc khong thém an

- Phong thop

- Budn ngu hodc mét moi

Truong hop sbt cao, hg, kho tho hoac mét/giém khtru giac/vi gidc, cé thé do
coronavirus (covid-19), can khai b4o véi co quan quan ly theo quy dinh.
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4. Khuyén cao diéu tri
4.1. Muc tiéu diéu tri
- Gidm nhe tri€u chung

- Xac dinh céc triéu chimg dai dang hodc bat thuong va diéu tri nguyén nhan
hodc chuyén kham béc si khi can thiét.

- Cam lanh thong thuong hau hét 1a do virus, khong str dung khang sinh dé diéu
tri va tham chi co thé gay ra tac dung khong mong mudn.

4.2.Lwa chon diéu tri

- Str dung ché pharn don thanh phan dugc khuyén cdo bai lidu dung linh hoat hon
va giam nguy co qua lidu. Tuy nhién, ché pham 2 thanh phan diéu tri ho va cam lanh
gitp tiét kiém chi phi, ting tuan thu diéu tri (vi du thube két hop khang histamin va

thong miii) dugc xem cé hi€u qua vdoi nguoi 16n.

- Chua c6 du bang chtng cho viée str dung cac thude hd tro (nhu vitamin C, thao
duoc nhu echinacea) dé phong ngtra hodc di€u tri cam lanh.

- Cac thong tin vé thudc lwa chon diéu tri trinh bay trong bang 3.3. Thong tin vé
di€u tri ho xem trong phan huong dan diéu tri Ho.

Bang 3.3. Lua chon diéu tri caim lanh

Thudc

Tac dung khong
mong muon

Phu nir c6 thai va
cho con bu

Ghi chu

Paracetamol  ha
sOt; giam dau tr
nhe dén trung binh

Tén thuong gan
(truong hop qua licu)

St dung duoc
(loai A)

Luu y khi st dung voi
cac thudc phdi hop
trong diéu tri ho va
cam lanh vi nguy co
dung qué liéu khuyén
céo

Thuoc chong viém

non-steroid (NSAIDs)

— giam dau, ha sot

Ibuprofen
Naproxen

Trén tiéu hoa (buon
non, kho tiéu, xuat
huyeét)

- PNCT: loai C,
can nhic lya chon
thay thé

- PN CCB: an
toan khi st dung,
nén st  dung
NSAID tac dung

ngan nhu
ibuprofen hon
naproxen

Khong st dung dong
thoi 2 thube NSAID
C6 thé st dung aspirin
lidu thap

Mit nuéc lam ting
nguy co gap tac dung
phu cua thude (dac
biét d6i véi tré nho va
ngudi cao tudi)

Lien hé véi bac
si/dugc sy néu co biéu
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Thudc

Tac dung khong
mong muon

Phu nir c6 thai va
cho con bu

Ghi chu

hién sung mat ca chan,
kho tho, phan den,
chat nén mau ca phé

Aspirin

Trén tiéu hoa (budn
non, kho tiéu)
Xuat huyeét

PNCT: loai C, can

nhic lua chon
thay thé néu liéu
ding > 150
mg/ngay

Ubng cung thire an co
thé 1am giam tac dung
phu trén duong ti€u
hoa

Lien hé véi bac
si/dugc sy néu c6 biéu
hién sung mét ¢4 chan,
kho thd, phan den,
chét nén mau ca phé

Khéng histamin H1- giam dich tiét hé hip, khé miéng

Chlorpheniramin
Brompheniramin
Diphenhydramin
Promethazin
Doxylamin

- Budn ngu

- Chong mat

- L lan

- Pau dau

- Nhin m¢

- Tao bon

- Khé miéng va/hoac
mét

- Bi tiéu

Kich thich (hiém
gap), dac biét & tré
em

- Phu nir ¢6 thai:
c6 thé so dung
brompheniramin,
chlorpheniramin,
diphenhydramin,
doxylamin  (loai
A)

- Phu ni&t cho con
bi: c6 thé can
nhic st dung
brompheniramin,
doxylamin

Luu y:

- Tranh st dung dong
thdi v6i chat e ché
MAO

- Tranh st dung dong
thotl vé1 beta-blockers
va thubc chdng trim
cam ba vong

- Bénh tang nhan ap
glaucom goc dong

- Bénh phi dai tuyén
tién liét

- Khong dung voi
ruou. Han ché sir dung
cho ngudi cao tudi va
tré em dudi 6 tudi
(ting nhay cam voi
cac tac dung khong
mong mudn)

Thudc chéng sung

huyét miii (dang udng

)

Phenylephrin
Pseudoephedrin

- Bon chon

- Mat ngti

- Run réy

- Panh tréng nguc

- Phu nir c6 thai:
Loai B2, can nhic
lya chon thay thé

- Phu nir CCB:
can nhéc lya chon
thay thé

- It hiéu qua hon thudc
chéng sung huyét m
(intranasal
decongestions), nhung
khong gay nghet mii
tai phat
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Thudc

Tac dung khong
mong muon

Phu nir c6 thai va
cho con bu

Ghi chu

- Chdng chi dinh bénh
mach vanh, ting huyét
ap nghiém trong hodc
khong kiém soat, dang
st dung hodc trong
vong 14 ngay sau khi
ngimg cac  thudc
IMAO.

- Nguoi cao tudi 1a dbi
tuong cd nguy co cao
gap phan Ung cé hai
ctia thube

Thudc chéng sung

huyét miii (chong ngat miii), dang tic dung tai chd

Oxymetazon Kich tmg cuc bd Than trong khi st | Khong su dung o
Xylometazolin Tang tiét dich mii dung ngudi bénh ting huyét
Tai phat ngat mii ap, bénh mach vanh,
néu dung > 3-5 ngay tién sir dot quy. Than
trong st dung cho tré
em dudi 15 tudi (nguy
co tang tac dung
khong mong mudn
lisn quan dén co
mach)
Khac
Nudc mudi dang | Kich tng miii An toan khi su
xit - gidm ngat dung
mili

4.3.Diéu tri cam lanh cho tré em

- Tré em co tan suat cadm lanh nhi€u hon nguodi 16n bdi kha nang mién dich ctua
tré chua hoan thién véi nhiéu loai vi rat.

- Paracetamol c6 thé st dung d€ giam dau va giam sot co lién quan dén cam lanh

O tre

- Aspirin khong nén sir dung tré < 16 tudi do ting nguy co xuat hién hoi ching

Reye

- Nudc mudi/nudc mudi dang xit ¢6 thé sir dung dé gidm tinh trang nghet mii
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- Str dung céc bién phap khong dung thude dugce khuyén cao ¢ muc 5.3.
5. Cung cap thong tin va tw vin
5.1. Cich sir dung thuéc

Xem thong tin cua timg san pham dé tu van cach st dung thudc va luu ¥ khi sir dung
cho nguoi bénh.

5.2. Tac dung khong mong muén
Xem trong bang 3.3

- Mot sd san phém diéu trj ho va cam lanh trong thanh phﬁn c6 chtra sorbitol, co
thé 1a nguyén nhan gay ti€u chdy tham thau néu dung thudng xuyén.

- Tré so sinh va tré nho c6 thé gip nguy co ha duong huyét do thanh phan ethanol
c6 trong mQt sO san pham tri ho va cam lanh

5.3. Bién phdp khéng ding thuéc
Khuyén ngudi bénh:
- Nghi ngoi

- Udng nhicéu nudc (nudc loc, nude hoa qua). Nudc am co thé lam diu co6 hong va
giam tinh trang tdo bon.

- Can tranh dung d6 uong co6 thé gay mat nudc nhu ca phé, rugu, do6 uong chira
con, chua ga.

- Tranh su dung, hit phai chét ¢ thé gay kich tmg hé hap (vi du khoéi thude 14,
hut thuoc 14).

- Gitr phong 4m nhung khong qua nong, néu d6 4m qué thap can st dung may tao
am phun swong hodc may héa hoi ¢ thé 1am am khong khi

- Boi thude m& dé lam diu ving da bi kho, ntt né quanh mili

- Hit hoi nudc tir voi hoa sen dang m¢ nude nong dé giam nghet miii, kho hoic
chay nudc mili (tré em can duoc giam sat trong qua trinh hit hoi nudc dé giam nguy co
bong)

- Stic miéng bang nudc am, nudc mudi hodc ngdm viém ngadm dé lam giam dau
hong va ho.

5.4. Phong ngira/Du phong

Khuyén ngudi bénh/ngudi cham soc ngudi bénh:
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- Rtra tay thuong xuyén, dac bi¢t sau khi ho, hit hoi hodc st dung khan giéy, va
rua tay trudc, sau khi an. Rira tay xa phong hodc nudc sat khuan. Huéng dan tré tam
quan trong cua vi¢c rua tay

- Lam sach bép, phong tam, cura s6 va do choi cua tré

- Str dung khan gidy khi hét hoi va ho, virt khin gidy ngay sau khi str dung diing
quy dinh

- Khi khong c6 khan gidy, néu ho hoic hit hoi st dung khuy tay dé che, khong
nén st dung tay dé che

- Tranh dung chung d6 ubng véi ngudi khac
- Tranh tiép xtic gan v&i nguoi khac khi bi cam lanh, nén deo khau trang
- Nghi ngoi ¢ nha khi cam thy khong khoe.
5.5.Theo doi
- Cam lanh thong thudng s& thuong tu cai thién va hdi phuc sau 7-10 ngay.

- Cung cép cho ngudi bénh cac thong tin vé: khoang thoi gian diéu tri, truong
hop can quay trd lai nha thudc hodc truong hop can di kham béc si.

Tai liéu tham khao
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C. Tao bon (Constipation)
1. Pai cwong
Bénh nhan dugce coi 12 b tdo bon néu c¢6 it nhat 2 trong 6 tri¢u chung sau:
- Pi ngoai dudi 3 1an mot tuan.
- Cam thay kho di ngoai trong it nhat 25% s lan di dai tién.
- Pi ra phan cyc va cing trong it nhat 25% sé lan di dai tién.
- C6 cam giac tac nghén hau mon tryc trang trong it nhat 25% s6 1an di dai tién.
- C6 cam giac di khong hét phan trong it nhat 25% sd 1an di dai tién.
- Can dung tay dé hd tro téng phan ra ngoai trong it nhat 25% sb lan di dai tién.

Tao bon thuong xdy ra pho bién doi voi tré em, ngudi cao tudi va phu nir trong giai
doan cuoi thai ky.

2. Khai thac thong tin ctia ngwdoi bénh
2.1. Pic diém nguoi bénh

-Tubi

- Tinh trang mang thai, cho con bu

- Tién st di ing hodc qua man voi thube
2.2.Triéu chirng cvuia nguwoi bénh

Ngoai nhitng triéu chimg di néu & phan dai cuong, tao bén con c6 nhiing triéu chimg
nhu déy hoi, chudng bung, c6 cam giac budt mot, dau khi dai tién, dau ving that lung
dudi, tiéu chay, budn non, non, giam can khong r6 ly do, di ngoai ra mau. Vi vay, can
khai thac cac thong tin vé tinh trang dau khi di dai tién, thoi diém xudt hién triéu
chung ciing nhu cac ddu hiéu khac trén duong tiéu hoa.

Neu khong duge diéu tri, tdo bon ¢o thé dan dén tinh trang phan chén ¢p truc trang gay
tac rudt, dai tién va tiéu tién khong ty chu, nhiém tring duong tlet ni¢u, nit hau mon.
T40 bon kéo dai co thé tram trong dén murc gay ra bénh tri, xuit huyét truc trang, rdi
loan nhip tim va trao nguoc da day-thyc quan. Véi tré em, tdo bon cod thé 1am tré biéng
an va quay khoc nhiéu hon.

Bang 3.4. Mot s6 bénh 1y dwong tiéu héa cé thé gy tao bén

Nguyén nhan Cac tri€u ching
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Nguyén nhan

Cac triéu ching

Bénh ly trén dwong tiéu hoa

Hoi chimg rudt kich thich

. bau, chudng bung

« Mot dai tién khan cap

. Di ngoai kém dich nhay.

o Téo bon hodc ti€u chay, hoac xen k& ca

Tri, nirt hdu mon

o Dingoai ra mau
. Sung cuc trén hau mon
o  DPau hdu moén/ tryc trang

Ung thu ru6t/Khdi u giy
tac nghén duong tiéu hoa

«  Xuat hién mau va / hodc chat nhay trong
phan

«  Bién d6i bét thudng trong tinh trang dai
tién (vi du nhu tdo bon hodc tiéu chay)

o  M¢t moi, suy nhugc, xanh xao

Viém tai thira (tai hinh
thanh do thoat vi ctia niém
mac vao thanh rudt két)

o  Pau vung ha suon trai

«  Bién d6i bt thudng trong tinh trang dai
tién Budn ndn va non

«  Day hoi

o  Chudng bung

Tac rudt gia

e  Chudng bung

«  Budn nén va non

«  Dau bung quin thit

o  Kho di dai tién hodc trung ti¢n

2.3. Loi song

Nhiéu yéu tb trong ché do van dong va sinh hoat dan dén tao bon, vi du nhu:

Ché do an udng:

+ Khong nap du luong chit 1ong va chat xo can thiét.
+ St dung nhiéu tra, ca phé va’hodc uéng nhiéu reou
+ An nhiéu chat béo
+ Thiéu vitamin BI.

Nghé nghiép va thoi quen: it hoat dong thé chat (ngdi nhibu, it van dong),

thuong xuyén nhin dai tién.

Cac van dé tam 1y (trdm cam, lo au) 13 mot trong nhitng nguyén nhan dan dén
tinh trang thay doi thoi quen dai tién, lam gidm phan xa mét rang, gép phan dan

dén tao bon.

Thay d6i thoi quen sinh hoat hodc moi trudng séng g6p phan dan t6i tao bon.
Pbi v6i phu nit mang thai, tdo bon thuong xuat hién trong thai ky va thuong tu
hét trong thoi gian ngin sau khi sinh. Thudc diéu trj tdo bon co thé giy hai cho
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thai nhi, vi vay can than trong khi tu van lya chon, sir dung thudc cho phu nit co
thai va phu nit cho con bu.

Ngudi cao tudi cling thudng xuyén bi tao boén do mat can bang ché do dn udng,
dac biét la uéng it nudc, it tap thé duc va st dung déng thoi nhiéu loai thube.

2.4. Tién sir

Tién sir bénh Iy

Tién str bénh 1y khong lién quan duong tiéu hoa co thé 1a nguyén nhan gay tao bon,
bao gdm:

Bénh 1y toan than giy mat nudc trong co thé, 1am phan kho va dan dén tdo bon:
tinh trang nhiém khuén, sot kéo dai, mat méau do phau thuat...

Bénh khong dung nap gluten.

Bénh ly toan than: dai thao duc‘mg, suy giap, da xo cung, Parkinson, hoi ching
rudt kich thich, cudng cén giap, suy giap.

Tén thuong ng tiéu hoa: khoi u dai-tryc trang, viém dai trang man tinh, trf va
nat hau mon.

Ton thuong ¢ ngoai dng tiéu hoa: khéi u tir cung, u budng trimg, u tién liét
tuyen u phan tiéu khung, ...

Réi loan dién giai: tang canxi mau, ha kali mau.

Réi loan than kinh: tén thuong tay séng, chan thuong dau, dot quy, bénh
Hirschsprung, bénh Parkinson

Cac bénh mé lién két: xo cimg bi, lupus.

Tén thuong co san chau sau khi chuyén da.

Tién sur dung thuoc

Cac loai thudc c6 thé gy tao bon bao gdm:

Thudc chen kénh calcium (vi du: verapamil)

Thudc chira thanh phf?m kim loai: Calcium, sit, thudc khéang acid ¢6 chra nhom
hoac canxi

Thudc - giam dau opioid

Mot sb thude chong co gidt (carbamazepine, phenytoin, pregabalin)

Thudc chéng tram cam (thudc chong tram cam ba vong, mot sd chat e ché
monoamine oxidase).

Thudc khang histamin H1.

Mot sb loai thube khang cholinergic dugc st dung trong bénh Parkinson
(benztropin, orphenadrin, benzhexol), tiéu tién khong kiém soat, bénh ruot kich
thich va bénh viém tai thira

Cac thude chdng loan than (clozapin, olanzapin, risperidon, quetiapin)

Clonidin

Thudc 1oi tiéu

Thudc cudng dopaminergic duge sir dung trong diéu tri bénh Parkinson
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- Thu(‘)c, d6i khang thy thé 5-HT3:setron
- Mot so alkaloid
3. Danh gia tinh trang nguwoi bénh - truedng hop can thiét phai di kham bac si

Nguoi bénh can di kham bac si khi tao bon kém theo triéu ching:

- Téo boén kéo dai hon 14 ngay ma khong xac dinh dugc nguyén nhan

- Thay di bat thuong tinh trang dai tién, vi dy tao bon xen k& véi tiéu chay

- Phan c6 mau, chat nhﬁy, hoac ca hai.

- DPau bung dir doi khi di ngoai

- DPau bung kém nodn va tdo bon

- Téo bon lién tuc kém dau bung va sbt

- Gidm can khong o nguyén nhan, mét moi

- C6 cam gidc mudn di ngoai lién tuc

- Nguoi bénh c6 dAu hiéu lam dung thudc nhuéin trang (vi du: nguoi bi r6i loan

ché do an udng, st dung thude nhuan trang dé giam cén)
Tré nho dudi 3 thang tudi can thim kham bac si dé loai trir cac nguyén nhan lién

quan dén cic bénh 1y dudng tiéu hoa.

4. Khuyén cao diéu tri
4.1. Muc tiéu diéu tri:

- Phuc héi tan suat di ngoai binh thuong,

- Phuc héi tinh chat khuén phan binh thuong (phan mém, dong thanh khuon,
khong dau khi di ngoai, khong sén phan)

- Nhu dong rudt tré lai binh thuong, thoai mai

- Su dyng it thudc nhét trong thoi gian ngin nhat

- Tranh phy thuoc thudc nhuén trang: Han ché st dung thubc nhuan trang kéo
dai, nén can nhic ché d¢ dung ngit quang.

- Khi phai diéu tri kéo dai can xac dinh muc tiéu diéu tri dau tién 1a thay doi 16i
song tich cuc va lau dai méi c6 thé thay do6i cdu triic phan va sé lan dai tién.

- Ngan ngtra tdo bon tai phat.

4.2.Cdc lwa chon diéu tri
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- Tinh trang tdo bon c6 thé duoc cai thién tir viéc thay ddi ché do dn va sinh hoat: tang
luong chat xo an vao, tang luong dich hap thu va tang cudong van dong

+ Chét xo0: Luong chat xo khuyen nghi hang ngay l1a 20-30 gram dbi voi nguoi
16n. D6i véi cho tré em lugng chit X0 can b6 sung = tudi + 5 gram/ngdy. Thuc pham
gidu chat xo khong hoa tan (ngii céc nguyén hat, yén mach, gao lit, hat) va chat xo
hoa tan (vi du nhu, rau, dau, hoa qud) c6 hi¢u qua cao trong viéc phong ngura va cai
thién tinh trang tdo bon. Ham luong chit xo nén ting dan dé tranh cac tic dung phu
nhu chudng bung hodc day hoi. Loi ich ctia ché do n udng gidu chit xo thuong thé
hién sau tir ba dén nam ngay, nhung c6 thé mudn hon trong vong mot thang. Thut thao
phan nén dugc xtr Iy trude khi bat dau bo sung chét xo.
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+ Dich: Ngudi 16n can hap thu 2 lit chat 1ong mdi ngay (trir truong hop chdng chi
dinh, vi du nhu bénh nhan méc bénh tim mach hodc bénh 1y than).

+ Tang cuong tap thé duc, tranh ndm hoic ngbi nhiéu, xoa bung két hop voi di
ngoai dung gio, di ngoai ngay lap tirc khi ¢6 nhu cau.

Cung vé6i nhimg thay d6i vé ché d6 an udng, 16i sdng va luyén tap cac bién phap hd
trg dai tién (thuong xuyén va tich cyc) la nhimg budc dau tién trong quan ly tao bon,
dic biét 1a ¢ tré em. CH gang di ngoai ngay sau khi thuce day vao budi sang hay 30 phut
sau khi an dé tan dung phan xa da day-két traing. Mat-xa bung (theo chiéu kim dong
hd) trong khi bi tdo bon. Mot sé khuyén céo dé xuat cho tré dung nude ép man kho.
Tuy nhién, nudc ép man khod co6 chura chit kich thich rudt tu nhién va khong duoc
khuyén khich khi tré it hon 9 thang tudi, ké ca khi pha loang.

-Thudc nhuén trang chi dugc str dung khi cac bién phap thay d6i ché d6 an va luyén
tap khong thé thuc hién duoc hodc khi cac bién phap nay that bai. C6 4 nhém thude
nhuén trang chinh: thudc nhan trang lam tang thé tich phan, thudc nhuan trang kich
thich, thudc nhuén trang tham thiu va chat lam mém phan. Lua chon thudc nhuén
trang (thudc khong ké don) phai dwa vao dic diém va mong mudn cua ngudi bénh
(xem Bang 3.5). Can luu y dén cac tic dung phu co thé xay ra va chi phi diéu trj di
kem.

Bang 3.5: Thudc nhuén trang dudng udng

Thuéc nhuén | Thoi gian ¢6 hiéu qua Khuyén céo luu y

trang dwong

udng

Tang thé tich| 24 gio ( 2-3 ngdy cho tic | Can lam sach phan ra khéi truc

phan/tao  khéi | dung day du) trang trude khi bit dau bd sung

(methylcelulose) chat xo. Pam bao cung cip du
nude dé tranh tic rudt.

Kich thich 6 — 12 gio dudng udng), Khong str dung lau dai trir khi bi

(bisacodyl, 15 — 60 phut (thudc dan), tho bon trong ton thuong cot song,

glycerol,...) 5—15 phut (thuéc thut/xé) bénh than kinh co man tinh va &

nhiing nguo1 dung opioid. Thuég
kich thich nhu dong rudt va co thé
gay co that co bung.

Tham thau (mudi | 24-72 gio (dudng udng) Str dung cho bénh nhan khong di
magnesi, 5-30 phut (dudng truc trang) | lai dugc va bénh nhan tdo bén man
lactulose, tinh. Hiéu qua nhanh hon khi udng
sorbitol, luc doi

macrogol)

Lam mém phan | 12— 72 gio Thiéu bang chimg vé hiéu qua khi
(parafin long, diéu tri don doc d6i véi tao bon &
dau lac) nguoi 16n. Puoc dé xuat s dung

trong diéu tri két hop va & tré em.
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Phéi két hop cac thude nhuan trang c6 thé hiéu qua hon so véi st dung don doc.
Thudc dan hodc thudc x6 ¢ thé hitu ich cho viéc tong phén, tuy nhién hién chua co
bang chimg cho thiy chung c6 tac dung lau dai di véi tao bon. Thude dan va thude x6
c6 thé dugc st dung khi thude nhuén trang dudng udng khong c6 hiéu qua.

Viéc lua chon san phém phu thudc vao vi tri va tinh chét cua phan. Khong nén sur dung
thuong xuyén thudc thut.

5.Cung cip thong tin va tw vin
5.1.Cdch sir dung thuéc

Sglu khi lya chon mdt loai thudc, ngudi mua thube phai dugc huéng dan cach sir dung,
liéu luong chinh xac va luu y khi st dung:

Thuéc nhudn trang tao khéi/tang thé tich phan: Pam bao du dich; ting dan chit xo
lam giam cac tac dung phu nhu chudéng bung hoic day hoi.

Thuéc nhudn trang kich thich: Uu tién stir dung trong thoi gian ngan; thuong duge thyuc
hién vao ban dém dé giup di ngoai vao sang hdm sau; ting nguy co sén phan & nguoi
cao tudi.

Thuéc nhudn trang tham thau: Puoc pha voi nhidu nude dé ting hidu qua tham thau;
tac dyng nhanh hon khi udng lic doi.

Chdt lam mém phdn: Mang theo nhiéu nudc/chat 1ong dé sir dung két hop véi cac chat
khdac; tranh dung paraffin 16ng vao trudc khi di nga do nguy co hit phai.

5.2.Tdc dung khéng mong muon

Bénh nhan can biét nhiing tac dung khong mong mudén quan trong va phd bién nhat
cua li€u phap da chon:

Thuéc nhudn trang tao khéi/tang thé tich phdan: Pay hoi, chudng bung va kho chiu ¢
bung 13 pho bién.

Thuéc nhudn trang kich thich: Tiéu chay, mat can bang dich va dién giai (khi sir dung
kéo dai hodc dung qua 1iéu), khoé chiu ¢ bung, chuot rut va budn non xay ra khong
thuong xuyén.

Thuéc nhudn trang tham thau: Gy mat can bang chit long va chét dién giai khi st
dung kéo dai hodc qua lidu; gay kho chiu ¢ bung, chudt rut, budn non, tiéu chdy va
kich tng tryc trang.

Chdt lam mém phdn. Pau quin bung, tiéu chay, budn non va kich tmg truc trang.

5.3. Theo déi diéu tri

Truong hop tao bon khong phai do dung thudc hodc bénh man tinh, nén st dung thudc
nhuan trang trong thoi gian ngin cho dén khi thay ddi ché d6 an udng va 16i séng co
hiéu qua.
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Cha me cua tré bi tdo bon co thé duoc khuyén duy tri liéu thudc nhuan trang hiéu qua
nhat cho dén khi dai tién thuong xuyén va sau do gidm li€u tir tir trong nhitng thang
tiép theo.

Tham kham bac si néu cac bién phap dang suir dung khong lam giam tao bon trong
thot gian du kién hodc néu bénh nhan gip cac triéu ching can chuyén tuyén (xem
phan Su can thiét phai kham béc si).
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D. Tiéu chay (Diarrhoea)
1. Pai cwong

Tiéu chay la tinh trang di phan long bat thuong tur 3 lan tro 1én trong 24 gid. Luu y
tinh chit 1ong ctia phan vi néu di ngoai nhiéu 1an ma phan binh thudng thi khong phai
la tiéu chay. Vi du: tré dugc bl me¢ hoan toan di ngoai phan sét 1a binh thuong.

C6 thé phan loai tiéu chay theo thoi gian: tiéu chay cap tinh (thoi gian tiéu chay
kéo dai < 14 ngay) va tiéu chay kéo dai (thoi gian tiéu chay kéo dai trén 14 ngay va
dudi 30 ngay) va ti€u chay man tinh (thoi gian tiéu chay kéo dai > 30 ngay).

Khi bi tiéu chay, nhiing dbi ‘tugng déc biét nhu tré nho hay nguoi gia s€ ¢ nguy co
mat nudc nhanh, doi khi c6 thé dan den ttr vong, vi thé can dugc luu ¥ chim soc y té
ngay. Xu tri mat nudc do tiéu chay cip st dung dung dich bu nudc dién giai bang
duong udng duoc ching minh 1a an toan va hi€u qua trong hau hét cac truong hop ti€u
chdy & moi Itra tudi va moi can nguyén .

Nguyén nhan giy tiéu chay cap thuong gip 1a do nhidm khuan (virus, vi khuanky
sinh trung), ngd doc thirc an, lam dung thudc nhuan trang, loan khuan rudt do dung
khang sinh. Nguyén nhan gay ti€u chay man tinh bao gém: khoi u dai trang, viém loét
dai truc trang, lao‘rucf)t, hoi ching rudt kich thich, nhiém doc giap, suy thuong than, roi
loan hoat dong than kinh (s¢ hai, mét méi, xtc cam).

2. Khai thac thong tin vé ngudi bénh
2.1. Pdc diém ngwoi bénh

Xem xét:

-Tudi

- Tinh trang mang thai, cho con bu

- Tién st di tng hodc qua man véi thude

2.2, Cac triéu chirng

Trong tiéu chay, khéi luong phén, s luong phén va / hodc tan suat di ngoai tang lén.
Tuy nhién, tan sut di ngoai binh thuong co thé dao dong trong khoang tir mot lan dén
hai lan/ngay & nguoi 1on va vai lan/ngay 0 tré nho, vi v@y can xem x¢ét tan suat di
ngoai bat thudng hon 13 xem xét sb 1an di ngoai mdi ngay.

Di ngoai khong tu chii (mét kiém soat co vong hau mon khong tu chii dan dén thai
phan) c6 thé dugc bénh nhan mo ta 1a tiéu chay. Vi vady can xac dinh tinh trang tiéu
chay dé dam bao danh gia va xu tri thich hop.

Can danh gia muc do méat nudce va roi loan dién giai (sé lan di ngoai, triéu chimg khac
nhu soOt, non), tinh chat phan cta ngudi bénh. Mat nudce nhe (<5%) bao gdm mét moi,
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chan an, budn noén va dau dau nhe. Mt nude trung binh (5%-10%) dic trung boi kho
miéng, mat triing, giam luong nude tiéu, khat vira phai va da giam dan hoi (nép véo da
mat cham tur 1-2 giay). Mat nudc nang (>10%) bao gdm céc triéu chung li bi, mat
triing, khong udng duoc, nép véo da mat rat cham > 2 gidy [6].

Tiéu chay cép kéo dai dudi 14 ngay va thuong do cac tac nhan nhiém tring, thudc
hoac ddc to thuc pham.

Ti€u chay duogc coi 1a man tinh néu no6 kéo dai hon 30 ngay hodc néu ¢o cac dot tiéu
chay 1ap di 1ap lai, moi dot kéo dai dudi 14 ngay. Tiéu chdy man tinh thuong 1a dau
hi€u cua mot qua trinh viém nhiém.

2.3.Tién sir bénh va tién sir dung thuéc

Ti€u chay la mot tri¢u ching khong dac hiéu ctia mot loat céac r6i loan tiéu hoa, bao
gom nhiém trung duong ti€éu hoa do vi rit, vi khuan va ky sinh trung, phan tng c6 hai
cua thudc, khong dung nap lactose, hoi ching ruét kich thich, ti€éu chay gia (tdo bon

khi di ngoai), bénh viém rudt, bénh ac tinh ctia co quan ti€éu hoa va mdt loat cac hdi
chung kém hap thu.

Cac loai thudc c6 thé gay tiéu chay bao gom:

- Acarbose

- Thudc khang sinh phd rong - dic biét 13 amoxycillin/+clavulanate,
erythromycin, clindamycin

- Colchicin

- Téac nhan gay doc té bao

- Digoxin

- Thuc phém va thudc — sorbitol, mannitol, fructose, lactose

- Thudc nhuan trang

- Thudc khang axit chtra magié

- Metformin

- NSAID

- Orlistat

- Thudc e ché protease, dac bié¢t 1a nelfinavir

- Quinidin.

Ubng qua nhiéu ruou va lam dung thudc nhuan trang ciing c6 thé 13 nguyén nhan
gdy tiéu chay. Tu van ngudi bénh dén tham kham bac si chuyén khoa phu hop.

2.4. Yéu té 16i séng

Cac tac nhén gy bénh tiéu chay thuong lay truyén qua duong phan-miéng. Ti€u chay
do virus va vi khuan thuong phat trién trong vong mot dén ba ngay ké tir ngay tiép xuc
v6i mam bénh, thirc 3 an hoac bé mit bi nhiém mam bénh. Ti€u chay do ky sinh trung
thuong co thoi gian tiém tang tr 1 dén 5 ngdy. Vi vdy, can khai thac thong tin vé thuc
pham nguoi bénh d3 str dung trong vai ngay qua, xac dinh xem c6 ai khac in cting mot
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loai thirc dn va tinh trang strc khoe ctiia ngudi do. Tuy nhién, ngudn lay nhiém thudng
khong thé dugc xac dinh chinh xéc.

Cac not cham soc tré em (truong mau giao) la nguon phd bién ctia cic mam bénh tiéu
chay. Nhimg thay d6i trong ché d6 dn udng c6 thé gay ra do thay d6i chtrc ning rudt vi
du nhu khi di du lich.

3.Panh gia tinh trang nguoi bénh - trwong hop cin thiét phai di kham bac si

Nguoi bénh can di kham bac si khi bi tiéu chay kéo dai hodc khi tiéu chay di kém
Vi céc tri¢u chung sau:

- Téo bon xen k& véi tiéu chay
- Trong phan c6 méu, chat nhay, hoic ca hai
- Sét cao
- Cang chudng bung
- Pau bung nhiéu
- Gidm can khong o nguyén nhan
- Mat nuéc tir trung binh dén ning.
Tu van kham béc si trong cac trudng hop sau:

- Tré dudi 6 thang tudi va nguoi cao tudi (do ting nguy co mét nudc, dién giai)

- Bénh nhan vira di du lich nu6c ngoai tro vé

- Nghi ngd nhiém tring ngoai duong tiéu hoa

- Bénh nhan méc cac bénh man tinh khac can duoc quan 1y (vi du nhu bénh dai
thdo duong)

- Nghi ngo lam dung thube nhudn trang (vi du nhu & mot nguoi méac chung réi
loan an udng).

- Tré khong cai thién tinh trang sau 2 ngay diéu trj

4. Khuyén cao diéu tri

4.1. Muc tiéu cia diéu tri

Xac dinh nguyén nhan cuy thé va bién phap diéu tri phu hop
Giam cac triéu chtng va tai 1ap tinh chét phan binh thuong
Dy phong mat nudc

Phong tranh cac bién chimg.

4.2. Cdc lwa chon diéu tri

Diéu tri rbi loan co ban va bd sung dich dé khic phuc tinh trang mét nude va mat
can bang dién giai la myc tiéu chinh trong viéc kiém soat ti€u chdy. Giai phap bu nudce
bang duong udng 1a phuong phap t6t nhat dé diéu tri mat nude trong tat ca cc trudng
hop, trir truong hop nghiém trong.

4.3. Diéu tri tiéu chdy 6 tré em
Cho tré udng nhiéu dich hon binh thudng dé phong mat nudc:
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- Dung dich chura mudi: oresol, dung dich ¢6 vi man nhu nudc chao mudi, sup ga,
sup rau
- Dung dich khong chtra mudi: nude sach, nude com, nude dira, nuée hoa qua
tuoi khong duong).
Nhiing dung dich khéng thich hop khi bi tiéu chay gém loai nudc ngot ¢6 dudng, tra
duodng, nudc trai cay cong nghiép.

Luong dich can ubng:

+ Tré tir 6 thang dén < 2 tudi : 50 - 100ml luong dich can ubng sau mdi lan di
ngoai va gitta moi lan.

+ Tré 2 - 10 tudi : 100 - 200ml sau mdi lan di ngoai va gitta mdi 1an.
+ Tré >10 tudi: udng theo nhu cau

Tiép tuc cho tré an dé phong suy dinh dudng: Tiép tuc cho tré an theo khau phan
an hang ngay va tang dan 1én. Tré b me tiép tuc bu me thudng xuyén. Tré nén tiép tuc
an va uong stra thuong dung.

Cho tré b sung k&m hang ngay trong 10-14 ngay (vién 20mg k&m nguyén t hodc
dang hon dich, sirup Sml chira 10mg k&m). Cho tré udng cang som cang t6t ngay sau
khi tiéu chay bat dau. Nén cho tré udng kém luc d6i. Tré >6thang: (20mg/ngay) hoic
10ml/ngay trong 10 dén14 ngay

5. Cung cép thong tin tw vin
5.1. Cich sir dung thuéc
- X4c dinh dung muc do mat nude va lya chon bién phap bu nude phu hop:

Dung dich bu nudc qua dudng udng: Hoa tan oresol trong lrgng nude theo huéng dan
trén nhan thudc; chi str dung nude dun s6i dé ngudi 1am chét pha lodng; udng tir tir va
thudng xuyén khi cac triéu chting van con. Can pha dung dich oresol hang ngay, bao
quan sach s€. Khong dung dung dich da pha qua 24 gio. Luu y rang phai dung mot
luong nudc chinh xac dé pha gbi ORS. Néu pha khong du nuée, dung dich s€ qua dac
gy nguy hiém. Néu pha qué lodng, s& khong dat hiéu qua diéu tri mong mudn.

- Tuy thudc nguyén nhan gy tiéu chay ma lwa chon céac loai thudc khong ké don phu
hop va hudéng dan bénh nhan cach stir dung chi tiét. Mgt so luu y khi stir dung céc loai
thudc di€u tri triéu ching ti€u chay:

+ Bismuth: Khong str dung bismuth khi ti€u chay c6 kem s6t, c6 mau hodc dich nhﬁy
trong phan.

+ Diosmectit: Khong nén st dung do tré dudi 2 tudi do c6 thé tiém an nguy co tich lity
kim loai nang.
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+ Loperamid: diéu tri triéu chung tiéu chay cap khong c6 bién ching & nguoi 16n,
khong do nhiém tring nhiém doc hodc khi di giai quyét nhiém tring nhiém doc ma
van con tiéu chay; két hop vé6i liéu phap bu nudc; tiéu chay man tinh ¢ ngud 1on.
Khong ding cho tré < 12 tuoi.

+ Lactobacillus acidophilus: diéu tri tiéu chay khong co bién chimg, dic biét do dung
khéang sinh.

5.2. Tac dung khong mong muén

Bénh nhan can biét nhing tac dung khéng mong mubn quan trong va phd bién nhat
cua thuoc va phuong an di€u tri da lya chon:

- Loperamid: C6 thé giy dau bung, chudng bung, budn nén, nén mira va tdo bon
thuong gap.
- Lactobacillus acidophilus: day hoi
5.3. Phong ngira

Pé giam nguy co truyén mam bénh tiéu chay, can ting cudng vé sinh ca nhan, rira tay
thuong xuyén, dac biét 1a sau khi di dai tién, trude khi ché bién thire an va trude khi an
va xu ly phan (vi du nhu thay ta). Pdng thdi can dam bao an toan thuc pham va vé
sinh méi trudng, bao vé ngudn nude va st dung nudce sach dé sinh hoat.

Nguoi bi tiéu chay can dugc xir tri pht hop dé ngan ngira 13y truyén thém.

Khi di du lich nu6c ngoai, chi uéng nudc dun sbi hodc dd udng dong chai thwong mai
c6 uy tin. Chon thyc pham tuoi, niu chin k¥ va dung nong.

5.4. Theo doi

Tlep tuc theo ddi cac du hi¢u mat nudc trong nhimng truong hop nghi€m trong, nhiing
dau hiéu nay c6 thé bao gom kho miéng, khat nudc, mit triing sau, mét moi, tho sau,
mach nhanh va huyét ap thip va cic triéu chuing khac cho thiy can phai chuyén di
kham béc si.

Co thé can xem xét kham bac si néu cac triéu ching kéo dai hon 48 gid ¢ nguoi 1on va
24 g10 ¢ tré em hoac ngudi cao tudi, mac du da st dung liéu phap khuyén céo.
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CHUONG 4. HE THONG HOA MOT SO VAN BAN QUY PHAM PHAP LUAT
LIEN QUAN HOAT PONG CUA CO SO BAN LE THUOC TAI VIET NAM

4.1. Quyén loi, trach nhiém ciia co sé ban 1é thudc (Dicu 47, Piéu 48 Luit dwoc)
4.1.1. Quyén lgi, trach nhigm ciia co sé bdn 1é la nha thuéc (Piéu 47, Ludt dwoc)
a.Co s6 bdn 1é la nha thudc c6 cdc quyén sau day:

- Thyc hién mét, mot sd hodc tat ca hoat dong kinh doanh dugc néu déap tng du diéu
kién twong ing véi ting loai hinh co sé kinh doanh theo quy dinh cua Luat duoc;

- Huong chinh sach wu dai khi thuc hién hoat dong kinh doanh dugc theo quy dinh ctia
phap luat;

- Puoc thong tin, quang céo thudc theo quy dinh ciia phép lut;

- Tb chtic co s6 ban 1¢ thube luu dong tai ving déng bao dan toc thiéu s, mién nui,
hai ddo, vung c6 di€u ki¢n kinh té - xa hdi dac biét kho khan theo quy dinh cua Chinh
phu.

- Mua nguyén liéu 1am thudc dé pha ché thudc theo don va ban thudc nay tai co so.
Nguoi quan 1y chuyén mon vé dugc ctuia nha thude chiu trach nhi¢ém quan ly truc tiép
viéc pha ché thuoc tai co sd;

- Mua thudc dé ban 1¢, trir vic xin; truong hop mua, ban thude phai kiém soat dic biét
va thude thugc Danh muc thudc han ché ban 1¢ thyc hién theo quy dinh tai Biéu 34 ctia
Luat duoc

- Tham gia cip phat thudc ctia bao hiém, chuong trinh, du an y té khi dap tmg yéu cau
va diéu kién cta bao hiém, chuong trinh, du an do;

- Ngudi c6 Bang duge sy duoc thay thé thude di ké trong don thudc bang mot thude

khac c6 cung hoat chat du:ong dung, liéu lwong khi c6 sy dong y ctia ngudi mua va
phai chiu trach nhiém vé viéc thay doi thude.

b.Co 56 ban 1é la nha thudc ¢6 cdc trach nhiém sau ddy:

- Phai c6 Gidy chimg nhén du diéu kién kinh doanh dugc va chi dugc kinh
doanh dung loai hinh co s6 kinh doanh, pham vi va dia diém kinh doanh ghi trong
Giay chung nhan du diéu ki¢n kinh doanh dugc;

- Bao dam duy tri cac diéu kién kinh doanh dugc trong qua trinh hoat dong kinh doanh
theo quy dinh cia Luat duogc;

- Thu hdi thubc, nguyén li¢u 1am thudc theo quy dinh tai Diéu 62 cua Luat duoc;

- Boi thudng thiét hai cho t6 chirc, ca nhan bi thiét hai do 13i ciia co s theo quy dinh
cua phap luat
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- Chap hanh quyet dinh cta co quan nha nuéc co6 thaim quyén trong truong hop bao
dam cung tmg thudc, nguyén liéu 1am thudc khi xay ra dich bénh nguy hiém, thién tai,
tham hoa;

- B4o c40 BO Y té hodc S&' Y té va thuc hién cac nghia vu theo quy dinh ctia phap luat
trong trudong hop tam dung hoat dong tir 06 thang tré 1én hoac cham dut hoat dong;

- Thong bao, cép nhét danh sach ngudi c6 Chung chi hanh nghé dugc dang hanh nghé
tai co s& dén co quan c6 tham quyén theo quy dinh ctia Bo truong Bo Y té;

- Niém yét cong khai Chimg chi hanh nghé duoc va Gidy chtng nhan du diéu kién
kinh doanh duoc tai co s¢ kinh doanh;

- B4o c4o hing nim va bio cdo theo yéu cau cla co quan quan 1y vé duge cd tham
quyén;

- Tuan thu quy dinh cua B0 Y té trong vi¢c mua, ban thube thudc Danh muc thudc han
ché ban 1¢;

- Niém yét gia ban 1é bang dong Viét Nam tai noi giao dich hodc noi ban thudc cua co
sO kinh doanh duogc dé thuan tién cho vi¢c quan sat, nhan biét ciia khach hang, co quan
quan ly c6 tham quyén va tuan thu cac quy dinh khéac vé quan Iy gia thudc;

- Luu giit chung tir, tai liéu co lién quan dén timg 16 thude, nguyén lidu lam thude
trong thoi gian it nhat 1a 01 nam ké tr ngay thudc, nguyén li¢u lam thudc hét han
dung;

- Bao quan thubc, nguyén liéu 1am thudc theo dung diéu kién ghi trén nhin;

- Ghi 15 tén thubc, ham lugng, han dung cho nguoi st dung trong truong hop ban le
thudc khong dyng trong bao bi ngoai cua thudc; truong hop khong co don thude di
kém, phai ghi thém liéu dung, s 1an dung va cach dung;

- Chi duoc ban thudc ké don tai co sé ban 1é thude khi ¢6 don thude.

- Nguoi chiu trach nhiém chuyén mon ctua nha thude phai trién khai hoat dong duoc
lam sang theo ndi dung quy dinh tai cac Khoan 2, 3 va 6 Diéu 80 cua Luat duoc, cu
thé nhu sau:

+ Tu van, cung cap thong tin vé thudc cho ngudi1 mua, nguoi st dung thudc;

+ Tu vén, trao d6i véi nguoi ké don trong truong hop phat hién viéc ké don thude
khong hop 1y;

+ Tham gia theo ddi, giam sat phan tng co hai ctia thudc.

- Bao dam diéu kién pha ché thudc theo quy dinh ctia B truong B Y té;

- Khong dugc ban nguyén liéu 1am thudc, trir duoc liéu.

Theo Diéu 77 ciia Luat dugce quy dinh co sé ban 1é thude c6 cac trach nhiém:

+ Tu van trong pham vi chuyén mé6n cho nguoi su dung thudc vé cac bién phap xtr Iy
khi c6 du hiéu bat thuong trong qua trinh st dung thudc;
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+ Thu thép, bao céo cho co quan c6 tham quyén céac thong tin vé dau hiéu bat thuong
trong qua trinh str dung thuoc.

4.1.2. Quyén lgi, trach nhiém ciia co sé bdn 1é la quay thuéc (Piéu 48, Ludt dwoc)
a. Co s6 ban 16 la quay thudc c6 cdc quyén sau day:

- Thyuc hién mét, mot sd hodc tat ca hoat dong kinh doanh duogc néu dép ung du diéu
kién twong ing véi ting loai hinh co sé kinh doanh theo quy dinh cua Luat duoc;

- Hudng chinh sach wu dai khi thyc hién hoat dong kinh doanh dugc theo quy dinh cua
phép luat;

- Puoc thong tin, quang céo thudc theo quy dinh ctia phép luat;

- T6 chtic co s6 ban 1¢ thube luu dong tai ving déng bao dan toc thiéu s, mién nui,
hai déo, viing ¢ diéu kién kinh té - xa hoi dic biét khé khin theo quy dinh ctua Chinh
phu.

- Mua va bén 1¢ thudc thuéc Danh muc thudc thiét yéu va Danh muc thudc khong ké
don, trir véc xin; truong hop mua, ban thude thudc Danh muc thude phai kiém soat dic
biét va Danh myc thudc han ché ban 1¢ thyc hién theo quy dinh tai Diéu 34 cua Luat
dugc. Dbi véi quay thudc & ving dong bao dan toc thiéu sb, mién nii, hai dao, ving
c6 diéu kién kinh té - xa hoi dic biét kho khan thi dugc ban thém mot s6 loai thudc
khac theo quy dinh ctia Bo truong Bo Y té: ban thém mot s thude ké don khong thude
Danh muc thudc thiét yéu khi dugc S¢ Y té co vin ban cho phép (Diéu 20, Thong tu
s6 07/2018/TT-BYT)

- Tham gia cap phat thudc cua bao hiém, chuong trinh, du an y té khi dap tng yéu cau
va diéu kién ctia bao hiém, chuong trinh, du an do.

b. Co s6 ban 1é la quay thudc c6 cdc trach nhiém sau day:

- Phai ¢6 Gidy chimg nhan du diéu kién kinh doanh dugc va chi dugc kinh doanh
dung loai hinh co s¢ kinh doanh, pham vi va dia diém kinh doanh ghi trong Giay
chtrng nhéan du diéu kién kinh doanh duoc;

- Bao dam duy tri cac diéu kién kinh doanh dugc trong qua trinh hoat dong kinh doanh
theo quy dinh cua Luat duoc;

- Thu hdi thubc, nguyén li¢u 1am thudc theo quy dinh tai Diéu 62 cua Luat duoc;

- Bdi thudng thiét hai cho t6 chirc, ca nhan bi thiét hai do 13i cia co s theo quy dinh
cua phap luat;

- Chép hanh quyé’t, dinh cua co quan nha nude c6 tham quyén trong truong hop bao
dam cung tng thuoc, nguyén liéu lam thudc khi xay ra dich bénh nguy hiém, thién tai,
tham hoa;

- B4o c40 BO Y té hodc S&' Y té va thuc hién cac nghia vu theo quy dinh ctia phap luat
trong trudng hop tam dung hoat dong tur 06 thang tré 1én hoac cham dut hoat dong;
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- Thong bao, cap nhat danh sach nguoi c6 Ching chi hanh nghé duoc dang hanh nghé
tai co s dén co quan c6 thim quyén theo quy dinh ctia B trudng B Y té;

- Niém yét cong khai Chtng chi hanh nghé dugc va Gidy chimg nhan du diéu kién
kinh doanh duoc tai co s& kinh doanh;

- B4o c4o hing nim va bio cdo theo yéu cau cla co quan quan 1y vé duge cd tham
quyén;

- Tuén thu quy dinh cua B0 Y té trong vi¢c mua, ban thube thudc Danh muc thudc han
ché ban 1¢é;

- Niém yét gia ban 1é bang dong Viét Nam tai noi giao dich hodc noi ban thudc cua co
so kinh doanh dugc dé thuan ti¢n cho vi¢c quan sat, nhan biét ctia khach hang, co quan
quan ly c6 tham quyén va tuan thu cac quy dinh khéac vé quan Iy gié thudc;

- Luu gitr chu’ng tu, tai liéu co lién quan dén tung 16 thudc, nguyén liéu 1am thudc
trong thoi gian it nhéat 1a 01 nim ké tir ngdy thudc, nguyén liéu lam thudc hét han
dung;

- Bao quan thudc, nguyén liéu 1am thude theo dang diéu kién ghi trén nhén;

- Ghi 13 tén thubc, ham luong, han dung cho ngudi sir dung trong trudng hop ban 1¢
thudc khong dung trong bao bi ngoai cua thude; truong hop khong c6 don thude di
kém, phai ghi thém liéu dung, sé 1an dung va cach dung;

- Chi dugc ban thude ké don tai co s ban 1é thude khi co don thude.
- Khong dugc ban nguyén li¢u 1am thude, trir duoc liéu.
Theo Diéu 77 ctia Luat dugce quy dinh co sé ban 1é thude c6 cac trach nhiém:

+ Tu van trong pham vi chuyén mén cho nguoi su dung thudc vé cac bién phap xtr Iy
khi c6 dau hiéu bat thuong trong qua trinh str dung thudc;

+ Thu thap, bao céo cho co quan c6 tham quyén céc thong tin vé dau hiéu bat thuong
trong qua trinh stir dung thuoc

4.2. Quyén loi, nghia vu ciia ngudi hanh nghé dwoc (Piéu 30, 31 Luat dwoc)

a. Quyén loi ciia ngwoi hanh nghé dwgc

- Puogc dao tao, cap nhat kién thire, trao ddi thong tin chuyén moén, phap luat vé dugc.
- Puoc cip Ching chi hanh nghé dugc khi dap tng dua diéu kién quy dinh.

- Nguoi chiu trach nhiém chuyén mén cua co s¢ kinh doanh duoc dugc uy quyén cho
nguoi ¢6 Chung chi hanh nghé dugc phu hop khi vang mat dé chiu trach nhiém
chuyén mon theo quy dinh.

- Nguoi chiu trach nhiém chuyén mén vé duoc ctia nha thude dugc thay thé thude da
k¢ trong don thudc bang mot thude khac c6 cung hoat chat cach dung, liéu luwong khi
c6 sy dong ¥ cua nguodi mua va phai chiu trach nhiém vé viéc thay doi thude.
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- Tu chéi thuc hién hoat dong chuyén moén trai vo1 quy dinh ctuia phap luat hoac dao
dtrc nghé nghiép.

b. Nghia vu ciia ngwoi hanh nghé dwoc

- Tuén thu dao dirc nghé nghiép trong hanh nghé dugc.

- Nguoi chiu trach nhiém chuyén mon cua co s ban 1¢é thuoc phai c6 mét trong toan

b6 thoi gian hoat dong cuia co so dugc, trir trudng hop ty quyén khi ving mit theo quy
dinh.

- Chi chiu trach nhiém chuyén moén ddi v6i mot co sé kinh doanh dugc va tai mot dia
dieém kinh doanh duoc.

- Hanh nghé dugc theo dung pham vi hoat dong chuyén mon ghi trong Chimg chi hanh
nghé dugc va quy dinh chuyén mon k¥ thuat.

- Chap hanh quyét dinh cua co quan nha nudc c6 thdm quyén trong truong hop c¢6 dich
bénh nguy hi€ém, thién tai, tham hoa.

- Hoan thanh chuong trinh dao tao, cap nhét kién thirc chuyén mén vé dugc trong thoi
han 03 nidm ké tir ngdy duoc cap Chung chi hanh nghé duoc hodc ké tir ngay co gidy
xac nhan hoan thanh chuong trinh dao tao, cdp nhat kién thirc chuyén mon vé duge
gan nhat. Thoi gian dao tao, cap nhat kién thirc chuyén mon vé duoc toi thiéu 8 gio.

- Thong béo véi co quan, ngudi cd thim quyén vé hanh vi vi pham phép luat, dao duc
hanh nghé dugc cua nguoi hanh nghé dugc khac va phai chiu trach nhi€ém vé nhiing
thong tin da thong béo.

4.3. Hanh vi nghiém cam (Piéu 6- luat dwoc)
- Kinh doanh dugc ma khong co Gi:?iy chting nhan du diéu kién kinh doanh duoc hodc

trong thoi gian bj dinh chi hoat dong hodc trong thdi gian bi tude quyén st dung Gidy
ching nhan du di€u kién kinh doanh duoc.

- Kinh doanh dwgc tai noi khong phai 1a dia diém kinh doanh dugc di dang ky.

- Kinh doanh thudc, nguyén liéu 1ém,thuéc quy dinh tai khoan 26 Piéu 2 cia Luat
dugc va thudc, nguyén li¢u lam thu6e khac khong ding muyc dich hodc cung cap
khong dung doi tuong ma co quan quan ly nha nudc c6 tham quyén cho phép.

- Kinh doanh duoc khong thugc pham vi chuyén mén duge ghi trong Gidy chtng nhan
du diéu kién kinh doanh dugc.

- Kinh doanh dugc thugc mdt trong cac truong hop sau day:

+ Thudc gia, nguyén liéu lam thudc gia;

+ Thubc, nguyén lidu 1am thude khong dat tiéu chuan chat luong; thude, nguyén liéu
lam thubc di c6 thong bao thu h01 cua co quan nha nudc co tham quyén; thudc,
nguyén liéu lam thudc khong rd ngudn gdc, xuét xir; thudc, nguyén liéu 1am thudc da
hét han dung;
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+ Thuoc, nguyén liéu lam thudc thudoc danh muc thude, nguyén liéu lam thudc cam
nhap khau, cam san xuat;

+ Thudc thir 1am sang;

+ Thude, nguyén liéu 1am thude 1am mau dé ding ky, kiém nghiém, nghién ciru khoa
hoc, tham gia trung bay tai trién 1am, héi cho;

+ Thudc, nguyén liéu lam thude chua duogc phép luu hanh;

+ Thubc thudc chuong trinh muyc tiéu qudc gia, thude vién trg va thude khac co quy
dinh khong dugc bén;

+ Ban 1é thube ké don ma khong c6 don thudc; ban 1 vic xin;
+ Ban thudc cao hon gia ké khai, gia niém yét.
- Lam gia, stra chira hd so, gidy to, tai liéu, gidy ching nhén cta co quan, t6 chirc co

tham quyén va t6 chire, ca nhan trong cac hoat dong vé dugc.

- Thay ddi, sira chira han dung cua thude, trir trudng hop thay d6i han dung cua thude
quy dinh tai khoan 3 Diéu 61 cua Luat duoc.

- Hanh nghé ma khong c6 Chung chi hanh nghé duoc hoic trong thoi gian bi tudc
quyén st dung Chung chi hanh nghé dugc tai vi tri cong vi¢c quy dinh tai Bi€u 11 cua
Luat duoc.

-Thué, muon, cho thué, cho muon hoac cho nguoi khac sﬁ: dung ChL"rng chi hanh nghé
duoc, Giay chiing nhan du di€u kién kinh doanh dugc dé hanh nghé hoac kinh doanh
duoc.

- Khuyén mai thudc trai quy dinh cua phap luat.
- Loi dung viéc ké don thudc dé truc loi.

- San xuat, pha ché, ban thudc cb truyen co két hop véi duoc chét khi chua dugc phép
clia co quan quan 1y nha nuéc c6 thim quyén.

- Cép phat, ban thudc da hét han dung, thudc bao quan khong dung quy dinh ghi trén
nhén thudc, thuoc da c6 thong bao thu hoi cta co quan nha nude cd tham quyén, thude
khong ré ngudn gde, xuat xtr cho nguoi st dung.

- Thong tin, quang céo, tlep thi, ké don, tu vén, ghi nhan, huéng dan sir dung c6 noi
dung dung dé phong bénh, chira bénh, chéan doan bénh, diéu tri bénh, giam nhe bénh,
diéu chinh chirc nang sinh 1y co thé nguoi d6i v6i san pham khong phai 1a thude, trir
trang thiét bi y té.

4.4. Mt s6 viin ban quy pham phap luit lién quan hoat dong co s& ban 1é thudc

Téng hop mot s6 van ban quy pham phép luat lién quan hoat dong cia co s
ban 1¢ thudc trinh bay tai Bang 4.1.

Bang 4.1.Danh muc vin ban quy pham phap luat

lién quan hoat ddng ciia co s& ban 1é thudc
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TT | Tén vin bin Néi dung Thoi diém
c6 hiéu luc
1. Luat 56 | Luat duogc 01/01/2017
105/2016/QH13
ngay 6/4/2016
2. Nghi dinh  sé | Quy dinh chi tiét mot sé diéu va bién | 01/07/2017
54/2017/Nb-CP phap thi hanh luat dugc
ngay 8/5/2017
3. Nghi dinh s | Sira doi, bd sung mot s6 quy dinh lién | 12/11/2018
155/2018/ND-CP | quan dén diéu kién dau tu kinh doanh
ngay 12/11/2018 | thugc pham vi quan ly nha nudc cua
B Y te,
4. Nghi  dinh sb Quy dinh xt phag vi pham hanh chinh | 15/11/2020
117/2020/ND-CP | trong linh vuc y té
ngay 28/09/2020
5. Thong tu  sd | Ban hanh danh muc thubc khong ké | 01/07/2017
07/2017/TT-BYT | don
ngay 03/05/2017
6. Thong tu s6 | Ban hanh danh muc }huéc doc va | 01/07/2017
06/2017/TT-BYT | nguyén li¢u doc lam thude
ngay 03/05/2017
7. Thong  tw  sO | Quy dinh chi tiét mot s6 dicu cua ludt | 01/07/2017
20/2017/TT-BYT | dugc va nghi dinh s6 54/2017/NDb-CP
ngay 10/05/2017 | ngay 08 thang 5 nam 2017 cua chinh
pht vé thude va nguyén liéu 1am thudc
phai kiém soat dic biét
8. Thong tu s | Quy dinh vé don thudc va vige ké don | 01/03/2018
52/2017/TT-BYT | thuoc héa duogc, sinh pham trong di€u
ngay 29/12/2017 | tri ngoai tru
9. Thong tu  sd | Quy dinh ghi nhan thudc, nguyén liu | 01/06/2018
01/2018/TT-BYT |lam thubc va to huéng din st dung
ngay 18/1/2018 thude
10. | Thong tu 0 | Quy dinh vé thyc hanh t6t co s¢ ban 1¢ | 08/03/2018

02/2018/TT-BYT

thuoc
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ngay 22/01/2018

11. | Théng tu  sd|Quy dinh chi tiét mot sé diéu vé kinh | 01/06/2018
07/2018/TT-BYT | doanh dugc cua luat dugc va nghi dinh
ngay 12/04/2018 | s6 54/2017/ND-CP ngay 08/5/2017 cua
chinh phu quy dinh chi tiét mot sé diéu
va bi¢n phap thi hanh luat dugc
12. Thong tu s | Quy dinh vé chat luong thudc, nguyén | 20/06/2018
11/2018/TT-BYT | liéu lam thubc
ngay 04/05/2018
13. |Thong tu  sb6|Quy dinh vé chit lugng duoc liéu, | 30/06/2018
13/2018/TT-BYT | thudc cb truyén;
ngay 15/05/2018
14. Thong tu  sb|Stra d6i, bd sung mot sé diéu cua | 15/10/2018
18/2018/TT-BYT | Thong tu s6 52/2017/TT-BYT ngay 29
ngay 22/08/2018 | thang 12 nam 2017 quy dinh vé don
thube va viée ké don thude hoa duoc,
sinh pham trong diéu tri ngoai tri
15. | Théng tu  sd|Quy dinh vé ké don thudc cd truyén, | 01/03/2019
44/2018/TT-BYT |thubc dugc litu va ké don két hop
ngay 22/08/2018 | thube cd truyén, thude dugc lidu véi
thube hoa duge
16. Thong tr s | Ban hanh Danh muc thudc thiét yéu 15/10/2018
19/2018/TT _BYT
ngay 30/08/2018
17. Thong tu  sb | Stra doi, bo sung mot sé diéu cua théng | 16/03/2020
03/2020/TT-BYT | tw s6 11/2018/TT-BYT ngay 04 théng
ngay 22/01/2020 | 5 nam 2018 cua b truong bo y té quy
dinh vé chat lugng thubc, nguyén liéu
lam thude
18 Thong  tu sO | Sira d6i, bd sung mot s6 diéu cua thong | 06/08/2020
12/2020/TT-BYT | tu s6 02/2018/TT-BYT ngay 22 thang
ngay 22/06/2020 | 01 nam 2018 ctia bd truong bd y té quy
dinh vé thyc hanh tot co s¢ ban 1
thude
19 Théng tu sO | Stra ddi, bd sung va bai bo mot sé van | 15/02/2021.
29/2020/TT-BYT | ban quy pham phdp luat do bd trudng | Ri€ng céc
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ngdy 31/12/2020 | bo y té ban hanh lién tich ban hanh quy dinh tai
cac  khoan
5,6,7,8va
11 Dicu 1
Thong tu
nay c6 hi¢u
lyc tr ngay
01 thang 01
nam 2021.

20. |Thong tr s |Ban hanh Nguyén tic dao dirc hanh | 13/08/2021
08/2021/TT-BYT | nghé dugc
ngdy 25/6/2021

4.5. Mot s6 yéu cau trong hoat dong ciia co sé ban 1é thude

Hoat dong cua co s¢ ban le thudc phai thyc hién theo quy dinh duoc hién hanh, cac
tiéu chuén duoc ban hanh theo hé thong van ban quy pham phap luét ¢6 lién quan.
Trong d0, co so ban 1¢ thudc phai bao dam ludn dap ing tiéu chuan GPP trong suot
qua trinh hoat dong, thuc hién cac hoat dong ban 1¢& thube theo dang pham vi duoc cap
phép.

Theo tiéu chuan GPP hién nay, co s& ban 1¢ thude phai dat cac tiéu chuan theo 03 noi
dung cdt 16i 1a (i) nhan sy; (ii) co so vat chét, k§ thuat va (iii) cac hoat dong chu yeu
(mua thudc, ban thudc, bao quan thudc).Duya trén cac quy dinh ban hanh thyc hanh tbt
co s& ban 1¢ thude, dé duge hoat dong, co s& ban 1¢ thube phai dat yéu cau theo cac
tiéu chi thudc Danh muc kiém tra (checklist) vdi 9 khia canh nhu sau:
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Hinh 4.1. Noi dung danh muc kiém tra thuc hanh tot co sé ban 1é thudc Viét
Nam

4.5.1. Nhan sw ( Piéu 18, Ludt duwoc; Thong tw 02/2018/TT-BYT)
4.5.1.1. Quy dinh nhan sy trong hoat dong ban 1¢ thube

Nguoi phy trach chuyén mon cia nha thude o bang tét nghiép dai hoc nganh duoc,
phai c6 Chung chi hanh nghé duoc theo quy dinh hién hanh. Nguo1 chiu trdch nhiém
chuyén mon vé duogc cua nha thudc ¢ thé dong thoi 1a ngudi 1am cong tic duoc 1am
sang tai nha thudc.

Nguoi phu trach chuyén mén cua quay thude tdi thiéu c6 bang tt nghiép trung cap
nganh duogc, phai c6 Ching chi hanh nghé dugc theo quy dinh hién hanh.

Nha thuéc/qu.':fl}f thudc c6 ngudn nhan lyc thich hop (sé luong, bang cap, kinh nghiém
nghé nghiép) dé dap ting quy mo hoat dong.

Co s ban 16 thudc 1a nha thube, nhan vién truc tiép tham gia ban thuéc giao nhan,
bdo quan thuoc quan 1y chat luong thudc, pha ché thude phai c6 bang cip chuyén mén
tur trung cap dugc trd 1én va c6 thoi gian thyc hanh nghé nghiép phu hop véi cong viée
dugc giao. Nguoi truc tiép pha ché thude, ngudi 1am cong tac dugce 1Am sang phai co
bang t6t nghiép dai hoc nganh dugc.

Co s6 ban 1¢ thudc 13 quay thude, nhan vién truc tlep tham gia ban thudc, giao nhén,
bao quan thube, quan 1y chat lugng thudc phai co bang cap chuyen mon tur so cap
duge trd 1€n va c6 thoi gian thyc hanh nghé nghiép phu hop v6i cong viée dugce giao.
Nhan vién cung cip thong tin cho ngudi mua thude doc, thude ké don phai 1a nguoi
phu trach chuyén mén hoic ngudi c6 vin bang chuyén mén duge tir trung cap nganh
duoc trd 1én.

Tat ca cac nhan vién khong dang trong thoi gian bi ky luat tir hinh thirc canh cdo trd
1€n ¢6 lién quan dén chuyén mén y, duogc.

Nhéan vién phai dugc dao tao ban dau va cap nhat vé tiéu chuan Thyc hanh t6t ban 1é
thudc.

Quy dinh vé nhéin sw cia co so ban lé thudc phdi kiém sodt ddc biét (Diéu 44, Nghi
dinh 54/2007/ND-CP va Diéu 5, Nghi dinh 155/2018/NP-CP)

Di véi co so ban 1é thude gay nghién, thuéc hudng than, thuoc tién chat: Ngudi chiu
trach nhiém ban 1¢ thudc giy nghién phai 1a nguoi co bang tot nghiép dai hoc nganh
duoc tr¢ 1€n; Nguoi chiu trach nhiém ban 1€ thude huong than, thubc tién chat phai la
nguoi co bang tot nghiép trung cap nganh duoc trd 1én.

Dbi v6i co s¢ ban 1¢ thude phong xa: Nguoi chiu trach nhiém ban 1é phai 12 nguoi co
bang tot nghi¢p trung cap nganh dugc tro 1én.

4.5.1.2. Yéu cau doi véi nguoi ban 1é trong thyc hanh nghé nghiép

+ Doi voi nguoi lam viéc trong co so ban lé thuoc:
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- C6 thai do hoa nha, lich sy khi tiép xtc véi ngudi mua thude, bénh nhén.
- Hudng dan, giai thich, cung cdp thong tin va 10i khuyén dung dan vé cach dung

thudc cho ngudi mua hodc bénh nhan va cb cac tu van can thiét nham dam bao s
dung thudc hop 1y, an toan va hiéu qua.

- Giit bi mat cac thong tin ctia ngudi bénh trong qué trinh hanh nghé nhu bénh tat, cac
thong tin nguoi bénh yéu cau.

- Trang phuc 4o blu tring, sach s&, gon gang, c6 deo bién ghi rd tén, chirc danh.

- Thyc hién ding cac quy ché duoc, tu nguyén tuan thua dao dic hanh nghé duoc.

- Tham gia céac 16p dao tao, cap nhat kién thirc chuyén mon va phép luét y té.

+ Déi v6i nguwoi qudn 1y chuyén moén:

- Giam sat hoac truc tiép tham gia vi¢c ban cac thude ké don, tu van cho ngudi mua.
- Chiu trach nhiém quan ly truc tiép viéc pha ché thudc theo don tai nha thude.

- Lién hé voéi bac si ké don trong cac truong hop can thiét dé giai quyét cac tinh hudng
Xay ra.

- Kiém soat chat lugng thudc mua vé, thudc bao quan tai nha thuoc.

- Thuong xuyén cap nhat cac kién thirc chuyén mon, van ban quy pham phap luét vé
hanh nghé duoc va khong ngimg nang cao chat lugng dich vu cung tng thudc.

- Pao tao, huéng dan cac nhan vién tai co so ban 1é vé chuyén mon ciling nhu dao duc
hanh nghé duoc.

- Cong tac voiy té co s va nhan vién y té co so trén dia ban dan cu, tham gia cap phat
thudc bao hlem chuong trinh, du an y té khi dap ung yéu cau, ph01 hop cung cap
thudc thiét yéu, tham gia truyén thong giao duc cho cong déng vé cac noi dung nhur:
tang cudng cham soc stirc khoe bang bién phap khong dung thudc, cach phong tranh,
xtr Iy cac bénh dich, cham soc strc khoe ban dau, cac ndi dung lién quan dén thude va
su dung thudc va cac hoat dong khac.

- Theo ddi va thong bao cho co quan y té vé cac tac dung khéng mong mudn cua
thuoc.

- Phai c6 mat trong toan bo thoi gian hoat dong cua co s¢. Truong hop nguoi quan 1y
chuyén mon vang mat phai uy quyén bang vian ban cho nguoi c6 Chung chi hanh nghé
dugc phit hop dé chiu trach nhiém chuyén mén theo quy dinh.

v' Néu thoi gian ving mat trén 30 ngay thi ngudi quan 1y chuyén mén sau khi ay
quyén phai c¢6 vin ban bao cdo S¢ Y té tinh, thanh phé truc thudc Trung wong
tai noi co s¢ dang hoat dong.

v' Néu thoi gian ving mit trén 180 ngay thi co s& kinh doanh thubc phai 1am tha
tuc dé nghi cép moi Giéy ching nhan diéu kién kinh doanh dugc cho co s&
ban 16 thude. Co s chi duge phép hoat dong khi da duoc cip gidy chimg nhan
du diéu kién kinh doanh méi.
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+ Cac hoat dong khac:

- Phai ¢6 hé théng luu gir cac thong tin, thong bao vé thudc khiéu nai, thubc khong
duoc phép luu hanh, thude phai thu hoi.

- C6 thong bao thu hdi cho khach hang ddi vé6i cac thude thudc danh muc thude ké
don. Bi¢t trir cac thuoc thu hoi dé cho xur ly.

- C6 ho so ghi 10 vé viéc khi€u nai va bién phap giai quyét cho nguodi mua veé khi€u nai
hoac thu hoi thuoc.

- Dbi voi thude can hity phai chuyén cho co s¢ ¢6 chirc nang xtr 1y chat thai dé huy
theo quy dinh.

- C6 bao céo cac cap theo quy dinh.

4.5.2. Co s6 vit chit kj thudt ciia co sé bdn 1é (Thong tw 02/2018/TT-BYT)
4.5.2.1.Xay dung va thiét ké

a) bia diém c¢b dinh, bd tri & noi cao rdo, thoang mat, an toan, cach xa nguén 6 nhiém.
b) Khu vuc hoat dong ctia nha thudc/quay thude phai tach biét voi cac hoat dong khac.
c) Xay dung chic chén, c6 tran chépg bgi, tuong véqnén phé dé 1am vé sinh, d,ﬁ anh
sang cho cac hoat dong va tranh nham lan, khong dé thudc bi tdc dong truc ti€p cua
anh sang mat troi.

4.5.2.2. Dién tich

a) Dién tich phu hop v6i quy md kinh doanh nhung t6i thiéu 1a 10m2, phai c6 khu vuc
dé trung bay, bao quan thudc va khu vyc dé nguoi mua thude tiép xac va trao doi
thong tin vé viée st dung thudc voi ngudi ban 1.

b) Phai bb tri thém khu vyuc cho nhiing hoat dong khac nhu:
- Phong pha ché theo don néu nha thude 6 t6 chirc pha ché theo don.

- Khu v ra 1é cac thube khong con bao bi tiép xtc truc tiép vai thude dé ban 1é truc
tiep cho ngudi bénh.

- Kho bao quan thudc riéng (néu can).
- Phong hodac khu vuc tu van riéng cho nguoi mua thuoc/bénh nhan.

¢) Trudng hop kinh doanh thém m¥ pham, thue pham chuc ning, dung cu 'y té thi phai
co khu vuc riéng, khong bay ban cung voi thude va khong gay anh huong dén thudc;
phai co6 bién hi¢u khu vyc ghi rd “San pham nay khong phai la thudc”.

d) Truong hop nha thude co bé tri phong pha ché theo don hoic nha thuc/quay thude
c6 bo tri phong ra 1€ thude khong con bao bi tiép xuc truc tiép véi thuoc:

- Phong phai ¢6 tran chéng bui, nen va tudng nha bang vat lidu dé vé lau ria, khi can
thiét c6 thé thuc hién cong viéc tdy tring;

- C6 chd rira tay, rira va bao quan dung cu pha ché, bao bi dung;
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- Khong duoc bé tri chd ngdi cho ngudi mua thude trong khu vire phong pha ché.

- Nha thudc phai c6 hoa chét, cac dung cu phuc vu cho pha ché, c6 thiét bi dé tiét trung
dung cu (tu sdy, noi hap), ban pha ché phai dé vé sinh, lau rua.

4.5.2.3. Thiét bj bdo quan thuéc

a) Co du thiét bi dé bao quan thude tranh duogc cac anh hudng bat loi ctia anh sang,
nhiét d§, do am, sy 6 nhiém, sy xam nhép cta con trung, bao gom:

- Ta, qudy, gia ké chic chan, tron nhén, d& vé sinh, thuan tién cho bay ban, bao quan
thudc va dam bao tham my.

- C6 du 4nh sang dé dam bao cac thao tac, dam bao viéc kiém tra cac thong tin trén
nhan thudc va tranh nham lan.

- Nhiét k&, 4m ké dé kiém soét nhiét do, do 4m tai co s& ban 1¢ thudc. Nhiét ké, am ké
phai duge hi¢u chuan dinh ky theo quy dinh. Phai trang bi it nhat 01 thiét bi theo doi
nhi¢t do tu ghi vdi tan suat ghi phu hop (thuong 01 hodc 02 1an trong 01 gid tuy theo
mua).

b) Thiét bj bao quan thudc phu hgp v6i yéu cau bao quan ghi trén nhan thude. Dicu
kién bdo quan ¢ nhiét do phong: nhiét d§ khong vuot qua 30°C, d6 am khong vuot qua
75%.

- C6 ta lanh hodc phuong tién bao quan lanh phu hop véi cac thube co yéu cau bao
quan mat (8-15°C), lanh (2-8°C).

¢) Co cac dung cu ra 1é va bao bi ra 1& pht hop vé6i yéu cau bao quan thube, bao gom:

- Trudng hop ra 1¢ thudc ma khong con bao bi tiép xuc truc tiép véi thude phai ding
do bao goi kin khi; du cung dé bao v¢ thudc, co nut kin.

- Khong dung cac bao bi ra 1é thudc co chira ndi dung quang céo cac thudc khac dé
lam tai dung thudc.

- Thubc dung ngoai, thue quan 1y dic biét can duoc dong trong bao bi phu hop, dé
phan bi¢t.

- Thubc pha ché theo don can dugc dung trong bao bi dugc dung dé khong anh huong
dén chat luong thuéc va dé phan biét voi cac san pham khong phai thuée - nhu do
uong/thtc an/san pham gia dung (ap dung do6i voi nha thuoc).

d) Ghi nhan thudc:

- Péi véi truong hop thudc ban 1¢ khong dung trong bao bi ngoai cua thudc thi phai
ghi rd: tén thudc; dang bao ché; nong do, ham luong thudc; truong hop khong co don
thudc di kém phai ghi thém liéu dung, sb 1an dung va cach dung.

- Thubc pha ché theo don cta nha thudc: ngoai viéc phai ghi day du cac quy dinh trén
phai ghi thém ngay pha ché; ngay hét han; tén bénh nhan; tén va dia chi co so pha ché
thudc; cac canh bao an toan cho tré em (néu c6) (4p dung d6i véi nha thudc).

4.5.2.4. Hé so, s6 sdch va tai liéu chuyén mén ciia co sé bdn 1é thudc
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a) Co tai liéu hodc co6 phuong tién tra ctru cac tai liéu hudng dan sir dung thube cap
nhat, cac quy ché dugc hién hanh, cac thong bao cé lién quan cua co quan quan ly
dugc dé nguoi ban 1€ ¢o6 thé tra clru va su dung khi can.

b) Phai c6 sb sach hodc may tinh dé quan 1y viéc nhap, xudt, ton tri, theo doi s6 16,
han diing, ngudn géc ctia thude va cac thong tin khac co lién quan, bao gom:

- Thong tin thude: Tén thude, s6 Gla}y phép luu hanh/S6 Gidy phép nhap khau, sb 16,
han dung, nha san xuat, nha nhap khau, diéu kién bao quan.

- Nguén gde thude: Co s cung cap, ngdy thang mua, sb luong.

- Co s6 van chuyén, diéu kién bao quéan trong qué trinh van chuyén.

- S6 luong nhép, ban, con tdn cua tung loai thudc.

- Nguoi mua/bénh nhén, ngay thang, §6 luong (d6i véi thuéq gy nghién, thude tiép
chat, thuéc hudng than, thudc dang phoi hop c6 chira dugc chat gay nghién, dugc chat
hudng than, tién chat).

- B6i v6i thube ké don phai thém ngudi ké don va co s hanh nghé.

c) Nha thuoc/quay thudc phai c6 thiét bi va tr1en khai ung dung cong ngh¢ thong tin,

thue hién két nbi ‘mang, bao dam klem soat xuat xtr, gia ca, nguon goc thu6c mua vao,

ban ra. C6 co ché chuyén thong tin vé viéc mua ban thudc, chat luong thude gitra nha
cung cap voi khach hang cling nhu viéc chuyén giao thong tin cho co quan quan ly
lién quan khi dugc yéu cau.

d) H6 S0 hodc sd seich phai dugc luu trir it nhat 1 nim k,é tr khi hét han dung cua
thudc. HO so hodc s6 sach luu trit cac dit liéu li€n quan dén béqh nhan c6 don thuoc
hoac cac tru:bng hop ﬁéc bi¢t (bénh nhan man tinh, bénh nhan can theo doi....) dat tai
noi bao dam dé co thé tra ctru kip thoi khi can.

d) Truong hop co so co kinh doanh thudc phai quan 1y dic biét, phai thuc hién cac quy
dinh tai Diéu 43 Nghi dinh 54/2017/ND-CP ngay 08/5/2017 va cac van ban khac co
lién quan.

Theo Théng tw 20/2017/TT-BYT vé ho so s6 sich ciia nha thude ban 1é thudc gay
nghién, thudc hudng than, thuoc tién chat phai 1ap va ghi chép day du céac loai sau day:
- S6 thgo d§i XUuét, nhap, tdn kho thude gay nghién, thube hudng than, thudc tién chat
theo mau s6 quy dinh tai Phuy luc VIII kém theo Thong tu 20/2017/TT-BYT.

- Phiéu xuat kho thude gay nghién, thubc huéng than, thudc tién chit cta noi cung cap
thudc.

- Pon thudc gay nghién, thudc hudng than luu tai co s& sau khi ban.

- Bién ban nhan thubc gdy nghién theo mau bién ban quy dinh tai Phy lyc XX kém
theo Thong tu 20/2017/TT-BYT.

-S6 theo ddi thong tin chi tiét khach hang theo mau sé quy dinh tai Phu luc XXI kém
theo Thong tu 20/2017/TT-BYT.
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Véi co s ban 1é thude dang phéi hop ¢6 chita duoc chat gay nghién, thudc dang phdi
hop ¢6 chira duge chat hudng than, thube dang phéi hop co chua tlen chét phai 1ap va
ghi chép day du S6 theo ddi thong tin chi tiét khach hang theo mau s6 quy dinh tai Phu
luc XXI kem theo Thong tw 20/2017/TT-BYT.

e) Xay dyng va thuc hién theo cic quy trinh thao tic chuan dudi dang vin ban cho tat
cad cac hoat dong chuyén moén dé moi nhan vién ap dung, to1 thiéu phai c6 cac quy
trinh sau:

- Quy trinh mua thudc va kiém so4t chat luong.

- Quy trinh ban thudc, théng tin, tu van huéng din sir dung thube phai ké don.

- Quy trinh ban thudc, thong tin, tu van hudéng dan sir dung thudc khong ké don.

- Quy trinh bao quan va theo ddi chat luong.

- Quy trinh giai quyét ddi v6i thude bi khiéu nai hoic thu hoi.

- Quy trinh pha ché thudc theo don trong trudng hop co to chirc pha ché theo don.

- Cac quy trinh khéac c6 lién quan.

4.5.?.5. Quy dinh Vvé co s& vat chat czia‘co so ban le thl{OA’C phdi kiém sodt diac biét
(Diéu 43, Nghi dinh 54/2017/ND-CP; Piéu 5, Nghi dinh so 155/2018/NP-CP)

- Béi voi co s6 ban 1¢ thude gy nghién, thudc hudng than, thude tién chat:

+ Thubc gy nghién, thuéc, huong than, thudc tién chit phai bao quan trong ti riéng
hodc ngan riéng c6 khoa chac chan.

+Co heé thdng quan 1y, theo ddi bang hd so sb sach theo quy dinh ctia B trudng Bo Y
te.

- DP6i v6i co so ban 1 thude dang ph01 hop ¢ chtra dugc chat giy nghién, thudc dang
phdi hop 6 chira duge chét huéng than, thudc dang ph01 hop ¢6 chira tién chat phai
thuc hién viéc theo doi bang hé thdng phan mém hodc hd so, sd sach theo quy dinh
cua BO truong BO Y té.

- B6i v6i co sé ban 16 thude phong xa:

+ C6 khu vyec riéng dé bao quan thude phong xa..

+Cohé thdng quan 1y, theo ddi bang ho so so sach theo quy dinh ctia Bo truong Bo Y
te.

- Bdi v6i co s kinh doanh thude doc, nguyén liéu doc lam thubc, thudc va duge chit
trong danh muc thudc, dugc chat thudéc danh myc chat bi cam st dung trong mot s
nganh, linh vuc phai thuc hién viéc theo doi bang h¢ thong phan mém hoac ho so, s
sach quan 1y toan by qué trinh xuat, nhap, ton kho theo quy dinh cua Thong tu
20/2017/TT-BYT

4.5.3. Céc hoat djng ciia co 56 bdn 16 thuéc
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4.5.3.1.Mua thuéc (gém cd thuéc KSPB)
a) Ngudn thudc duoc mua tai cac co sé kinh doanh thude hop phép.

b) C6 hd so theo ddi, Ira chon cac nha cung cép c6 uy tin, dam bao chat luong thude
trong qua trinh kinh doanh.

¢) Chi mua céc thude dugc phép luu hanh (thude 6 sé dang ky hodc thube chua c6 s6

dang ky dugc phép nhap khau). Thuéc mua con nguyén ven va co day du bao goi cta
nha san xuét, nhin dung quy dinh theo quy ché hién hanh. C6 du hoa don, ching tir
hop 16 ctia thuc mua vé.

d) Khi nhap thude, ‘nguoi ban le kiém tra han dung, kiém tra cac thong tin trén nhin
thudc theo quy ché ghi nhén, kiém tra chat luong (bang cam quan, nhét 1a véi cac
thudc d& c6 bién d6i chat luong) va co kiém soat trong sudt qua trinh bao quan.

Déi v6i thude gay nghién, thudc hudng than, thude tién chit, thudc dang phdi hop co
chtra tién chét: chi dugc mua cla co s& ban budn trén dia ban tinh co pham vi kinh
doanh thuéc gdy nghién, thudc huong than, thudc tién chét, thudc dang phéi hop co
chura tién chét hoic mua cua co so dong thoi ¢o gidy chimg nhan du diéu kién kinh
doanh duoc pham vi xuit khau, nhap khau thudc va ban budn thude.

Pbi v6i thude dang phdi hop c6 chira dugce chét gdy nghién, thudc dang phdi hop co
chtra duoc chét huong than, thudc phong xa, thudc doc, nguyén liéu doc lam thuoc
thude va dugc chat trong danh muc thudc, duoc chat thuoc danh muyc chit bj cdm st
dung trong mat ) nganh, linh vyc cua cac co sé kinh doanh thude chi dugc mua & cac
cong ty duoc phép kinh doanh thudc kiém soat dic biét.

Hb so dé nghi mua thudc gdy nghién, thudc huong than, thudc tién chit gdm cac tai
ligu sau (Piéu 53- Nghi dinh 54/2017/ND-CP; bi¢u 4 - Nghi dinh 155/2018/ND-CP)

+ 03 ban don hang mua thudc gay nghién, thuéc hudng than, thude tién chat theo Mau
s0 19 tai Phu lyc II ban hanh kém theo Nghi dinh 54/2017/ND-CP;

+ Vin ban giai thich 13 Iy do khi sb luong thude dé nghi mua vuot qua 150% so véi s6
lugng st dung lan trudce.

4.5.3.2. Bdo qudn, sdp xép thuoc
a. Bao quan thudc

* Khai niém: 1a viéc cat gilt bao dam an toan, chét luong cua thudc, bao gém ca viéc
dua vao str dung va duy tri day du hé thong ho so tai liéu phuc vu bao quan, xuat, nhap
thudc tai noi bao quan. (Thong tu 36/2018/TT-BYT)

* Céac quy dinh lién quan bao quan thudc tai co s ban 1é

- Khong dugc ban thudc di hét han dung, thudc bao quan khong dung quy dinh ghi
trén nhan thuoc,

- Kho bdo quan riéng (néu can).

- Thudc phai dugc bao quan theo yéu cau ghi trén nhén thudc;
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- Cac thudc ké don néu dugc bay ban va bao quan tai khu vuc riéng c¢6 ghi 1o “Thudc
ké don” hoac trong cung mot khu vyc phai dé€ riéng cac thudc ban theo don.

- Thubc phai kiém soat dic biét (gay nghién, hudng tam than, va tién chat) va cac
thudc doc hai, nhay cam va/hodc nguy hiém khac cling nhu cac thudc c6 nguy co lam
dung dic biét, gay chay, nd (nhu cac chit 1ong va chat ran d& bét lira, dé chay va cac
loai khi nén) phai dugc bao quan ¢ cac khu vuc riéng biét, cd cac bién phap bao ddm
an toan va an ninh theo dung quy dinh cua phap luat.

- Thubc doc, thuéc trong Danh muc thudc, duoc chit thudc danh muc chét bj cam st
dung trong mot sO nganh, linh vie phai duge bao quan tach biét, khong duoc dé cung
cac thude khac, phai sip xép gon gang, tranh nham 1an, d& quan sat.

* C6 céc thiét bj bao quan thudc theo quy dinh

b. Sép xép thude

- Nguyén tic sip xép:

+ Sép xép thudc hoa dugc theo tac dung duoc 1y.

+ Khu vuc riéng cho thudc ké don.

+ My phém, thuc phﬁm chuc n}mg, tl}uc phérq bao v¢ suc khoe, dung cuy té dé khu
vuc riéng, khong anh hudng dén thude. Co bién hiéu khu vyue “San pham nay khong
phai 1a thudc”.

+ Viéc sap xép dam bao su thuan loi, tranh gay nham lan.

+ Sép xép theo diéu kién bao quan ghi trén nhan.

- Tién hanh phan loai thudc trudc khi sip xép:

+ Phén loai thudc theo diéu kién bao quan.

+ Phan loai thubc ké don, thudc khong ké don.

+ Phan loai thudc phai kiém soat dic biét.

+ Phan loai thudc theo tac dung dugc ly.

4.5.4.3. Ban thuoc

a) Cac budc co ban trong hoat dong ban thude, bao gom:

- Ngudi ban 1¢ hoi nguoi mua nhitng cau hoi lién quan dén bénh, dén thude ma ngudi
mua yéu cau;

- Nguoi ban 1€ tu van thong tin cho ngudi mua vé lya chon thudc, cach dung thudc,
huéng dan cach st dung thudc bang 161 néi. Truong hop khong c6 don thuoc kem
theo, Nguo1 ban 1€ phai hudng dan stir dung thudc thém bang cach viét tay hodac danh
may, in gan lén do bao goi.

- Ngudi ban 1é cung céap cac thude phu hop, kiém tra, dbi chiéu thude ban ra vé nhin
thudc, cam quan vé chat lugng, so6 lugng, chung loai thudc.
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- Thubc dugc niém yét gia thudc dung quy dinh va khong ban cao hon gia niém yét.
b) Céc quy dinh vé tu van cho ngudi mua, bao gdbm:

- Ngudi mua thuoc can nhan dugce sy tu van dang dan, dam bao hiéu qua di€u tr1 va
phu hop véi nhu cau, nguyén vong;

- Nguoi ban 1€ phai xdc dinh 16 truong hop nao can co tu van cua nguoi c6 chuyén
mon phu hop véi loai thude cung cap dé tu van cho ngudi mua thong tin vé thubc, gia
ca va lua chon céc thube khong can ké don;

- P6i v6i ngudi bénh doi hoi phai ¢o chan doan cua thay thude méi c6 thé dung thudc,
Nguoi ban 1€ can tu van dé bénh nhan téi kham thay thudc chuyén khoa thich hop
hodac bac si di€u tri;

- Péi v6i nhimg nguoi mua thude chua can thiét phai dung thude, nhan vién ban thude
can giai thich 16 cho ho hiéu va ty cham soc, tu theo doi tri¢u chung bénh;

- Khong dugc tién hanh cac hoat dong thong tin, quang cdo thudc tai noi ban thudc trai
v6i quy dinh vé thong tin quang cao thudc; khuyén khich nguoi mua coi thudc 13 hang
hoa thong thuong va khuyén khich nguoi mua mua thude nhiéu hon can thiét.

¢) Ban thudc theo don:

- Khi ban céc thudc theo don phai c6 su tham gia truc tiép nguoi ban 1é ¢6 trinh do
chuyén moén phu hop va tuan tha theo cac quy dinh, quy ché hién hanh cia Bo Y té vé
ban thudc ké don.

- Ngudi ban 1é phai ban theo ding don thudc. Trudng hop phét hién don thudc khong
r0 rang vé tén thudc, nong do, ham lugng, s6 luong, hoac c6 sai pham vé phap 1y,
chuyén mon hoac anh hudng dén strc khoe nguoi bénh, Ngudi ban 1€ phai thong bao
lai cho nguoi ké don biét.

- Nguoi ban 1é giai thich & cho ngudi mua va cd quyén tir chdi ban thude theo don
trong céc truong hop don thudc khong hop 1€, don thude co6 sai so6t hoac nghi van, don
thudc ké khong nham muc dich chira bénh.

- Nguoi ban 1¢ 1a duoc sy dai hoc co quyén thay thé thudc bang mot thude khac co
cung hoat chat, dang bao ché, cung liéu luong khi ¢6 sy dong y ctia ngudi mua.

- Nguoi ban 1¢ huéng dan ngudi mua vé cach st dung thube, nhic nhé nguoi mua thye
hién diing don thudc.

- Sau khi ban thudc gdy nghién, thuéc hudng than, thude tién chat ngudi ban 1é phai
vao so, luu don thuoc ban chinh.

4.5.4.4. Thubc khiéu nai hodc thu héi

C6 tiép nhén va luu thong tin hodc luu cac thong bao vé thude khiéu nai, thudc khong
dugc phép Iuu hanh, thudc phai thu hoi.

C6 thu hoi va 1ap ho so thu hdi theo quy dinh, C6 kiém ké d6i véi thube khiéu nai,
thudc phai thu hoi .
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C6 thong bao thu hdi cho khach hang d6i voi thude thu hdi thudc danh muc thude phai
ké don..

Co tra lai noi mua hodc huy theo dung quy dinh.

C6 béo cdo céac cap theo quy dinh.

C6 sb va co ghi chép theo dbi tac dung phu cta thudc do khach hang phan anh.
2.4.4.5.Quy dinh vé hiyy thuoc phdi kiém sodt ddc biét

- Co so dé nghi huy thudc gay nghién, thudc hudng than, thuéc tién chat,
nguyén liéu lam thudc 14 dugc chat gay nghién, dugc chat hudng than, tién chit dung
lam thuoc c6 vin ban dé nghi huy trong do phal ghi 18 tén thudc, nguyén lidu lam
thudc, ndng d6 hodc ham luong, sé lwong, 1y do xin hiy, phwong phéap huy.

- Thu tuc cho phép huy thudc gay nghién, thudc huong than, thubc tlen chat, nguyén
liu 1am thudc 1a dugc chat gay nghién, duoc chat hudng than, tién chit ding lam
thube phai thuc hién nhu sau:

+ Co s& dé nghi hity ndp van ban tryc tiép hodc giri qua dudng qua dudng buu dién tai
Bo Y té ddi v6i co s san xuat, xuit khau, nhap khau hodc tai S6'Y té noi co s& do dat
tru s& d6i véi cac co so kinh doanh duoce khéc trir cac co sé trén; hodc tai Cuc Quany
— B6 Qudc phong d6i véi co sé thude Bo Qubc phong.

+ Sau khi nhan h6~s0, €0 quan tiép nhan hd so tra cho co s& dé nghi huy Phiéu tiép
nhan ho so theo Mau s6 01 tai Phu luc I ban hanh kém theo Nghi dinh 54.

+ Truong hop khong c6 yéu cau stra dbi, bd sung, co quan tiép nhén hé),so huy co
cong van cho phép huy trong thoi han 20 ngay ké tir ngay ghi trén Phi€u ti€p nhan ho
SO.

+ Trudng hop cd yéu cau stra doi, b sung hd so xin hiy, co quan tiép nhan phai cé
van ban yéu cau stra o1, bo sung ho so xin huy trong thoi han 20 ngay, ké tir ngay ghi
trén Phiéu ti€p nhan ho so.

+ Sau khi co sé ndp ho so sira ddi, bd sung, co quan tiép nhan hd so tra cho co s
Phiéu tiép nhan hd so stra ddi, bd sung theo Mau s6 01 tai Phy luc I ban hanh kém theo
Nghi dinh 54. Truong hop khong ¢ yéu ciu stra d6i, bo sung hd so, co quan tiép nhan
¢ cong van cho phep huy theo quy dinh tai dlem ¢ khoan nay. Trudng hop hd so sira
d6i, bo sung khéng dap ng yéu cau, co quan tiép nhan c6 vin ban théng bao cho co
so theo quy dinh tai diém d khoan nay.

- Viéc hity thude gy nghién, thude ‘hudng than, thuoc tién chat, nguyén liéu lam thudc
1a duoc chat gay nghién, dugc chat huéng than, tlen chat dung lam thude chi dugc
thuc hién sau khi c6 cong van cho phép cia Bo Y té hodc SO Y té noi co sé dat try s&
hoic cua Cuc Quan y — Bo Qudc phong dbi vai co sé thudec Bé Québc phong.

- Viéc hity thude gy nghién, thudc huéng than, thuoc tién chat, nguyén liéu lam thudc
1a dugc chat gay nghién, duoc chat hudng than, tién chat ding lam thudc duoc thuc
hién nhu sau:
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+ Nguoi dimg dau co sé thanh 1ap Hoi dong huy thube. Hoi dong c6 it nhat 03 ngudi,
trong d6 phai ¢6 01 dai di¢n la nguoi phu trach chuyén mén cua co so. Hoi dong huay
thudc c6 nhiém vu té chire viéc huy thude, quyét dinh phuong phap hay, giam sat viéc
huy thudc cua co s6;

+ Viéc hay thude va nguyén lidu lam thl}éc phai c6 su chung kién cua dai dien So'Y té
trén dia ban hoac Cuc Quan y — Bo Quoc phong va dugc 1ap bién ban theo Mau s6 16
tai Phu lyc II ban hanh kém theo Nghi dinh 54/2017/ND-CP;

+ Trong thoi han 10 ngiy, ké tir ngay két thic viéc hiry thude va nguyén lidu lam
thudc, co sd phai giri bao céo viéc huy thue theo Mau sb 17 tai Phu luc II ban hanh
kém theo Nghi dinh 54/2017/ND-CP kém theo bién ban hiy thudc téi B Y té hoic S
Y té hoac Cuc Quan y — Bo Quéc phong.

- Khi huy cac loai du pham, phé pham c6 chira dugc chit gdy nghién, duoc chét huéng
than va tién chat dung lam thudc trong qua trinh san xuat; thudc dang ph01 hop c6
chtra dugc chét gay nghién, thudc dang phdi hop ¢ chtra dugc chat hudng than, thudc
dang phdi hop ¢6 chira tién chit, cac loai bao bi da tlep xuc tryc tiép véi thube gy
nghién, thuoc hudng tam than, thudc tién chat, duoc chat gdy nghién, dugc chat hudng
than va tién chat dung lam thudc khéng st dung nira, thudc doc, nguyén liéu doc lam
thubc, thube va duge chét trong danh muc thube, duoc chét thude danh muc chét bj
cAm sir dung trong mat sb nganh, linh vuc tai cac co sé kinh doanh thudc, co s& phai
tap hop va hity theo quy dinh tai diém a khoan 4 Diéu 48 Nghi dinh 54/2017/ND-CP
va luu ho so huy tai co so.

4.5.4.6. Quan Iy gid thudc, théng tin thudc
a. Quan ly gia thudc
Nguyén tic quan Iy nha nwéc vé gid thuéc

- Quan 1y gia thudc theo co ché thi truong, ton trong quyén tu dinh gia, canh tranh vé
gia cua td chtrc, ca nhan kinh doanh thuoc theo quy dinh cua phap luat.

- Bao d¢am cong khai, minh bach gia thudc khi luu hanh thude trén thi trudng.

- Bao vé quyén, loi ich hop phap cua t6 chirc, ca nhan kinh doanh, ngudi tiéu dung va
loi ich cua Nha nudc.

- Thye hién cac bién phap binh on gia va su dung cac bién phap khac dé quan ly gia
thuoc phu hop véi dieu kién phat trién kinh té - xa hoi trong tung thoi ky.

Cic bign phdp quan Iy gid thuéc lién quan dén co sé bdn 16 thudc

- Niém yét gia ban 1é thudc béng dong Viét Nam tai noi giao dich hodc noi ban thudc
cta co s¢ kinh doanh dugc; in, ghi hodc dan gia ban 1¢é trén bao bi chira dung thudc
hozc bao bi ngoai cta thudc; thong bao cong khai trén bang, trén gidy hodc bang cac
hinh thure khéc.

Viéc niém yét gia ban 1¢ thube dl}’o’c thuc hién bﬁng cac hinh thﬁc in, ghi hoac dan gia
ban 1¢ trén bao bi chtra dung thudc hodc bao bi ngoai cua thudc; hoac thong bao cong
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khai trén bang, trén gidy hodc bang cac hinh thitc khac phu hop va phai thuén tién cho
viéc quan sat, nhan biét cua khach hang, co quan nha nudc co6 tham quyén, khong che
khuat noi dung bat budc cua nhin thude; (Piéu 135, Nghi dinh 54/2017/ND-CP). Céc
co s& ban 16 thube phai thuc hién vi¢c niém yét gia ban 1¢ ting loai thudc tai co s& ban
1é thudc. (Piéu 135, Nghi dinh 54/2017/ND-CP)

- Thue hién cac bién phap binh 6n gia thudc theo quy dinh cua Luat gia di voi thude
thudc Danh muc thudc thiét yéu khi cé bién dong bat thuong vé gia hodc mat bang gia
bién ddng anh hudng dén su 6n dinh kinh té - xa hoi.

- Quy dinh thing s ban 1¢ t6i da d6i voi thude ban tai co sd ban 1é thude trong khuén
vién co s& kham bénh, chira bénh.

Cic hanh vi khéng dwoc lam lién quan dén gid thuéc

- Ban thudc cao hon gia ké khai, gia niém yét.

- Khuyén mai thudc trai quy dinh cua phap luat: Hang hoéa, dich vu dugc khuyén mai
khong bao gdm ruou, x6 s6, thudc 14, sita thay thé sira me, thudc chira bénh cho nguoi
ké ca cac loai thude da dugc phép luu thong theo quy dinh cta Bo Y t& (trir trudng hop
khuyén mai cho thwong nhan kinh doanh thudc) (Piéu 5 — Nghi dinh 81/2018/ND-CP)

b. Thong tin thuoc

Thong tin thude 1a viéc thu thap, cung cip cac thong tin ¢ lién quan dén thude bao
gom chi dinh, chong chi dinh, liéu dung, cach dung, phan rng c6 hai cia thude va cac
thong tin khac lién quan dén chat lugng, an toan, hi¢u qua ctua thudc do cac co s co
trach nhi¢m thong tin thudc thuc hi¢n nham dap ung yéu cau thong tin cia co quan
quan ly nha nudc vé duogc, té chirc, ca nhan dang truc ti€p hanh nghé y, duoc hoac cua
nguoi st dung thudc.

Noi dung va trach nhi¢gm thong tin thuéc ciia co sé bdn 1é

- Thong tin thudc nhim muyc dich huéng dan st dung thude hop 1y, an toan, hi¢u qua
cho ngudi hanh nghé kham bénh, chita bénh va ngudi sir dung thude.

- Thoéng tin thudc phai cap nhat, rd rang, day du, chinh xac dya trén bang chung, dé
hiéu, phu hop voi ddi tuong duoc cung cap thong tin.

- Thong tin cho nguoi s dung thudc bao gqm tén thuéc, cong dung, chi dinh, chéng
chi dinh, li€u dung, cach dung va nhimg van dé can luu y trong qua trinh sir dung
thudc;

- Co s ban 1é thudc o trach nhiém cung cap thong tin thudc phu hop véi thong tin
theo cac tai liéu sau:

+ Dugc thu Quéc gia Viét Nam.

+ T huéng dan sir dung thudc da duoc BO Y té phé duyét.

+ Tai liéu, hudng dan chuyén mon cé lién quan dén thudc do B Y té ban hanh hoic
cong nhan.

- Co s6 ban 1¢ thudc c6 cac trach nhiém sau day:
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+ Tu van trong pham vi chuyén mon cho nguoi sir dung thube vé cac bién phap xir Iy
khi c6 d4u hiéu bat thudng trong qua trinh st dung thudc;

+ Thu thap, bao cdo cho co quan c6 tham quyén céc thong tin vé& dau hiéu bat thudng
trong qua trinh sir dung thudc.

4.5.4.6. Luu thong tin va bao cdo

Quy dinh Vé‘Ché dd bao céo cua co s kinh doanh thube phai kiém soat dic biét
(Khoan 4, bi¢u 47-nghi dinh 54/2017/ND-CP)

Trudc ngay 15 thang 7 va trude ngay 15 thang 01 hang nam, co so ban I¢ bao cao 06
(sau) thang va bao cao nam tuong ng ve viée Xuat, nhap, ton kho, sur dung thudc
phong xa, thudc gy nghién, thude hudng than, thudc tién chat, thudc dang phdi hop
c¢6 chira duoc chat giy nghién, thubc dang ph01 hop c6 chira dugce chat hudng than,
thudc dang phdi hop c6 chira tién chit theo Mau s0 11, 12, 13 tai Phu lyc II ban hanh
kém theo Nghi dinh 54/2017/ND-CP va g1 S6 Y té noi co so dit tru so.

Trong thoi han 48 gio, ké tir khi phat hién nl}ﬁm 13n, thét thoat thudc phong xa, thué,c
gdy nghién, thuéc huong than, thude tién chat va nguyén liéu lam thudc la duge chat
gdy nghién, dugc chat hudng than, tién chat dung lam thudc, co s ban leé 1ap bao cao
gui SO Y té. Mau béao cdo theo Mau s6 14 tai Phu lyc II ban hanh kém theo Nghi dinh
54/2017/ND-CP cta Chinh phu.

4.6. Mot s6 quy dinh xir phat vi pham hanh chinh lién quan tai co sé ban 1é thude
Nghi dinh 117/2020/ND-CP ban hanh quy dinh xur phat vi pham hanh chinh trong linh
vuc y té. Trong d6, mot sé quy dinh xt phat hanh chinh lién quan tai co so ban 1é
thube duge trinh bay tai Bang 2.2 (Muc 3 Nghi dinh 117/2020/ND-CP cta Chinh
phu).
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Bang 4.2. Mt s6 quy dinh xir phat vi pham hanh chinh lién quan tai co sé ban 1é thudc

ThuVienPh:

\ Hanh vi vi pham | Phat tién \ X phaEbé sung

Vi pham cic quy dinh vé hanh nghé dwogc (Piéu 52, Muc 3, ND 117/2020/ND-CP) .

la | Nguoi chiu trach nhiém chuyén moén cua co so ban 1¢ thudc | 3.000.000 dong o
vang mat trong thoi gian hoat dong cua co s¢ dugc, trir truong dén  5.000.000 a
hop uy quyén khi ving mat theo quy dinh cua phép luat dong ‘ ; ‘

Ib | b) Khong chap hanh quyét dinh cua co quan nha nudce c6 tham | 3.000.000 dong | Twéc @uyén st dung
quyén trong trudng hop c6 dich bénh nguy hiém, thién tai, tham | dén  5.000.000 | CCHN L, va
hoa dong GCNDfﬁ(KDD trong thoi

han tir %6 thang dén 09
thing =

lc | Chua hoan thanh chwong trinh dao tao, cap nhat kién thirc | 3.000.000 dong =
chuyén mén vé duoc trong thoti han 03 nam, ké tir ngay duoc | dén  5.000.000 .
cap chtng chi hanh nghé dugc hodc ké tir ngay co gidy xac dong
nhan hoan thanh chuong trinh dao tao, cp nhat kién thuc
chuyén mén vé dugc gan nhat

1d | Thay thé thudc da ké trong don thudc bang mot thude khac c6 | 3.000.000 dong
cung hoat chit, cach dung, liéu luong khi chua c6 sy dong ¥ | dén  5.000.000
clia ngudi mua dong

2a | Gia mao mot trong cac gidy to trong ho so dé nghi cap chung | 5.000.000 dong
chi hanh nghé duoc dén  10.000.000

dong

2b | Hanh nghé duoc ma khong c6 chimg chi hanh nghé dugc hodc | 5.000.000 dong
trong thoi gian bi tude quyén st dung ching chi hanh nghé | &én  10.000.000
duoc tai vi tri cong viéc phai cd chung chi hanh nghé duoc theo déng
quy dinh cua phap luat

2¢ | Chiu trach nhiém chuyén mon tir hai co s& kinh doanh dugc tro | 5.000.000 dong | Tude quyén sir dung ching
1én hodc tai hai dia diém kinh doanh dugc trg 1én dén  10.000.000 | chi hanh nghé dugc trong

dong thoi han tir 01 thang dén 03
2d | Hanh nghé duoc khéng dung pham vi hoat dong chuyén moén | 5.000.000 dong | thang
ghi trong chimg chi hanh nghé duoc va quy dinh chuyén mén | dén  10.000.000

79




=
=
i
2
ky thudt ’ ‘ dong ‘ ﬁ
2d.,e | Co so dao tao, cap nhat kién thirc chuyén moén vé dugc khong | 5.000.000 dong i
dap ung diéu kién quy dinh cta phép luat; Co sé to chuc thi xét dén 10.000.000 g
cap chung chi hanh nghé duoc khong dép tmg diéu kién quy | dong I
dinh cua phap luat o
2g | Cho thu€, cho muon hodc cho nguoi khac su dung ching chi | 5.000.000 dong i;,}
hanh nghé dugc dé hanh nghé dugc dén  10.000.000 =]
dong 4]
3 | Hanh vi thué, muon chimg chi hanh nghé dugc dé hanh nghé | 10.000.000 dong %
dugc. den  20.000.000 &
dong :
Vi pham quy dinh vé co' s& kinh doanh dwoc va diéu kién kinh doanh dwoc (Piéu 53, Muc 3.8\D 117/2020/ND-
CP) -
la | Co so to chirc ban 1¢é thudc luu dong khong dap tmg diéu kién | 1.000.000 dong | Pinh dhi hoat dong kinh

theo quy dinh cua phap luat.

dén  3.000.000

dong

doanh ‘6 lién quan dén
hanh vi'{i pham trong thoi
han tir.0l thang dén 03
thang

1b | Co so to chuc ban I¢ thudc luu dong khong thong bao bang van | 1.000.000 doéng
ban dén So' Y té tai dja phuong noi du kién c6 hoat dong ban 1¢ | dén  3.000.000
thudc luu dong trude khi to chirc ban 1¢ thude luu dong. dong

2 Hanh vi khong c6 bién phap cach ly hodc dé ¢ khu vyc biét trit | 15.000.000 dong

cac thudc, nguyén lidu 1am thudc sau day, trir truong hop quy
dinh tai diém d khoan 4 Piéu 59 Nghi dinh 54/2018/ND-CP:
Khong dat tiéu chudn chat luong; Pa co thong bao thu hoi cua
co quan nha nudc ¢ thim quyén; Pa hét han dung; Khong rd
nguén géc Xuét xu

dén  20.000.000
dong

Vi pham quy dinh vé glay chu’ng nhan dua diéu klen kinh doanh dur

yc (Dicu 54, Muc 3, ND 117/2020/ND-CP)

la | Lam gia, stra chira ho so, glay to, tai liu, gidy chtng nhan caa | 20.000.000 dong
cO quan, to churc ¢6 tham quyén va t6 chirc, ca nhan trong ho so | dén  30.000.000
dé nghj cip gidy ching nhan du diéu kién kinh doanh dugc; dong

1b | Thué, muon, cho thué, cho muon hodc cho ca nhan, to chire | 20.000.000 déng

Tudc quyén sir dung gidy
chtmg nhan du diéu kién
kinh doanh dugc trong thoi
han 24 thang

80




khac str dung gidy ching nhan du diéu kién kinh doanh duoc dé
kinh doanh duoc.

dén  30.000.000
dong

Vi pham quy dinh vé quyén va trach nhiém ciia co sé kinh doanh dwoc (Piéu 55, Mu

C

wyw. ThuVienPhs

3, ND 1£7/2020/ND-CP)

la | Khong bdo cdo BO Y té hodc So Y té, khong thuc hién cac | 1.000.000 dong | Pinh chi hoat dong kinh
nghia vy theo quy dinh cua phap luét trong truong hop tam dén 3.000.000 | doanh @6 lién quan dén
durng hoat dong tur 06 thang trd 1€n hoac cham dut hoat dong; dong hanh vig#i pham trong thot
han tr )l thang dén 03
thang 2
Ib | Khong thong bao, khong cép nhat danh sach ngudi co chimg | 1.000.000 dong g!
chi hanh nghé dugc dang hanh nghé tai co s&é dén co quan nha | dén  3.000.000 =
nudc cd tham quyén theo quy dinh cta phéap luit; dong :
Ic | Khong thyc hién ché do béao cao dinh ky, bdo cao dot xuét hodc | Phat tién 1,5 lan o
béo cao theo yéu cau cua co quan nha nudc co thim quyén vé | ddi voi vi pham ::'
duoc theo quy dinh cua phép luat; lién quan dén
thube, duge chat
thuoc danh muc
cim st dung
trong 1 s& nganh,
linh vuc, thube
phéi hop c6 chira
dugc chét
GN/HT/TC/thude
phong xa
Phat tién bang 02
1an v6i hanh vi vi
pham lién quan
thuéc GN/HT/TC
1d | Khong niém yét gia ban budn, ban 1¢ bang dong Viét Nam hodc | 1.000.000 dong
niém yét khong day du, khong ding quy dinh, khong rd rang | &én  3.000.000
gdy nham 1an cho khach hang tai noi giao dich hodc noi ban | dong
thudc ctia co so kinh doanh duoc.
2a | Khong niém yét cong khai chtmg chi hanh nghé duoc dbi véi| 5.000.000 dong
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truong hop phai c6 chtng chi hanh nghé dugc hoic gidy ching

dén  10.000.000

nhan du diéu kién kinh doanh dugc tai co s¢ dong
2b | Khong boi thudng thiét hai cho t6 chirc, ca nhan bi thiét hai do | tir 5.000.000
16i caa co so ban 1é thude, duge liéu theo quy dinh ctua phap déng dén
luat. 10.000.000 dong
3 | Hanh vi khong boi thuong thiét hai cho to chtic, ci nhan bi thiét | tr ~ 10.000.000
hai do 13i ctia co so theo quy dinh ctia phap luét, trir trudng hop | dong dén
quy dinh & muc 2b 20.000.000 dong

Vi pham quy dinh vé ban 1é thudc, dwoc liéu Piéu 59, Muc 3, NP 1

17/2020/ND-CP)

la

Ban dugc liéu dd qua so ché khong bao dam tiéu chuan chét
luong theo quy dinh cua co quan c6 tham quyén;

1.000.000 dong
dén 3 000.000
dong

1b

Nguoi tryc tiép tham gia ban 1¢ thude khéng cé bang cap
chuyén mon theo quy dinh cua phép luat;

1.000.000  dong
dén 3 000.000
dong

* Tek +84-28-3930 3279 * www.ThuVienPh:

lc

Khong mo s0 hoic khong su dung may tinh de quan ly nhép,
xudt, ton trit, theo ddi s 16, han dung, ngudn gdc cua thudc va
thong tin lién quan khéc theo quy dinh cua phap luat;

Phat tién 1,5 lan
d6i v6i vi pham
lién quan dén
thude, duoc chat
thuoc danh muc
cim st dung
trong 1 s6 nganh,
linh vuc, thubc
phéi hop ¢6 chira
duoc chét
GN/HT/TC/thude
phong xa

Phat tién bang 02
1an v6i hanh vi vi
pham lién quan
thudc GN/HT/TC

1d

Mua, ban thudc vi pham chat lugng & muc do 3 theo quy dinh

1.000.000 dong
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cua phap luat;

dén 3 000.000
dong

=
=
i
=
o=
=
1¢ | Khong ghi rd tén thude, ham luong, han dung cho nguoi sur | 1.000.000 dong E
dung trong truong hop ban I¢ thudc khong dyng trong bao bi dén 3 000.000 I
ngoai cua thude; truong hop khong co don thudc di kém, khong | dong o
ghi thém liéu ding, s6 lan dung va cach dung; 5
le | Khong luu gitr chu:ng tu, tai liéu cd lién quan dén 16 thudc, Pl}at tien 1,5 lan =]
nguyén liéu lam thudc trong thoi gian phai luu gitt theo quy | doi v61 vi pham %
dinh cua phap luat; lién, quan dép 2
thuoc, dugc chat -+
thuoc danh muc ¥
cAm  sur dung t
trong 1 sd nganh, :'
linh vuc, thudc
phéi hop ¢6 chira
dugc chat
GN/HT/TC/thude
phong xa
Phat tién bang 02
1an vé6i hanh vi vi
pham lién quan
thudc GN/HT/TC
lg | Khdng hop tac hodc can trd co quan kiém tra chat luong lay | 1.000.000 dong
mau thudc hodc nguyén ligu lam thudc dé kiém tra chat luong. | dén 3 000.000
dong
2a | Thay d6i vi tri co s¢ ban 1é thudc tai cing dia diém kinh doanh | 3.000.000 dong | Pinh clhishoat dong cua co
hodc mé rong co so ban I¢ thudc hodc sira chira, thay d6ilén vé | dén  5.000.000 | s& trong thoi han tir 01
ciu trac co so ban 1¢ thudc ma co s& ban 1é thude khong bao | dong thang dén 03 thang

cao Veq su thay d6i kém theo tai liéu k¥ thuit twong tmg véi su
thay d6i theo quy dinh cta phap luat;

Phat tién 1,5 lan
d6i v6i vi pham
lién quan dén
thude, duoc chat
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thuoc danh muc
cim st dung
trong 1 s& nganh,
linh vue, thube
phéi hop ¢6 chira
dugc chét
GN/HT/TC/thude
phong xa

Phat tién bang 02
1an v6i hanh vi vi
pham lién quan
thuoec GN/HT/TC

2b

Khong c6 khu vuc riéng cho cac san pham khong phai 1a thudce
hozic khong c6 bién hiéu tai khu vuc riéng ghi rd "san pham nay
khong phai 13 thudc" dbi voi truong hop co kinh doanh thém
my pham, thuc pham chirc ning, trang thiét bi y té theo quy
dinh cua phép luat;

3.000.000 dong
dén  5.000.000
dong

* Tek +84-28-3930 3279 * www.ThuVienPh:

2¢ | Mua, ban thudc vi pham chét lugng & mirc do 2 theo quy dinh | 3.000.000 dong
ctia phép lut. dén  5.000.000

dong
3a | Khong thu hoi thude, dugc lidu theo yéu cau cua co quan cd | 5.000.000 dong
tham quyén; dén  10.000.000

dong
3b | Khong c6 phong riéng dé pha ché hoic khong c6 not rira dung | 5.000.000 dong
cu pha ché ddi véi co so ban 1¢é thude c¢6 t6 chiic pha ché theo | dén  10.000.000

don; dong
3¢ | Khong c6 kho bao quan d6i véi co so ban 1é thude c6 dang ky | 5.000.000 dong
kho bao quan hodc bao quan khéng ding diéu kién ghi trén | dén  10.000.000

nhin hodc khong tuan thu cac quy dinh vé thuc hanh tét co sé | ddng

ban 1¢é thudc;

3d

Luu trir, béu} 1é thudc khong th}l(f)c pham vi kinh doanh du:gc
ghi trong gidy chiing nhan du di€u kién kinh doanh dugc; thude

Phat tién 1,5 lan
doi vl vi pham

Pinh chi hoat dong cua co
sO trong thoi han tu 06

84




st dung cho chuong trinh muc tiéu quéc gia; thudc vién tro va
thudc khac khong dugc ban theo quy dinh cta phap luét;

liéen quan dén
thudc, duoc chat
thuoc danh muc

cim st dung
trong 1 s6 nganh,
linh wvuc, thudc

phéi hop ¢6 chira
dugc chét
GN/HT/TC/thudc
phong xa

Phat tién bang 02
lan v&i hanh vi vi
pham lién quan

thang d¢ 09 thang

% Telk +84-28-3930 3279 * www. il VienPhs

thudc GN/HT/TC
3¢ | Ban viac xin hoic ban thuc ké don khi khong c6 don thudc; 5.000.000 dong | Pinh chithoat dong cua co
dén  10.000.000 | s& trortg thoi han tir 06
dong thang d&i 09 thang
3e | Khong thuc hién bao céo viéc duy tri dap Gmg thyuc hanh t6t co | 5.000.000 dong
sO ban 16 thude theo quy dinh cua phap luat; dén  10.000.000
dong
3g | Khong c6 thiét bi, khong trlen khai img dung cong ngh¢ thong | 5.000.000 dong | Tudc dquyén st dung gidy
tin, khong thuc hién ket nbi mang, khong bao dam kiém soat | dén  10.000.000 | chimg fhin du diéu kién
Xudt x1r, gia ca, ngudn gdc thubc mua vao, ban ra theo quy dinh | dong kinh doainh dugc trong thoi
cua phap luat, trir co s¢ ban 1€ duoc liéu; han tin-01 thang dén 02
thang dé1 v6i hanh vi quy
dinh tai-cac diém g va h
khoan 3 Diéu nay trong
truong hop tai pham
3h | Khong chuyén thong tin vé viéc mua ban thudc, chat luong | 5.000.000 doéng | Tudc quyén st dung gidy

thudc gitra nha cung cp voi khach hang; khong chuyén thong
tin cho co quan quan 1y lién quan khi duogc yéu cau theo quy
dinh cua phap luat, trir co s ban 1é dugc liéu;

dén  10.000.000

dong

ching nhan da diéu kién
kinh doanh duoc trong thot
han tor 01 thing dén 02
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thang d&1 voi hanh vi quy
dinh tai£cac diém g va h
khoan Ef)iéu nay trong
truong hop tai pham

31 | Chi duy tri dap ung nguyén tac, tiéu chuan thuc hanh tét co so 5.000.000 dong | Pinh chavhoat dong cua co
ban 1¢é thudc & muac do 3. dén 10.000.000 | s¢ trong tho1 han tor 06
dong thang dép 09 thang
4a | Mua, ban thudc thir 1am sang 10.000.000 dong %
den  20.000.000 09
) o
dong .
4c | Mua, ban thudc héa dugc pha ché theo don ctia nha thudc khéc; | 10.000.000 dong | Tudc qugen su dung chimg
dén  20.000.000 | chi hanf nghé dugc, gidy
dong ching lihan du diéu kién
kinh doanh dugc trong thoi
han t“01 thang dén 03
thang
4d | Mua, ban thudc thudc danh muc thudc han ché ban 1¢ khi chua | 10.000.000 dong | Tudc quyén st dung chimg
dugc phép theo quy dinh cua phép luat; dén  20.000.000 | chi haulv nghé dugc, gidy
dong ching mhan du diéu kién
kinh ddanh dugc trong thoi
han tr#01 thang dén 03
thang
4@ | Khong cé bién phap cach ly hodc dé ¢ khu vuc biét trir d6i véi | 10.000.000 dong
thude, duoc lidu thudc mot trong cac truong hop: khong dat ti€u dén  20.000.000
chuan chat luong; da co thong bao thu hoéi cua co quan nha dong
nuoc co tham quyén; dd hét han dung; khong rd ngudn gbc,
Xuét XU;
4e | Mua ban thudc vi pham chat lugng & mirc do 1 theo quy dinh | 10.000.000 déng
ctia phép luit. dén  20.000.000
dong
5a | Hanh vi mua, ban thudc, dugc liéu ma khong c6 gidy chimg | 20.000.000 dong

nhan du diéu kién kinh doanh duoc;

dén  30.000.000
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5b

hanh vi mua, ban thudc, dugc liéu Khong dang véi dia diém ghi
trén gidy chimg nhan du diu kién kinh doanh duoc da duoc
cap;

20.000.000 dong
dén 30.000.000
dong

Tudc qugen st dung chiing
chi hanlg nghé dugc trong
thoi hanstir 03 thang dén 06
thang o

=

5¢

hanh vi mua, ban thudc, duoc liéu Trong th(‘yi‘ gian bi dinh chi
hoat dong hodc trong thoi gian bi tudc quyén st dung gidy
ching nhan du diéu kién kinh doanh dugc.

20.000.000 dong
dén  30.000.000
dong

Dinh clﬁ‘} hoat dong cua co
sé trong thoi han tu 06
thang d@ 09 thang

hanh vi mua, ban thudc, duogc lidu di co thong bao thu hoi cua
co quan nha nudc co tham quyén; da hét han dung; khong cé
gidy phép nhap khau hoic khong co glay dang ky luu hanh, tru
truong hop thube, nguyén liéu lam thudc khong phai dang ky
trudc khi luu hanh, theo mdt trong cdc murc theo gia tri hang
héa (tir 1.000.000 déng dén 50.000.000 dong)

20.000.000 dong
dén  30.000.000
dong

Tu6c quyen sir dung ching
chi hank nghé dugc trong
thoi hantir 03 thang d¢én 06

thang E
[

Vi pham quy dinh vé bao bi, nhan thuoc, nguyén li¢u 1am thudc (Piéu 64, Muc 3, NP 117/2020/ND-CP)

co s6 kinh doanh dugc tay x0a, sura chira lam thay doi thong tin
vé ngly san Xuat s0 16 san xuat thudc, nguyén liéu lam thude

10.000.000 dong
dén  20.000.000

ghi trén nhan gdc; dong
3a | Thay doi, stra chira han ding cua thudc ghi trén nhén; 20.000.000 dong
dén  30.000.000
dong
3b | Vatliu bao bi hodc dang dong goi khong dap mg yéu cau bao | 20.000.000 dong | Pinh c¢hi hoat dong kinh
dam chat luong thudc, nguyén liéu lam thudc; dén  30.000.000 | doanh 'e6 lién quan dén
dong hanh vi=vi pham trong thoi

han tr 0l thang dén 03
thang

Vi pham quy dinh vé thudc phai kiém soat dic biét (Piéu 65, Muc 3, ND 117/2020/ND-CP)

1b

Van chuyén, giao, nhan thudc phai kiém soat dic biét khong
ding quy dinh cua phap luat;

5.000.000 dong
d?ll 10.000.000
dong
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lc | Huy thudc phai kiém soat dic biét khéng dung quy dinh cua | 5.000.000 dong
phap luat. dén  10.000.000
dong
1d | Khong co du dicu kién vé nhan sy, co sd vat chat dé bao dam | 5.000.000 dong | Pinh chi hoat dong kinh
khong that thoat thudc phai kiém soat dic biét theo quy dinh dén 10.000.000 | doanh g_o lién quan dén
cua phap luat; dong hanh vig¥i pham trong thoi

han tu
thang

| thang dén 03

Vi pham quy dinh vé thong tin thudc (Dleu 67, Muc 3, ND 117/2020/ND-CP)

asqsgsg

S5a

Thong tin, quang cdo, tlep thi, tu van, ghi nhan, huéng dan sir
dung thyc pham, my pham va céc san pham khac khong phai la
thudc co tac dung dé phong bénh, chita bénh, chan doan, diéu
tri, giam nhe bénh, diéu chinh chic ning sinh 1y co thé ngudi
khién nguoi tiéu dung hiéu nham cac san pham d6 1a thubc, trir
trang thiét b y té;

30.000.000 dong
dg:n 40.000.000
dong

Dinh ché hoat dong cua co
SO trong thoi han to 03
thang d&h 06 thang trong
truomg fOp vi pham tir 03
lan/nani=ird 1én;

88




CHUONG 5. HUONG DAN QUY TRINH THAO TAC CHUAN (SOP) AP
DUNG TAI CO SO BAN LE THUOC

5.1. Nguyén tic xay dwng quy trinh thao tic chuin

Quy trinh thao tac chuén (Standard _Operating Procedures- SOP) ap dung tai co
s& ban 1¢ thude 1a tai liéu hudéng dan chi tiét bang van ban cac budc cu thé dé
thue hién mot cong viée. Quy trinh thao tic chuan dugc xay dung trén co s cic
quy dinh hi€n hanh, tir d6 thuc hi¢n cong viéc chinh xac, nhat quan nham dat
duoc yéu cau da xac dinh trude va ddm bao chat lugng cong viéce tai co s& ban 1¢
thudc.

SOP c6 cac noi dung:

- Muc dich: Quy dinh céch thic thuc hi¢n cac thao tac chuan trong cac
hoat dong tai co so ban 1é thuoc.

- Pham vi ap dung: cho mét hoat dong cu thé.

- P6i tugng thuc hién: d6i tugng thyuc hién cu thé

- N6i dung: cac budce tién hanh cu thé.

- Tai liéu dinh keém.

- Hinh thuc luu trit.

Mot sb yéu cau co ban:

- Trang 1: Phan mé dau: ghi tén co s& ban 1é; tén quy trinh; s trang; sb va
ngay ban hanh; tén bd phan; ho t€n nguoi soan thao/nguoi kiém tra/ngudi phé
chuan.

- Trang 2 tr¢ di la ndi dung chinh cta quy trinh.

- Yéu cau viét van ménh 1énh cach, ngén gon, dé hiéu.

- Céc quy trinh cua co s& ban 1¢ thuoc phai dugce kiém tra va phé chuan
boi nguoi quan 1y chuyén moén veé dugc cia co sd.

- Ban gdc cua quy trinh phai duoc luu trir trong tai liéu. Mot sb ban sao
cua moi quy trinh dugc gui cho bo phan co6 li€én quan va n€u can thiét phai dat
mot ban sao tai noi thuan tién cho nhan vién tham khao. Sau khi ban hanh mot
quy trinh m&i phai thu hoéi quy trinh cti tuong Ung dé luu trir trong mot thoi gian
tuy theo co so quy dinh.

- M6i quy trinh phai duoc sira d6i, bd sung cho cép nhit theo dinh ky. Néu
khong can thay d6i thi nguoi phu trach chuyén mén phai ghi khong can thay doi
1én ban gbc 101 ky tén va ghi ngdy thang. Khi co stra d6i bo sung phai in lai toan
bd quy trinh dé ban hanh.

5.2. Huéng din ndi dung mot sé quy trinh thao tic chuin ap dung tai co' s¢
ban 1é thuoc
Tai liéu tham chiéu (a4p dung khi xdy dung quy trinh thao tic chuin tai
co s& ban 1é thuoc)
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- Luét Duoc 105/2016/QH13

- ND 54/2017/ND-CP ngay 08/05/2017 cia CP quy dinh chi tiét mot sé diéu
&bién phép thi hanh luat Dugc.

- ND 155/2018/ND-CP ngay 12/11/2018 cua CP sira doi, bo sung mot s6 quy
dinh lién quan dén dicu kién dau tu kinh doanh thu¢c pham vi quan Iy nha nude
cuaBO Y té.

- TT 02/2018/TT-BYT ngay 22/01/2018 ciia BYT quy dinh vé Thyc hanh tot co
s& ban 1€ thuodc.

- TT 12/2020 /TT-BYT ngay 22/6/2020 quy dinh stra d6i, bd sung mét sd diéu
cia TT 02/2018/TT-BYT

-TT 06/2017/TT-BYT ngéy 03/05/2017 ctia BYT ban hanh danh muc thudc doc
va nguyén liéu doc lam thudec.

- TT 20/2017/TT-BYT ngay 10/05/2017 ctia BYT quy dinh v& thudc va nguyén
liéu 1am thudc phai kiém soat dac biét.

- TT 07/2017/TT_BYT ngay 03/05/2017 ctia BYT quy dinh vé danh muc thudc
khong ké don

- TT 19/2018/TT-BYT ngay 30/8/2018, Ban hanh Danh muc thudc thiét yéu

- TT 01/2018/TT—BYT ngay 18/0 1~/201 8 cua BYT quy dinh ghi nhan thudc,
nguyén li¢u lam thuoc va to hudng dan st dung thuoc.

- TT 11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén li¢u lam thude. TT
03/2020/TT-BYT stra d6i Thong tur 11/2018/TT-BYT

- TT 13/2018/TT-BYT quy dinh vé& chat lwong dugc liéu va thudc y hoc co
truyén.

- TT 52/2017/TT-BYT ngay 29/12/2017 cua BYT quy dinh vé& don thudc va viée
ké don thuoc hoa dugc, sinh pham trong di€u tri ngoai tru.

- TT 18/2018/TT-BYT ngay 22/8/2018 quy dinh v& sira doi, bo sung mot s6 diéu
cia TT 52/2017/TT-BYT ngay 29/12/2017 quy dinh vé ké don thudc héa dugc,
sinh pham trong di€u tri ngoai tra

- TT 44/2017/TT-BYT ngay 22/8/2018 quy dinh vé ké don thubc cod truyen
thudc duoge lidu va ké don két hop thude ¢b truyén, thude duoc lidu véi thube
hoéa duoc.

- TT 43/2014/TT-BYT ngay 24/11/2014 cta BYT quy dinh vé quan 1y thuc
pham chtrc nang

- TT 06/2011/TT-BYT ngay 25/01/2011 ctia BYT quy dinh quan 1y m§ phim

- TT 19/2012/TT_BYT ngay 09/11/2012 cua BYT quy dinh viéc cong bd hop
quy va cong bo phu hop quy dinh an toan thyc pham.
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- Quyét dinh s6 122/QD-BYT ngay 11/01/2021 vé viéc ban hanh Huéng dén
Qudc Gia vé Canh giac dugc
A. Quy trinh mua thudc va kiém soat chét lwgng thude
1. Muc dich, yéu cau.

Hudng din mua thude va kiém soét chét luong thudc dam bao chat lugng, dung
quy dinh cta phap luat hién hanh, dap tng kip thoi, dang du theo nhu cau va dap
{mg nhu cau kinh doanh ctia co so ban 1¢ thudc.

2. Pham vi ap dung

Tat ca cac loai thude hoa duogc, thuoc dugc li¢u, thude ¢b truyén, sinh pham
nhdp vao co so ban 1¢ thudc.

Ngoai ra, cic san pham khong phai 1a thudc: thyc pham chtc ning, my
pham, dung cu y t€ nhap vao co sé ban 1é thudc.

3. P6i twong thuc hién.
- Ngudi phu trach chuyén méon vé dugc ciia co sé ban 1é thude.

- Nhan vién lam viéc tai co so ban 1é thuoc.

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi

4. Noi dung quy trinh.

4.1. So' dd tién trinh.
Nguwoi thye hién | Trinh tu thye hién Mo ta
Nguoi PTCM Lap du tru mua thudc 4.2.1
Nhan vién
Nguoi PTCM Giao dich mua thuoc 422
Nhan vién
Nguoi PTCM Kiém nhép thude 423
Nhan vién
Nguoi PTCM Niém yét gia thuoc 424
Nhan vién
Nguoi PTCM Sap x€p, trung bay dung khu vuc 4.2.5
Nhan vién
Nguoi PTCM Luu thong tin (Nhép vao may tinh | 4.2.6
Nhan vién hodc ghi chép s6 sach)

4.2. Mo ta quy trinh
4.2.1. Lap du trit mua thudc

Co s0 ban le thuoc can xdy dyng muc ton t6i thiéu cua tung mat hang, khi hang
xudt ban dén murc ton t6i thiéu, phan mém mady tinh s& hién thi yéu cau dit hang.

K& hoach mua thudc bao gom: ké hoach dinh ky va ké hoach dot xut.
Khi 1ap ké hoach mua thudc phai can cir vao: Luong hang ton tai co so ban 1é
thudc, kha nang tai chinh co s¢ ban 1¢ thudc, co cau bénh tat, nhu cau thi truong
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trong ky kinh doanh, danh muc thudc thiét yéu, thudc dugc phép luu hanh, pham
vi co s& ban 1¢ thuoc dugc phép kinh doanh.

4.2.2. Giao dich mua thudc
Lwa chon nha cung vwng:

Pé Iira chon nha cung Umng, co s6 ban I¢ co thé xay du’ng tieu chi danh gia, xep
loai va lua chon cu thé. Vi du xdy dung ban danh gia, lya chon nha cung cép
(néu can thiét).

Mua thuéc‘ tr cac nha cung umg c6 day du tu cach phap nhdn, c6 Gidy ching
nhan du diéu kién kinh doanh duoc.

Ut tién lya chon cac nha cung ung:

+ C6 uy tin trén thi trudng. Chinh sich gia ca, chinh sach phan phdi, phuong
thirc thanh toan phu hop.

+ Chét lwong dich vu: Pap tmg duoc yéu ciu bao quan hang hoa; C6 du cac diéu
kién bao quan trong qua trinh van chuyén; Thai do dich vu tot (dap tng don
hang nhanh, dich vu cham séc¢ khach hang chu do).

Lap “Danh muc cac nha cung trng” va hf) so theo doi cac nha cung Ung: Danh
muyc cac mat hang cung tmg, thong tin vé pham vi kinh doanh dugc cia cac nha
cung umg (Gidy chimg nhan du dleu kién kinh doanh dugc), dién thoai, dia chi,
ngudi lién hé (nén str dung phan mém dé quan 1y)

Céac thong tin ve san pham do nha cung cap gioi thiéu can dugc tim hiéu:

+ Thong tin vé gidy dang ky luu hanh thudc, hoat chat, nong do, dang bao ché,
liéu dung, chi dinh, chong chi dinh, luu ¥ khi st dung.

+ Nhom tac dung duogc ly;

+ Tiéu chuén chat lugng thude;

+ Quy cach dong goi; Han dung; Piéu kién bao quan

+ Co s6 san xuat; Co s phan phdi

+ Gia thube

+ Cac chuong trinh ban hang cta nha cung ung

+ Nha cung Umg phai cung cép gidy du diéu kién kinh doanh duoc.

+ Thudc phai duoc phép luu hanh trén thi truong, co s6 dang ky hodc co s6 gidy
phép nhap khau.

+ C6 chét luong dam bao: Pi qua kiém nghiém, c6 cong bd tiéu chuin chat
luong,...

Ldp don dat hang va mua hang

Lap don dat hang: Tén’ san phém, ham luong, dang dong goi, ) luong, don gia,
quy cach, nha phan phoi va cac ghi chu dac biét.

Gui don hang truc tiép hodc dién thoai hoac dat hang qua trinh dugc vién cua
cac cong ty hodc email, fax.
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4.2.3. Kiém nhap thuoc

Nguoi phu trach chuyén mén vé dugc chiu trach nhiém kiém tra chat luong
thudc khi nhap hang.

a) Kiém tra tinh hop phdp, nguon géc xudt xir, bao bi ciia thudc
- Kiém tra hoa don, chtng tir day da hop phap.
- Kiém tra bao bi: Nguyén ven, sach s¢€
- Kiém tra su thong nhét giira bao bi ngoai va bao bi truc tiép

- Kiémv tra thudc c6 duge phép luu hanh: C6 sb ding ky hodc ¢ sb gidy
phép nhap khau

- Kiém tra s6 16 san xuét, han dung.Yéu cau con han ding hodc theo quy
dinh ctia Hop dong (néu co)

- Kiém tra diéu kién bao quan ghi trén nhan.
- Kiém tra chung loai, tén thudc, néng do/ham lugng, $6 luong theo don
dat hang phai chinh xac trén hoa don va trén thyuc té. Néu sai léch, dé nghi
chinh stra lai hoéa don (tam nhan hang, chua nhap) hoac khong nhan don
hang nay.
b) Kiém tra chdt lwong thuoc bang cam quan
Mot s6 luu ¥ khi kiém tra chat luong thude bang cam quan nhu sau:

- Vién nén: Kiém tra mau sic, kiém tra do 4m cua vién trong 19 hay vi
bang cach lac nhe va nghe tiéng kéu, ki€ém tra do toan ven ctia vi bang mat
thuong.

- Vién nang: Kiém tra tinh toan ven cua vién, ctua vi (vi khong bi hé, bi
rach, khong c6 bot thudc trong khoang trong chira vién).

- Vién bao: Bé mit nhén, khong nut, khong bong mat, bdo quan trong lo
hoac vi kin, lac khong dinh. Poi véi vién bao dudong khong dugc chay nudc.

- Béi vé6i thude cdm : Kiém tra dd 4m bang cach lic nhe

- Béi véi dang thude dan, thude trimg: Khong chay nudc, bao bi truc tiép
nguyén ven.

- Bdi véi thude dang xi-rd : Thube phai trong, khong bién chét trong qua
trinh bao quan, khong lang cdn 1én men, khong c6 duong két tinh lai.

- Pbi véi thube dong dng: Mau sic dong déu, cac thong tin in trén dng
phai rd nét, day du.

Néu hang khéng dat yéu cau: Phdi dé & “khu viee hang cho xik Iy 7. Lién hé voi
nha cung ung dé tra hodc doi lai.

Néu thuéc dat chat lwong, héa don chirng tir phit hop thi tién hanh nhdn hang,
nhdp thong tin mua hang vao mady tinh (phan mém quan ly dit liéu dwoc quoc
gia) hodc ghi s6 nhdp thuoc.
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4.2.4. Niém yét gia thudc

Niém yet gia ban ¢ timg loai thudc, day du timg mat hang, theo don vi dong goi
nho nhét tryc tiép trén bao bi thudc.

Viéc niém yet gia ban 1¢ thube c6 thé duge thue hién béng hinh thirc in, ghi hodc
dan gia ban 1¢ trén bao bi cua thudc hodc bao bi ngoai cua thudc; thuan tién cho
viéc quan sat, nhan biét ctia khach hang, co quan nha nudc c6 thim quyén,
khong che khuat noi dung bat budc ctia nhan thude

Dong tién niém yét gia la dong Viét Nam (b bao gém cac loai thué, phi va 1&
phi (néu co) ctia thude. Gia niém yét phai rd rang, day du s tién.

Poi V01’ co s& ban 1¢ thuqc trong lghuon vién co s& kham b¢nh,’ch1~1a bénh gia
niém yét theo quy dinh v€ thang s6 ban 1¢ cua co s¢ ban l¢ thude trong khudn
vién co s& kham bénh, chira bénh tai diéu 136 nghi dinh 54/2017/ND-CP.

4.2.5.Sap xép, trung bay ding khu vuc:
Theo Quy trinh bao quan va theo ddi chat lwong thudc

4.2.6.Ghi chép so siach hodc nhap vao may tinh (phan mém két noi co sé dir
liéu dwgee quoc gia)

- Ghi “S6 nhap thudc”: ghi du cic thong tin trong sb
- Nhaép vao phan mén quan Iy dir liéu dugc quc gia ddy du thong tin.
4.3. Biéu miu ap dung
Danh muc theo doi nha cung ung
S6 nhap thude
4.4. Hinh thire luu trir:
SOP nay duoc luu trong tip hd so “SOP” cta co s& ban 1é thudc..

Luu trit ho so s6 sach/thong tin luu trit trén mdy tinh (phan mém két néi co s
dir liéu dugc quéc gia) it nhat 01 nam ké tir khi thude hét han dung. Riéng d6i
véi thude phai kiém soat dic biét luu trit hd so, sO sach it nhat 02 nam ké tr khi
thudc hét han dung.
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TEN CO SO

DANH MUC CAC NHA CUNG UNG

Stt | Tén nha | Dia Gidy ching | Danh muc | Ngwoi lién | N§i  dung
cung ung | chi nhin da diéu | thudc cung | hé/s6 dién | danh  gia
kién kinh | ing thoai, nha cung
doanh dwgc email cap
TEN CO SO
SO NHAP THUOC
Ngay |[Tén |[S6 |S6 |Nha |[Co [S6 |Pieu |Quy |S6 |Po |Po
/than | thudc, | ding |16, |sin |sé hoéa | kién cach |lwgn |n vi|n
g/mi | ndng |ky/G | han | xuat/ | cung | don/ | bao dong | g tinh | gia
m do/ha | PNK |dun | Nhip | cap |chién | quan | géi
m g khau g twr
lwgng

Nguoi phu trach chuyén moén vé dugce cua co s¢
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B. Quy trinh ban thudc, théng tin, tw van huwéng din sir dung thudc phai ké
don

1. Muc dich yéu cau

Dam béo ban thudc va huéng dan sir dung thude phai ké don hop 1y, an toan va
ding quy ché chuyén mon.

2. Pham vi ap dung
Cac thubc phai ké don
3. Poi twong thyc hién
- Ngudi phu trach chuyén mon cua co so ban 16 thude.

- Nhan vién lam vi¢c tai co s& ban 1¢ thuoc. Riéng doi voi quay thude, nhan vién
c6 bang chuyén mon dugc tir trung cap nganh dugce tro 1én.

4. Noi dung quy trinh:
4.1. So' @9 tién trinh:

Poi twong So do M5 ta
Nguoi PTCM Tiép nhéan va kiém tra don thudc 4.2.1
Nhan vién

Nguoi PTCM Khai thac thong tin va tu van 422
Nhan vién

Nguoi PTCM Nhap dir liéu vao may tinh hoac luu | 4.2.3
Nhan vién thong tin vé don thudc

Ngudi PTCM Lay thudc 4.2.4
Nhan vién

Ngudi PTCM Giao thudc va hudng dan sir dung 425
Nhan vién

Nguoi PTCM Luu cac thong tin 4.2.6
Nhan vién

4.2. M6 ta quy trinh
4.2.1. Tiép nhin va kiém tra don thudc
a) Kiém tra tinh hop 1¢ ctia don thudc:

+ Pon thudc hodc S6 kham bénh ding theo miu quy dinh, ghi du, rd rang cac
muc in trong don hodc trong S6 kham bénh.

+ C¢6 du tén, chit ky ctia nguodi ké don, dia chi, diu cua co sé kham, chita bénh
(vi du phong kham/ bénh vién)

+ Thoi pan: Pon thudc c6 gi’é tri mua, linh thudc trong thoi han toi da 05
ngay, ké tir ngay ké don thude (Theo qui dinh tai Khoan 1 Diéu 11 Thong
tu s0 52/2017/TT-BYT)

+ Kiém tra tén, tudi, dia chi bénh nhan va chan doan bénh.

+ Kiém tra ghi tén thudc theo quy dinh:
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Thudc c6 mot hoat chéat ghi theo tén chung quéc t& hodc theo tén
chung quoc té + (tén thuong mai)

Thudc c6 nhiéu hoat chit hodc sinh pham y té thi ghi theo tén thuong
mai

Ghi tén thudc, néng do/ham luong, sb luong/thé tich, liéu dung, duong dung,
thot1 diém dung cua moi loai thude. Néu don thudc cd thude doc phai ghi thudc
doc trudce khi ghi cac thuodc khac.

+ Chi thuc hién budrc tiép theo khi don thudc hop 18.

Truong hop phat hién don thudc khong 0 rang vé tén thudc, nong do,
ham luong, s6 luong, hodc c6 sai pham vé phap 1y, chuyén mén hodc anh
hudng dén stc khoe ngudi bénh, Ngudi ban 16 phai thong bao lai cho
ngudi ké don biét.

Nguoi ban 1¢ giai thich 16 cho nguodi mua va cé quyén tir chdi ban thude
theo don trong cac truong hop don thude khong hop 18, don thude c6 sai
sot hodc nghi van, don thubc ké khong nham muc dich chita bénh.

b) Kiém tra tinh an toan, hiéu qua va hop Iy vé st dung thudc cia don.

- Kiém tra: liéu dung, tuong tac thuoc ké trung hoat chat... Truong hop
phat hién don thudc khoéng rd rang vé tén thubc, ndng do, ham luong, s6
lwong, hodc ¢ sai pham vé phap 1y, chuyén mén hodc anh hudng dén sic
khoé ngudi bénh, phai thong bao lai cho ngudi ké don biét.

- Cha ¥ cac d6i tuong nhu tré em, nguoi gid, phu nit ¢6 thai, nguoi suy
gan, than.

4.2.2. Khai thac thong tin va tuw van

Hoi thém dé nidm rd tinh trang bénh 1y, hoi tién sir di tng, cac bénh mac

kém va céc biéu hién tac dung phu cua nhiing thudc bénh nhan da dung.

Hoi nguoi bénh ¢6 dang dung loai thude, thuc pham chirc ning nao khong dé
tranh tuong tac thuoc.

4.2.3. Nhép dir liéu vao may tinh hoic lwu thong tin vé don thudce

Nguoi ban thudc nhap dir liéu vao may tinh (phan mém két ndi co so dir liéu
dugc qudc gia) hodc ghi s6 sach dé luu thong tin vé don thude

Nguoi ban 1¢ phai ban theo diing don thude.

Trudng hop khong c6 dung tén thuong mai cta thube duge ké trong don, phai
thong bao vd1 nguol mua Nguoi ban 1€ 1a dugce sy dai hoc gidi thi¢u cac loai
thudc khac co cung hoat chat, duong dung, lidu luong kém theo gia cua timg
loai dé khach hang tham khao, va tu chon loai thuéc phu hop véi kha ning
kinh té ctia ngudi mua.

Chi nguoi phu trach chuyén mén vé duoc cta nha thude duge thay thé

thudc d3 ké trong don bang mot thudc khac co cung hoat chét, cach dung,
liéu lugng khi c¢6 sy dong y ciia ngudi mua va phai chiu trach nhiém veé viéc
thay doi thuoc.

Khong tién hanh thong tin quang céo thudc tai noi ban trai véi quy dinh,
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In hodc viét hoa don ban hang

Thu tién theo héa don (Thudc duge niém yét gia ding qui dinh va khong
ban cao hon gia niém yét)

Truong hop khach hang khong mua thude, hity hoa don ban hang.

4.2.4. Lay thudc

Lay thudc theo nguyén tic: Han ding ngin ban trude, han dai ban sau.
Hang nhap trudc ban trude, nhép sau ban sau. Kiém tra han ding, sb
luong thude, kiém soat chat lwong cam quan trudc khi giao cho khach. Pbi
v6i cac thude khong con bao bi ngoai cua thude can déng vao cac bao bi
phu hop, dé phan biét.

+ Thudc dung ngoai ding bao bi mau vang c6 dong chit “Thubc dung
ngoai”

+ Thudc phai kiém soat dic biét dung bao bi mau xanh c6 dong chit

“Thuoc phai ki€ém soat dac biét”

+ Céc thubc con lai ding bao bi mau tring

D61 voi cac thude khong con bao bi ti€p xuc truc tiép voi thudc can ra 1€
tai khu vyc ra 1€ va cho vao cac bao bi kin khi.

Céc bao bi dung thudc phai ghi day du cac thong tin trén bao bi: Tén thube, nong
d6, ham luong, liéu dung, cach dung, han dung cua tung thudc. - Luu v, thude
ban 1¢ khong dung trong bao bi mang tén thudce khac hodc chtra ndi dung quang
céo ctia mot thude khac.

Néu khach khong mua hét ca vi thude thi trudce khi cit vi phai cho khach
xem han dung cua thube. DE lai phﬁn vi ¢6 han dung tai nha thude dé theo
ddi, kiém soat han ding. Phan khong c6 han ding giao cho khach nhung
phai ghi rd han dung cua thudc trén bao bi ra 1é. Ghi vao don thudc: tén
thude, sb luong thude da thay thé (néu co)

4.2.5. Giao thudc va hwéng din sir dung:

Giao timg khoan thudc cho khach hang

Hudng dan, giai thich cho khach hang vé tac dung, chi dinh, chéng chi
dinh, tac dung khong mong muon, liéu luong va cach dung thuoc, tuong
tac thude voi thirc an d6 udng (néu co), bao quan thuoc

Céc chu ¥ vé bao quan thude va thoi han tir lac mé lo thude dbi véi thude
dang long

Luu y khach hang goi dién hoac lién lac lai voi co so néu c6 van dé gi
chua hiéu 15 hodc ¢6 tic dung khéng mong mudn cua thude

Nhiéc nhé nguoi mua thyuc hién dang don thude

Giao hoa don va don thudc cho khéch.
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4.2.6. Luu cac thong tin

~ -Luu :[hér}g tin vé don thudc trong “S6 theo ddi bénh nhan” hoic trong
phan mém két ndi co so dir lieu duge qudc gia. Ngoai hinh thue trén, co s¢ co
thé thuc hién luu don ban chinh hodc ban sao hoac ban chup don thude.

- Péi v6i thube dang phdi hop c6 chira hoat chat giy nghién hodc chira
hoat chit huéng tdm than/tién chit dung lam thudc sau khi ban phai ghi chép
thong tin vao “So theo ddi thong tin chi tiét khach hang mua thudc dang phdi
hop chira dugc chit giy nghién/ thuéc dang phdi hop chira dugc chat huéng
than/thudc dang phéi hop chira tién chat” hodc luu thong tin can thiét trong phan
mém két ndi co so dit liéu duge quc gia.

4.2.7. Luuy
- Trang phuc 4o blu tréng, sach s€&, gon gang, c6 deo bién ghi 10 tén, chirc danh;
- Thuc hién dang cac quy ché duoc, tu nguyén tuan tha dao duc hanh
nghé duoc;
- Phai luon c¢6 thai d0 lich sy, hoa nha va ton trong khach hang.
- Nhitng thong tin ctia khach hang phai dugc gitr bi mat.
4.3. Biéu miu ap dung
S6 theo ddi bénh nhan
S6 theo ddi thong tin chi tiét khach hang mua thubc dang phdi hop chira
dugc chat gy nghién/ thude dang phdi hop chira dugce chat huéng than/thube
dang phdi hop chira tién chat

4.4, Hinh thwce lwu triv

SOP nay duoc luu trong tap ho so “SOP” clia co s& ban 1¢ thudc.

Luu trit hd Yy sO sach/thong tin luu trir trén may tinh (phén mém két ndi co so dir
liéu dugc quoc gia) it nhat 01 nam ké tir khi thuoc hét han dung. Riéng d6i véi
thude phai kiém soat dic biét luu trir hd so, s6 sach it nhat 02 nam ké tir khi
thudc hét han duing.
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Tén co so

SO THEO DOI BENH NHAN
Chan
doan Ghi
Tén Ho va|cua chu
Ho |Dia . 1. |tén  |nguwoi|Tén \ (So
3 A 2 vadia| . A J4 DPwong |« o
Ngay |ten  |chi . - |cua ke thuoc, \ So dién
4 . chi co \ e P Hoat|dung, .
STT |thang | nguoi (cua - nguwoi [don |nong A [yeA lwgng |thoai
< A L. |SO n ~ o |chat |lieu . )
niam |bénh, nguwoi|, ., |ké do/ham X ban |cua
. ~ kham dung )
tuoi |bénh | . don luwgng khach
: bénh X : R
; thuoc hang,
néu
c0)
O @ 6 | 6 [©» (D [(® & a0 dy |d2)
....... , ngay thang nam ....

Nguwoi phu trach chuyén mén vé dwoc ciia co sé

(Ky, ghi ré ho tén, chirc danh, dong dau (néu c6)
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Tén co so:
So:

SO THEO DOI THONG TIN CHI TIET KHACH HANG MUA THUOC
DANG PHOI HOP CHUA DUQC CHAT GAY NGHIEN/ THUOC DANG
PHOI HQP CHUA DUQC CHAT HUONG THAN/THUOC DANG PHOI
HQP CHUA TIEN CHAT

TT | Ngay Tén Hoat Pon |So Tén Pia chi | Ghi chu
thang, thudc, chit, vi lwgng | khach cua
nam quy cach | ndng d¢ , | tinh | ban hang khach
dong goi | ham hang
lwong
ORNC) €) 4 3 |© (7) (8) )

....... , ngay thang nam ....
Nguwoi phu trach chuyén mén vé dwgc cia co s¢

(Ky, ghi ré ho tén, chirc danh, déng ddu (néu co)

101

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vi



C. Quy trinh ban thudc, théng tin, tw vin huéng din sir dung thudc khong ké don
1. Muc dich yéu ciu

Pam bao ban thudc, gidi thiéu va tu van sir dung thudc ban khong ké don hop 1y, an
toan va dang quy ché chuyén mon.

2. Pham vi ap dung
Céc thude khong ké don
3. Poi twong thwe hién
Nguoi phu trach chuyén mén vé duge ctia co sé ban 1é thude.
Nhan vién 1am viéc tai co so ban 1é thude.
4. Noi dung quy trinh
4.1. So' d0 tién trinh

Poi twrong So do M5 ta
Nguoi PTCM Tiép don, chao hoi 42.1
Nhan vién Khai thac théng tin va trao doi véi
khach hang

Ngudi PTCM Tu van cho ngudi mua 422
Nhan vién
Nguoi PTCM Lay thudc 423
Nhan vién
Nguoi PTCM Nhép dir liéu vao may tinh 424
Nhan vién
Nguoi PTCM Giao thudc va hudéng dan st dung 425
Nhan vién
Nguoi PTCM Luu thong tin 4.2.6
Nhan vién

4.2. Mo ta quy trinh

4.2.1. Tiép dén, chao hoéi va Khai thac thong tin, trao doi véi khach hang:
a.Trwong hop khdch hang héi mua mét logi thuoc cu thé:

- Néu thudc cu thé khach hang héi mua 13 thudc ké don thi can héi ngudi mua thude
c6 don thudc khong? Néu khach hang c6 don thuoc, thyc hién theo Quy trinh ban
thude, thong tin, tu van hudng dan su dung thude ké don. Khong ban thude ké don
khi khong c¢6 don thudc.

- Néu thudc cu thé khach hang hoi mua 1a thudc khong ké don, can khai thac va trao
doi cac thong tin dé xac dinh viéc dung thuoc cua ngudi bénh phu hop hay khong
phu hop.:

+ Thube dugc mua dung dé chira bénh/triéu 9hﬁ’pg gi?Tinh trang, biéu hjén tri¢u chung
bénh cta nguoi bénh? Luu y nguoi ban 1é thudc can khai thac thong tin d€ phan biét tinh
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trang bénh thong thuong hodc mirc d6 nghiém trong can di kham dé c6 chan doan cua thay

thudc.

+ Déi tuong dung thudc (Gidi, tudi, tinh trang sirc khoe, tién st bénh va bénh
hién méc; ngudi bénh co dang dung thubc hodc san pham nao khac? Hi¢u qua? Tac
dung khong mong mudn? Tién st di ing thudc/thuc pham)

+ Pa dung thudc nay 1an nao chwa? Hiéu qua?

b. Truong hop khdch hang héi va tw vin diéu tri mét sé triéu chitng hay bénh thong
thuwong:

Can khai thac cac thong tin vé ngudi bénh dé phan biét tinh trang bénh thong
thuong hodc can di kham dé cé chan doan cua thay thudc maéi cé thé dung thude

+ Péi tuong dung thude (tudi, gidi, ddi tugng co thai? Cho con bi?);
+ Tri¢u chung bénh 1a gi?
+ Thoi gian xut hién bénh?

+ Ngudi bénh da ding nhiing thudc/bién phap gi dé diéu tri bénh hay triéu chimg
dang mac phai?

+ Ngudoi bénh ¢ dang dung thude hodc san pham thue pham chirc ning?
+ Ngudi bénh c6 tién sir bénh? c6 dang mic bénh gi ?

+ Ngudi bénh c6 tién str dj tng thube ?

+ Ché d0 sinh hoat?

4.2.2. Tw van cho nguoi mua

Néu viée str dung thube ctia nguoi bénh chua dung hodc chua phu hop: Giai thich,
tr van va huéng dan khach hang chuyén sang loai thudc khac dung va phu hop.
Cung cép cac thong tin cu thé vé thude khong ké don phu hop véi khach hang dé
khach hang lua chon.

Dbi v6i ngudi bénh doi hoi phai co chan doan cua thiy thudc méi co thé dung
thudc, ngudi ban 1é can tu van dé bénh nhan téi kham thay thudc chuyén khoa thich
hop hoic bac si diéu tri;

Pbi v0i nhimg ngudi mua thudc chua can thiét phai dung thudc, nhan vién ban
thudc can giai thich rd cho ho hiéu va ty chiam soc, tu theo di triéu chung bénh;

Trao d6i, dua ra 161 khuyén vé ché do sinh hoat, dinh dudng phu hop vai tung dbi
tuong, tung triéu chiing bénh/bénh cu the.

4.2.3. Ly thudc

Lay thudc theo nguyén tic: Han dung ngan ban trude, han dai ban sau. Hang nhap
trudc ban trudce, nhap sau ban sau. Kiém tra han dung, s6 Iuong thuoc, kiém soat
chat luong cam quan trudce khi giao cho khach.

Dbi v6i cac thude khong con bao bi ngoai cua thude can dong vao cac bao bi phu
hop, dé phan biét.
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+ Thubc dung ngoai diing bao bi mau vang c¢6 dong chit “Thudc ding ngoai”
+ Thudc phai kiém soat ddc biét ding bao bi mau xanh c6 dong chir “Thudc phai
kiém soat dac biét”
+ Céc thude con lai dung bao bi mau tring

+ Luu v, thube ban 1¢ khong dung trong bao bi mang tén thudc khac hodc chira noi
dung quang cao cia mdt thudce khac.

- D061 véi cac thude khong con bao bi tiép xuc tryc ti€p voi thudce phai thuc hién ra 1¢
tai khu vuc ra 1¢ va phai cho vao cac bao bi kin khi.

- Ghi déy du cac thong tin trén bao bi dung thude: Tén thudc, dang bao ché, néng do,
ham luong, liéu dung, cach dung, han dung cta tung thuoc.

Néu khach khong mua hét ca vi thudc thi trudc khi cat vi phai cho khach xem han ding
cua thuoc. B¢ lai phan vi c¢6 han dung tai nha thudce dé theo doi, kiém soat han dung. Phan
khong c6 han dung giao cho khach nhung phai ghi rd6 han dungcua thudce trén bao bi ra 1€.

4.2.4. Nhap dir liéu vao may tinh

- Nhan vién nhap dit liéu v€ thudc da ban vao may tinh (phan mém két noi co so dir
liéu duoc quodc gia)

- In hodc viét héa don ban hang
- Thu tién theo héa don

- Truong hop khach hang mudn thay doi s6 luong, diéu chinh sé luong trong may
tinh va in/viet lai hoa don.

- Trudng hop khach hang khéng mua thudc, htry héa don ban hang.
4.2.5.Giao thudc va hwéng din sir dung cho khach hang
- Giao tung khoan cho khach hang

- Hudng dan st dung thubc bang 161 ndi va ghi day du thong tin trén bao bi dung
thudc (tén thuoc, dang bao ché, nong do, ham lugng, liéu dung, cich dung, han
dung cua tung thudc).

- Hudng dan, giai thich cho khach hang vé:
+ Téc dung, chi dinh, chéng chi dinh, twong tac thudc, tac dung khong mong mudn,
+ Liéu luong va cach dung thudc: udng vao thoi diém nao, cc tuong tac cta thude
v&i thie an do udng,
+ Céc chu ¥ vé bao quan thude va thoi han tir lac mé lo thube ddi véi thude long

+ Luu y khach hang goi dién hoac lién lac lai véi co sé néu c6 van dé gi chua hiéu
r0 hoac xuat hién cac bat thuong, tac dung phu, di ung thudc

- Giao hoa don va dua thudc cho khach.

- Céam on khach hang.
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4.2.6. Luwu cac thong tin va s liéu.
- Luu thong tin vé thudc da ban.

- Pbi voi thube dang phdi hop co chtra hoat chat giy nghién hodc chtra hoat chit
hudng tam thén/tién chat dung 1am thudc sau khi ban phai ghi chep thong tin vao S6 theo
doi thong tin chi tiét khach hang mua thudc dang ph01 hop chtra duogc chat gay nghién/
thudc dang ph01 hop chira duoc chat huéng than/thuoc dang phoi hop chira tién chat hoic
lru thong tin can thiét trong phan mém két ndi co so dit liéu duoc qudc gia.

4.2.7.Luuy:
Trang phuc 4o blu tring, sach s&, gon gang, c6 deo bién ghi 1o tén, chirc danh;
- Thuc hién dung cac quy ché duoc, tu nguyén tuan thu dao dirc hanh nghé duoc;
- Phai ludn c6 thai d6 lich sy, hoa nha va ton trong khach hang.
- Nhiing thong tin ctia khach hang phai dugc gitr bi mat.
4.3. Biéu miu ap dung

S6 theo doi thong tin chi tiét khach hang mua thudc dang pbéi hop chura dugc chat gay
nghién/ thudc dang phoi hop chtra duge chat huong than/thude dang phoi hop chira tién
chat

4.4. Hinh thire luu triv
- SOP nay duoc luu trong tap ho so “SOP” cua co sé ban 1é thude

- Luutd hé so s6 sach/thong tin luu trir trén may tinh (phan mém két ndi co so dir
liéu dugc qudc gia) it nhat 01 nam ké tir khi thudc hét han dung. Riéng d6i v6i thude phai
kiém soat dic biét luu trit hd so, s6 sach it nhat 02 nim ké tir khi thudc hét han dung.
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Tén co sb:

So:

SO THEO DOI THONG TIN CHI TIET KHACH HANG MUA THUOC DANG
PHOI HQOP CHUA DUQC CHAT GAY NGHIEN/ THUOC DANG PHOI HQP
CHUA DUQC CHAT HUONG THAN/THUOC DANG PHOI HQP CHUA TIEN

CHAT
TT | Ngay Tén Hoat Pon |So Tén Pija chi | Ghi chu

thang, thudc, chit, vi lwgng | khach cua

nim quy cach | nong d¢ , | tinh | ban hang khach

dong goi | ham hang
lwgng
(D @ 3) 4 S | © (7) (8) €
....... , ngay thang nam ....

Nguwoi phu trach chuyén mén vé duoc ciia co sé

(Ky, ghi ré ho tén, chirc danh, déng ddu (néu cd)
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D. Quy trinh béo quén va theo ddi chat lwrgng thudc
1. Muc dich yéu cau N q )
bam bao bao quan thudc ding quy dinh, dé dang cho viéc ki€ém tra, theo doi chat lugng.

2. Pham vi ap dung
Céc mat hang thudc ban tai co s& ban 1é thude

3. Poi twong thye hién ‘ ,
- Nguoi phu trach chuyén moén vé dugc cua co s¢ ban 1¢ thuoc

- Nhan vién ban thudc tai co sé ban 1¢é thudc.

4. Ngi dung quy trinh
4.1. So do tién trinh

Poi twong So do M0 ta
Nguodi PTCM vé duoc | Nguyén tic bao quan thudce 4.2.1
Nhan vién

Nguoi PTCM vé duoc | Sap xép thude 422
Nhan vién

Nguoi PTCM vé duoc | Nguyén tic theo ddi chit lwong thudc 423
Nguoi PTCM vé duoc | Kiém tra chat luong thudc 424
Nhan vién

Nguodi PTCM vé duoc | Luu thong tin 425
Nhan vién

4.2. Mo ta quy trinh

4.2.1. Nguyén tic bio quan

Nguoi PTCM vé dugc, nhan vién nha thude phai dam bao diéu kién cua co so ban
1¢ thudc dap img theo yéu cau cia nha san xuat dugc ghi trén bao bi cia san pham va dung
quy ché chuyén moén

4.2.2. Sap xép thudc
Nguyén tic

Séap xép theo nguyén tic FIFO (First In First Out: thudc nhap trudc xuét trude) va FEFO
(First Expire First Out: hét han dung trude xuat trude)

Gon gang, ngay ngan, c6 tham my, khong xép 1an 16n giita cac mat hang...

Nhan hang (chit, sd, hinh anh...) trén cic bao bi: Quay ra ngoai, thuan chiéu nhin
cua khach hang.

Cac mat hang d& v& nhu chai, lo, dng tiém truyén... khong xép chong 1én nhau
Hang hoa nhip vé nha thudc phan loai va sip xép theo cac thi tw sau:
+ Phdn loai theo tirng nganh hang

- Co6 khu vyc riéng cho cac san pham khong phai 1a thudc: Thuc pham chic ning, My
pham, Dung cu y té.
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Luu v phan biét thude, my pham, thuc pham chirc ning:

+ Thudc ¢6 sb dang ky do Cuc quan ly dugc Viét Nam cép thuong co ky hiéu: VN..., VD.,
., QLSP..., GPNK..., .../QLD-KD, QLDB....

+ Thue pham chure nang co sd dang ky do Cuc An toan thuc p}lém cap thuong c6 ky hiéu:

(s6 thtr ty)/ (ndm cap)/ATTP-TNCB va (s0 thu ty)/ (ndm cap)/ATTP-XNCB. Ngoai ra

thu:(‘mg c6 thém dong chir “Thuc pham b§ sung” ; “Thuc pham bé’o vé stc khoé”, “ Thuc

pham dinh duéng y hoc” “Chu y: San phdm nay khong phai la thuéce va khong co tac dung

thay the thudc chira bénh”

Thuc phém chirc nang c6 sd ding ky do Chi cuc An toan v¢ sinh thuc phém tinh, thanh

phé cap co ky hiéu: (s6 thur tw)/ (ndm cap)/YT + tén viét tit tinh, thanh phd -TNCB va (s6

thi tir)/ (nam cap)/Y T + tén viét tit tinh, thanh phd -XNCB.

+ M¥ pham c6 s6 dang ky (sb tiép nhan phiéu cong bd san pham my pham) co ky hiéu:

(6 thir tw)/ (ndm cap)/CBMP - ky hiéu viét tat tén tinh, thanh phd, Ban Quan Iy Khu kinh

té hodc Cuc Quan ly dugc (QLD)

+ Phén logi thuéc theo mirc d¢ qudn ly (thudc phdi kiém sodt dic bigt, thuéc han ché

ban lé)

- Thubc giy nghién, huéng tam than/tién chat phai bao quan trong ti riéng hoic ngin

riéng c6 khoa chac chan

- :['huf}c dang phdi hop c6 chua dugce chit giy nghién hodc chira dugc chit hudng

than/tién chat dung lam thuoc dé ¢ khu vuc riéng

- Thué(; doc, thuéc thudc danh muc thude cAm sir dung trong mot $b nganh linh vuyc, thube

han ché ban 1¢ dé ¢ khu vuc riéng

+ Phdn logi thuéc theo diéu kién béio qudn

Céc diéu kién bao quan thudc, nguyén liéu lam thudc phai tudn thi theo ding thong tin

trén nhan da duoc phé duyét hodc cong bo theo quy dinh.

Trur khi ¢6 cac yéu céu dac biét khac (vi du: duy tri lién tuc viéc bao quéu? lanh), chi ch.'?ip

nhén viéc bao quan ndm ngoai quy dinh trén trong cac quang thoi gian ngan, vi du khi véan

chuyén cuc bd trong kho.

a) Bao quan diéu kién thuong:

Bao quan trong moi truong kho (d9 am 75%), & nhiét do tir 15-30°C. Trong diéu kién thoi

tiét khac nghiét, tai mot s6 thoi diém trong ngay, nhiét do co thé trén 30°C nhung khong

vuot qua 32°C va do am khong vuot qua 80%. Phai thoang khi, tranh anh huong tir cac

mui, cac y€u to gay tap nhiém va anh sang manh.

Néu trén nhin khong ghi rd diéu kién bao quan thi bao quan ¢ diéu kién thuong.

b) Diéu kién bao quan dac biét: Bao gdm cac trudng hop c¢6 yéu cau bao quan khac véi

bao quan ¢ dicu kién thuong.

¢) Hudng dan vé diéu kién bao quan cu thé:

Théng tin trén nhan Yéu cau vé diéu kién bdao qudn
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“Khéng bao quan qua 30 °C” : tir +2 °C dén +30 °C

“Khéng bao quan qué 25 °C”: tir +2 °C dén +25 °C

“Khong bao quan qua 15 °C”: tir +2 °C dén +15 °C

“Khéng bao quan qua 8 °C”: tir +2 °C dén +8 °C

“Khoéng bao quan dudi 8 °C”: tir +8 °C dén +25 °C

“Béo quan lanh”: tir +2 °C dén +8 °C

“Bao quan mat”: tir +8 °C dén +15 °C

“Kho”, “Tranh am”: khong quéa 75% do am tuong rdé)i trong diéu kién bao quan thuong;
hoac voi di€u kién dugc chira trong bao bi chong tham dén tan tay ngudi bénh.
“Tranh 4nh sang”: Bao quan trong bao bi tranh anh sang dén tan tay ngudi bénh.
+ Phan loai thudc theo tac dung dwgc Iy va thudc ké don/thudc khong ké don

Tra trong danh muc thube khong ké don. Cac thudc c6 thanh phél’l hoat cht, dang bao
ché, nong d6 ham lugng ndm trong “Danh muc thudc khong ké don” la thuée khong ké
don. Con lai la thuoc ké don.

Thubc sip xép theo nhom tac dung duoc Iy cta thude. Cac nhom thude ké don c6 khu vue
riéng, cac nhom thude khong ké don c6 khu vuc riéng. Poi voi cac nhom thude vira co
thudc ké don va khong ké don nhu: thude ding ngoai, thude tra mat, thuéc nho mii....thi
nén bé tri cac nhom nay ¢ khu vuc riéng va sip riéng thudc ké don va khong ké don &
trong cung mgt ngan tu.

4.2.3. Nguyén tac theo ddi chat lwgng thudc

- Thubc trude khi nhap vé co s ban 1¢ thudc (GOm hang do co s& mua va hang tra vé):
phai dugc klem soat 100%, tranh nhap hang gia, hang kém chat luong, hang khong 1
ngudn goc Xut xu.

- Thubc luvu tai co s& ban 1& thude: Dinh ky kiém soat cac thude téi thiéu 1 1an/1 quy.
Tranh dé c6 hang bi bién d6i chat lugng, hét han sur dung. Kiém soat dot xut ddi véi cac
loai thudc: Khi phat hién dau hiéu bat thuong vé chat luong thudc, khi co khiéu nai cta
bénh nhéan vé chat luong thude, kiém soat d6i véi thude co han ding ngin

4.2.4. Kiém tra chat lwgng thudc

- Kiém tra tinh hop phéap, ngudn gbc, xuat xir cia thude:

+ Hoa don, chtng tir day du, hop phap theo dung quy ché, quy dinh hién hanh.

- Kiém tra cam quan chit luong thudc:

+ Kiém tra bao bi: phai con nguyén ven, khong mép méo, rach, ban.

+ Kiém tra s6 16, han dung, ngay san XuAt.

+ Kiém tra sy thdng nhat giita bao bi ngoai va bao bi trung gian, bao bi truc tiép.
+ Kiém tra chit luong cam quan va ghi s theo ddi.

+ So sanh voi cac mé ta vé cam quan cua nha san xuét (néu co)
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+ Nhén: ding quy ché nhén, du théng tin. Hinh anh, chit s khong bi md, nhoe, tranh hang
gia, hang nhai

4.2.5. Luu thong tin

- Ghi s6 “S6 kiém soat chat luvong thude”

+ Néu Dat yéu cu céc tiéu chi néu trén, ghi vao S6 kiém soat chét lugng thudc dinh ky:
Nhén xét chat luong: DAT; Phan loai chat luong: TOT

+ Néu thu(f)c khong dat yéu cau mot trong cac tiéu chi néu trén: ghi vao Sé kiém soat chat
luong thuoc dinh ky: Nhan xét, ché}t luong: KHONG DAT‘; Phan loai chat lugng: ghi 1o
tiéu chi khong dat. (Vi du: Thudc hét han dung: cho huy), dong thoi xir Iy nhu sau:

Phai dé€ riéng & khu biét trir, gan nhan hang cho xu 1y.
Béo c4o ngay vdi ngudi phu trach chuyén mon vé dugc cia co s¢

Kiém tra diéu kién bdo quan cua tung loai thuoc: Kiém tra cic yéu cau vé dieu kién bao
quan cua nha san xuat ghi trén nhan.

- Nhap vao dir liéu may tinh nhitng thong tin can thiét.

Luew y: Ghi ré phan mé td cam quan vio c¢ét Nhdn xét chdt heong va déanh gid Dav/Khong
dat vao cot phan logi chat lwong. Cot ghi chii: ghi lai nhitng thong tin luu y vé thuéc, bao
gom ca diéu kién bdo qudn ddc biét, hodc thudc cé han sir dung con ngan.

4.3. Biéu miu ap dung
S6 kiém soat chat luong thude dinh ky.
4.4. Hinh thire luu triv
- SOP nay duoc luu trong tap hd so “SOP” cuia co sd ban 16 thude

- Luu trit ho so s6 sach/thong tin luu trir trén may tinh (phan mém két ndi co so dir
liéu dugc quoc gia) it nhat 01 ndm ké tir khi thuoc hét han dung. Riéng doi vai thuoc phai
kiém soat dac biét luu trit ho so, s6 sach it nhat 02 nam ké tir khi thuoc hét han dung.
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Tén co so

SO KIEM SOAT CHAT LUQNG THUOC PINH KY
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201
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S
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nhan
thudc
(dat’khong
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Nhan xét
chat luong
(dat/Khong
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Phéan
loai
chét
luong

Ghi
chu

Ngudi phu trach chuyén mén vé dwoc
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E. Quy trinh giai quyét ddi véi thudce bi khiéu nai hoic thu hoi
1. Muc dich yéu cau:

Huéng dan thu hdi khan truong, triét dé cac thudce bi thu hoi da duoc két luan 13 thude
khong dat tiéu chuan chat lugng va thudc bi khiéu nai,

2. Pham vi ap dung:

Thudc bi thu hoi 1a thudc cé thong bao thu hoi cia céc co quan quan ly hodc nha san xuat,
nha cung cap.

Thudc bi khiéu nai 13 thude do khach hang khiéu nai, yéu céu tra lai.
3.  Poi twong thue hién:

- Ngudi phu trach chuyén mén vé dugce ciia co s ban 16 thude
- Nhan vién ban thudc tai co sé ban 1é thube

4. NOi dung quy trinh

4.1. M6 ta tién trinh

DPéi twong So dd M0 ta
Ngudi PTCM vé duoc Xir Iy thudce bi thu hoi 4.2.1
Nhan vién

Ngudi PTCM vé duoc Xt 1y thude bi khiéu nai 422

Nhan vién

Nguoi PTCM vé duoc Tong hop so lidu, ra quyét dinh xu 1y | 4.2.3

Nhan vién thudc thu hoi

Nguoi PTCM vé duoc Luu ho so 424
Nhan vién

4.2. M6 ta quy trinh

4.2.1 Xir Iy thudc bi thu hdi

Sau khi nhan dugc thong bao thu hoi ctia BO Y té, S& Y té, don vi san xuat/kinh
doanh thudc can tién hanh ngay:

- Kiém tra xem nha thudc c6 nhap mat hang phai thu hoi hay khong. Néu c6 nhap
thi can phai:

+ Viét thong bao thu hdi 1én bang thong tin thude, ghi day du tén thudc, sb 16, han
dung, nha san xuat

+ Ngimg nhap, ngimng ban thude phai thu hoi, kiém tra s6 lugng thude con lai trong
nha thudc (bao gobm ca thuoc trong nha thude va thuéc maéi mua vé chua ki€ém nhap)
sau do dua toan b so thuoc vao khu vuc cho xur ly

+ C6 thong bao thu hoi cho khach hang dbi véi thude thu hdi thuée danh muc thude
phai ké don. Thong béao thu hoi trén bang tin, bang thu, dién thoai...

+ Néu c6 khach tra lai hang thu hoi, kiém tra néu dang thudc cia co s& da ban ra thi
nhan lai thudc va tra lai tién hoac doi thuéc dam bao chat lugng cho khach
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+ Ghi So6 theo déi thudc bi dinh chi luvu hanh
+ Lién hé véi cong ty, nha cung tng dé tra lai hang.
4.2.2. Xir Iy thudc bi khiéu nai

- Chi gidi quyét dbi v6i nhitmg thude do co so ban 1é ban cho khach hang (can cir vao bao
bi ra 1¢, don thuoc, hoa don, s6 theo doi)

a) Néu khéch hang tra lai thuéc do bi di ung, co biéu hién tac dung phu cua thuéc:

+ Hoi khach vé triéu tring, biéu hién cua tac dung phu

+ Hoi khach hang vé ché d6 sinh hoat, an uéng dé xem c6 phai nguyén nhan do thudc hay
thirc dn

+ Néu nghi ngod/xac dinh do tac dung khong mong mudn cua thudc (ADR) khuyén ngumg
dung thudc, hoi ky khach hang cac thong tin v€ tac dung khong mong muén cua thudc,

giai '[th1~1 cho khach hang vé cac tac dung phu do dung thudc giy ra di duoc ghi trong to
hudng dan str dung, ghi s6 theo doi ADR.

+ Can thiét khuyén khach hang di khdm bac s§. Tu van cho khach hang lan sau nh¢ thong
bao cho bac s¥, nguoi ban thude viée dung cac loai thuoc cé cac tac dung phu nay

- Nhan lai thudc va tra tién cho khach, c6 thé tu van doi thude khac cho khach hang:
Do6i véi thuoc con nguyén bao bi truc tiép sap x€p vao dang vi tri trong tu trung
bay/bao quan thudc; truong hgp khong con bao bi truc tiep dé thuoc vao khu vuc cho
xu ly, cuoi thang kiém ké va tién hanh huy thudc.

- Pé thudc vao khu vuc cho xtr 1y, cudi thang kiém ké va tién hanh huy thudc

- Ghi s6 theo ddi tac dung phu cta thudc do khach hang phan anh

- Lam bao cao ADR theo mau va gui vé Trung tim DI&ADR qudc gia hoic Trung
tam khu vuc vé Théng tin thuoc va phan tng c6 hai cua thudc theo Hudng dian quic
gia vé canh giac duoc (QP s6 122/QP-BYT niam 2020). Cu thé hinh thirc va noi gii
béo cdo: ¢ thé chon mot trong cac hinh thirc sau:

+ Bdo cao guri qua email (di.pveenter@gmail.com) hodc
+ Béo cdo truc tuyén tai trang thong tin http://canhgiacduoc.org.vn hoic

+ Béo cdo gui truc tiép hoic qua dudng buu dién vé dia chi: Trung tim Qudc gia vé
Thong tin thuoc va Theo doi phan Umg c6 hai cua thuoc. 13, 15 Lé Thanh Tong,
Quéan Hoan Kiém, Ha Noi

+ Bdo cdo gt qua Fax: +84 4 3933 5642.

+Bao cao ADR thong qua phan mém tmg dung céng nghé thong tin khi két ndi lién thong
co s& ban 1¢é thuoc.

b) Néu thuéc bi khiéu nai vé chat luong:

Can xem xét thude kém chat lugng nguyén nhan & dau:
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- Néu do khach hang bao quan khong tot gay nén kém chat luong, tu V’ai.ané. gidi
thich cho khach hang v€ nguyén nhan va d¢ nghi khach hang mua thudc khac dé dung;
hudng dan ky khach hang vé cach bao quan thuoc dé dam bao chat lugng.

- Néu thubc kém chat lugng do 15i ciia co s6, xin 16i khach hang, nhan lai hang va
do1 lai hang hoac tra lai tién cho khach. Bé thudc vao khu vyc cho xtr Iy, cudi thang kiém
ké va tién hanh huy thudc.

- Kiém soét chét lugng toan bo 16 thudc khach hang khiéu nai va thudc co nghi
ngd kém chat lugng dang trung bay, bao quan tai co s¢

- Kiém tra lai diéu kién bao quan dé tim nguyén nhan thudc kém chét luong:
+ Néu do diéu kién bao quan ctia co sé thi can phai c¢6 bién phap khic phuc ngay

+ Néu thubc kém chét luong khong phai do 15i bao quan ctia co so: Lién hé thong
bao véi cong ty/ nha cung cap vé thude kém chat lugng d€ phdi hop tim nguyén nhan.

- Bao cdo Trung tam DI & ADR Qubc Gia cac van dé lién quan dén chat lugng
thudc vé mit cam quan, hodc trudng hop nghi ngo thudc gia, duge co so phat hién.
Trong truong hop nay, cac co s¢ ban I¢ thudc nén giri kém anh chup chi tiét thé
hién van dé vé chat lugng hoic nghi ngo thudc gia (cac anh chup: nhan thudc; cac
mit ctia bao bi thé hién rd tén nha san xuét va s 16; vién thudc, bot hodc dung dich
thudc).

- Ghi So6 theo dai khi€u nai ctia khach hang
¢) Neu khieu nai vé dich vu: nham lan vé gia thuoc, so luong, chung logi thuoc:

Kiém tra lai cac thong tin khach hang khiéu nai, néu c6 nham lan xin 161 khach hang va
khac phuc sai sét voi khach hang.

4.2.3. Tong hop so liéu, ra quyét dinh xir 1y thudc thu hdi
Nhan vién nha thudc:

- Tong hop s6 liu, lam bao cao: thude b thu hoi, thudc khong dat tiéu chuan chat
lugng do 161 cua co sé.

- Bao cdo Nguoi phu trach chuyén mén vé dugc cta co sé
Nguoi PTCM vé duoc cia co so:

- Ra soat va kiém tra lai thong tin

- Thudc thu hoi: lién hé véi cong ty/nha cung tng tra lai hang.
4.2.4. Luu ho so thu hoi
Luu hd so (ban photo) tai nha thudc, bao gom:

- Cong van thu hoi

- Phiéu x4c nhén thuéc thu hdi c6 tai nha thude

- Ban bao céo tong két thu hoi thude tra vé

- Ban sao: Hoa don xuit tra hang cho don vi ban (néu c6), bién ban huy thude
(néu co)
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4.25. Luuy

Theo hudéng dan quoc gia vé canh giac duoc ,nhiém vu cu thé cta cac ca nhan tai co so
ban 1é thudc trong hoat dong Canh giac Dugc nhu sau:

Ngwoi chiu trach nhiém chuyén mon cua co’ so ban Ié thuoc:

- Thuc hién va to chuc thuc hién viéc theo ddi, phat hién, ghi nhan, va bao cao
ADR theo quy dinh.

- Hudng dan nhan vién nha thude vé viéc theo ddi, phat hién, ghi nhan, va bao co
ADR theo quy dinh.

- Bao cédo ADR theo quy dinh.
Nhén vién khdc ciia co sé bdn 16 thudc:

- Ghi nhén phan anh cta ngudi bénh vé cac bién c¢d bt loi xay ra trong qua trinh
st dung thudc hodc cac bat thuong lién quan dén ché pham thude.

- Bao cédo ADR theo quy dinh.
Cic truong hop cin bao cio Trung tim DI & ADR Quéc Gia

- Béo céo cac bién co bat lgi, bao gom ca cac truong hop thuoc khong co hoac
khong dat hi¢u qua diéu tri, do ngudi mua thudc phan anh theo mau bao cédo phan
ung co hai cta thudc.

- Béo céo cac van dé lién quan dén chét luong thudc vé miat cam quan, hodc
truong hop nghi ngo thude gia, dugc co s phat hién. Trong truong hop nay, cac co
s& ban 1é thudc nén gui kém anh chup chi tiét thé hién van dé vé chat luong hoic
nghi ngd thuoc gia (cac anh chyp: nhan thudc; cac mit ciia bao bi thé hién 16 tén
nha san xuét va sé 10; vién thude, bot hoic dung dich thudc, ...).

4.3. Biéu mau ap dung
- S0 theo ddi thudc bi thu hdi, dinh chi luu hanh
- Bao céo thu hoi thudc khong dat chat luong
- Ho so thu héi thude
- Bién ban huy thudc
- S0 theo di xur Iy khiéu nai ctia khach hang
- Sb theo ddi tac dung phu cua thude

Biéu mau bao cdo phan tng c6 hai cua thudc (tai trang thong tin dién tr
http //canhgiacduoc.org.vn)

4.4.Hinh thirc luvu triv
SOP nay dugc luu trong tdp hd so “SOP” ciia co sd ban 1¢ thude.

Luu trit ho so s sach it nhat 01 nam ké tir khi thude hét han dung. Riéng d6i véi thude
phai kiém soat dac bié¢t luu trit ho so, so sach it nhat 02 nam ké tir khi thudc hét han dung.
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Tén co so

SO THEO DOI THUOC BI THU HOI, PINH CHI LUU HANH
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CONG HOA XA HOI CHU NGHIA VIET NAM

Tén co s¢
Doc 1ap - Tu do - Hanh phic
..... , ngay... thang... nam 20...
~ BAO CAO THU HOI
THUOC KHONG PAT CHAT LUQNG
Kinhgwi:....................
Theo‘cf)ng yén SO ,ngay... thang... ndm... cla........................... vé viée
thu hoi thuoc:
— TN thuSC: . ...ooeve e
- Néng do,ham luong:.........coooiiiiiiiii
— Dang bao ché - quy chach dong goi: ..................
— N0 SAN XUAL ...
— SO18 SAN XUAL:. ...

Pon vi di tién hanh thu hdi nhu sau:

Tong s0 lugng thudc | py kién bién

" L v, Ghi cha
Ban ra | Thu hoi phap xuw ly

Stt | Noi tién hanh thu héi

Ngudi phu trach chuyén mén vé duoc

(Ky, ghi ré ho tén va déng ddu)
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Tén co sé CONG HOA XA HOI CHU NGHIA VIET NAM

Doc 1ap - Tu do - Hanh phic
..... , ngay... thang... nam 20...

HO SO THU HOI THUOC

Chung t6i gébm (ghi 1 ho tén, chuc trach timg thanh vién):

dugc giao nhiém vu thu hoi thuéc khong dat chat luong theo cong vin

Yo J ngay...thang...ndm...cla.............ooiiiiiiiii i
D tién hanh thu hdi tai: ...........ocooveeiiireeiinn.. gdm céc noi dung sau:
A 2 .| S6 S6 16 ,
Tén thuoc | Pon vi . Don vi . 4.
Stt nong d9, ham lwon tinh | lwgng | san san xuit | Ghi chu
£40, ng thu hoi | xuat
Khach hang Cac thanh vién Dai dién co sé bdn 16 thuéc
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Tén co s&
Doc lap - Tu do - Hanh phic
..... , ngay... thang... nam 20...
BIEN BAN HUY THUOC
Thuc hién quyét dinh  sb................ , ngay... thang... nam... cua
.......................... vé viéc huy thudc khong dat chit luong, thudc qué han ding.
Hom nay, ngay...... thang... nam....... tai (tén dia diém huy thudc):

Hoi dong huy thube duge thanh lap theo quyét dinh sé: ...ngdy...thang...nam......
CUA tvtieiieieeeee e, gdm co: (ghi 15 tén, chtrc danh)

ba chiing kién va tién hanh huy cac thudce sau:

CONG HOA XA HOI CHU NGHIA VIET NAM

So
lugng | 4

Tén thubc Tén domn vi thudc thube Chénh

Stt [ ndng d9, ham [S616 | ., ., |hiy léch | Ghichi
san xuat thuc

lwgng theo hﬁ. )
chirng y
tw

(*) Néu cé chénh léch giita s6 thudc thie hity va sé heong thudce hity theo chitng tiv
thi phai giai trinh ly do.
Phuong phép huy:
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Bién ban nay lap thanh............ ban, mdi bén giit 01 ban, giri bdo cdo........ ban.

Cac thanh vién tham gia hiy thudc

(ky, ghi ro ho tén, chirc danh)
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Chi tich Hi dong hiy thudc
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TEN CO SO

SO THEO DOI TAC DUNG PHU CUA THUOC

Ngay/thang/nam
ghi nhan phan
anh

nguoi
bénh,
tuoi

Dia chi,
dién
thoai

Ciac thudc di ding

Tén
thuég
néng
do/ham
lugng,
nha san
xuét

Han
dung

Diu
hi¢u
phan
rng

Nguoi
nhan
thong
tin

Hudng
XU tri

Nguoi phu trach chuyén mon vé dugc cta co so
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- MAu b4o c4o phan tng c6 hai ciia thude (co thé tai mau bao cio hodc bio céo truc
tuyén tai http://canhgiacduoc.org.vn)

BAO CAO PHAN UNG CO HAI CUA THUOC | Noi s
THONG TIN VE NGUOT BAQ CAQ, BENH NHAN VA BON VI BAD CAQ
SE PUJC BAOMAT

ADR

A. THONG TIN VE BENH NHAN

3. G tinh
O Nam O
. B

Lo HO V8 B e

B. THONG TIN VE PHAN UNG CO HAI {ADR)

6. Phan img xuat hién sau bao liu (tinh tir lan ding cuoi cing cua thuoc nghi
7. Mo ta bicu hién ADR & Cac xét nghiém lién quan dén phan img

5. Ngiy xuitt hidn phandmg- ./

9. Tien sir (df wmg, thai nghen, nghién thuoc la, nghién rou, bénh gan, bénh
than...)

10 Cach xir tri phan img

11 Mirc d¢ nghiém trong cua phan img

O Tir vong 0O Nhip vién/Kéo déi thii gian nimvién OO Di it thai nhi
O Be doa tinh mang [ Tén tit vinh \.'iém‘n.‘jng né O Khéng nghiém trong
12. Ket qua sau khi xir tri phan img
O Tir vong do ADR ) ) O Chua hE.Ji phuc o HE‘.Ji phue co di chimg O Khéne i
O Tir vong khéng lién quan den thuoe O Bang hoi phuc O Hoi phye khéng c6 di chimg =
C NG TIN VE THUOC NG NGO GAY
4 p Liéu Sé lin _.\_p"t)' ¢i|'f'u tri
STT 13.Thude (tén gﬁ-c vi tén thuromg mai) Eﬁn san S la dﬁ'}" dmi“mir Dm.rn,g -\'Rﬂft'k.l’rangﬁm:rm] Ly do ﬂuns
it mit | mgh/mdn/ | ding  TTpE [ KR thude
lrgng lan | thing- diu | thic

1
iv
STT 1.4'532' khi ngur_l_gn"gl‘am hfu cJua thuge b nghi ng’, phin 15. T sir dung thude bi nghi ng ch xuit hién lai phan img khong?
I_]_ums img co duge cai thién kh.ugg‘_. _ _ _ i - _
img 13.) Co Khing , Khing = |Khongcd thong Cé Khéng Khing tai sir dung Khing c6 thing
= | ngimg/giam licu tin = tin
i [u] ] u] ] jm] a jm] ]
i [u] ] o o [m] a [m] ]
iii o m] o ] jm] a jm] m]
iv [u] ] O ] O ] O ]
16. Cic thuoc ding dong thin (Ngoai trir cde thude dimg dien trifkhde phuc hiu qua cia ADR)
o i Mgay dicu i M S
Tén thudc D::i.t;:au;hc {ngay/thing/nam) Tén thude E:fuii Nedy diuiri (ngiy/hinginim)
i Bitdiu K thic ™ Bidiu Kt thiie

122

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vi



P

17. Bénh gsé moi lidn ! quan i thuoe va ADR

HAN THAM DINH ADR CUA DON V]

0 C¢ kha nang
O Cé thé

O Khing chiic chiin BRI e e e ooy
O Chua phin loa
m} K.Ilc‘mgthi;ph:in loai

18, Dom vi tham dinh ADR theo thang nao?

O Thang WHO

Thang
Narmnjo

20. Ho va tén.
Bién thoai lién lac

19. Phin binh luan cua nhan vién v 1 (néu co)

THONG TIN VE NGUO1 BAO CAO

1. Chit ky

Xin chin thanh cam on!

Xin hiy bdo cdo tit ca cic phan ing cb hai
miii anh/chi nghi ngiv. ddc biét khi:

Céc phin img lién quan 161 thude mei

Cic phan wng khong mong mmon hodc chua

dirge hidt dén

Cic phan img nghiém trgng

Tucmg tiic thudie

Thit bai erk. diduri

Cée vin dé ve chit lugng thude

Cic sai 501 trong qud trinh sir dung thuic.

Miu béo cio nay dirge dp dung cho cic phin

'\gm‘n hdio cido o6 thé

"Phéin dinh cho Trung tim DI & ADR Qubc gia

imyg gy ra boic
Thude vi cie ché pham sinh hoc

Vi xin

Ciéc thube b truyén hodc thude cé nguém. g\'ic
dirge lién

Thrc p'hum chie néng.

Bac si

Dhrge si

Nha si

¥ tifdidu dudng/nit hé sinh

Cée nha cung cip dich vu cham séc sic khoe
IC.

HUONG DAN LAM BAO CAO
Cich bio cio:

» Dién théng tin vao miu béo cao

*  Chi cn dicn nhimg phin anh/chi cé thing tu1

« 6 thé dinh kém thém mét vii trang (ncu mau béo cio khéng du khoang tréng dé dién
hay co nhu'ng xét ngh]cm lién quan).

*  Xin hiy g bdo cao ve Trung tim Quibe gia vé Thong tin thudc va Theo dai phan img «
thuic theo cic dia chi s

= Thu: Trung tim Quie gia ui:'nn'mg tin thudc va Theo dai phin img cé hai caa thude
. Trurimg Pat hoc Dwge Ha Noi

13-15 L& Thanh Téng, Quin Hoan Kiém, Ha Ngi

Fax: (024) 3933 5642

1

(f_“" Dign thoai: (024) 3933 5618

m Website: hitpe/ffeanhgiacduoc.org vn
E *‘.‘:_.;‘ Email: di.pveenter@gmail.com

Anh"du c6 thé liy mau bio cdo ndy tai khoa Duge, phong K¢ hoach téng hep
ctia bénh vién hode tai tir trang web hitp://canhgincduoc.org.vn. Néu co bt ky thic
miic nio. anh/chi cd thé lién hé véi Trung tim Quéc gia vé Thong tin thudc va Theo
ddi phin (mg cd hai cua thude theo sé dign thoai (024) 3933 5618 hodc theo dia chi

email di. gvcen:eg"g gmml com.

I.  Girl xic nhin tdl don vi bdo cio a 3. Phanimg da cé trong v van/SPCACSDL m]
2. Phan logi phan img . 4. Nhip di liéu vao hé co sir dit ligu quéc gia o

O Thude mdi O Thuoc ci o e - " —

I Nghiém trong O Khéng nghiém trong 5. Nhap dif lidu vio phan mem Vigiflow O
6. Mirc dg nghiém trong caa phan ing

O e doa dnh mang/ giy vl vong O Nhip \.lcm’l\m i thii 5mn nim vién O Gy di tiu'tan o O Lién quan 1di lam dungiphy tude thude

: Ngi Ny guri

7. Giri bio cdo 161 hi déng thim dinh o j "‘:,L"’ ‘ 8 G bio cdo cho UMC | o _f“ ‘:"’

9. Ket qua tham dinh
O Chiic chin
O € kha ning
O Cathé

O Khong chie chin
O Chura phin loai
O Khing thé phin logi

10, Mguin quan 1y bio céo

1. Ny do 12, Chirky
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TEN CO SO

SO THEO DOI XU LY KHIEU NAI CUA KHACH HANG

Ho  tén | Dia chi, .
Ngay kh.éch P | Noi dung khiéu | Ngudi nhian | Hwéng xir
thang | So dién thoai | ,.; thong tin tri
hang (néu co)
Nguoi phu trach chuyén mén vé duge cia co
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E. Quy trinh quan Iy thudc kiém soat dic biét

El. Quy trinh qudn Iy thuéc kiém sodt dic bigt (thuoc gdy nghién, thuéc hwong
thén, thudc tién chit)

1. Muc dich yéu ciu

Quy trinh nhim huéng dan viée 1ap du tri, mua, ban, tiép nhan, kiém soat, bao
quan, bao céo va hay cac thudc phai kiém soat dic biét 1a thude gay nghién, thude
huéng than, thudc tién chat.

2. Pham vi ap dung

Ap dung cho thubc phai kiém soat dic biét 1a thudc gay nghién, thuéc hudng
than, thudc tién chat dugc ban 1é tai nha thude.

3. Pdi twong thuc hién

- Nguoi phu trach chuyén mon vé dugc cta nha thude
- Nhan vién ctia nha thude

4. Noi dung quy trinh

4.1. So' d6 quy trinh

Nguwoi thyce hién Trinh ty thywe hién Dién giai

Ngudi phu trach chuyén mén | Lap don hang mua thudc phai kiém | 4.2.1
nha thubc va nhan vién nha | soat dic biét (thuéc giy nghién,
thude thudc huéng than, thudc tién chat),
gi SO Y té dia phuong chd phé
duyét

Nguodi phu trich chuyén mén | Mua tiép nhan va kiém soat cac |4.2.2
nha thudc va nhan vién nha | thuc phai kiém soat dic biét (chi
thude duoc mua khi dugc phé duyét cua
S6'Y té dia phuong

Nguoi phu trich chuyén mén | Bao quan cac thudc phai kiém soét | 4.2.3
nha thudc va nhan vién nha | dic biét
thudc
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Nguoi phu trach chuyén mén | Ban cac thudc phai kiém soat dic | 4.2.4
nha thuéc va nhan vién nha | biét
thude

Ngudi phu trich chuyén mén | Giao nhan, van chuyén cic thudc | 4.2.5
nha thubc va nhan vién nha phai kiém soat dic biét
thude

Nguoi phu trach chuyén mén | Nhan lai thudc phai kiém soat dic | 4.2.6
nha thudc va nhan vién nha | biét 1a thudc giy nghién
thudc

Nguoi phu trach chuyén mén | Huy (xtr 1y) cac thudc phai kiém | 4.2.7
nha thudc va nhan vién nha | soat dic biét
thude

Nguodi phu trich chuyén mén | Béo céo cac thudc phai kiém soat | 4.2.8
nha thudc va nhan vién nha | dic biét
thudc

4.2.Noi dung quy trinh quén 1y thudc phai kiém soat diic biét

4.2.1. Lap don hang mua thuéc phdi kiém sodt dic bi¢t: 13 thudc gay nghién, thude
huéng than, thude tién chat

- Chi nhimg nha thudc c6 pham vi kinh doanh thubc gy nghién, thudc hudng than,

thude tlen chat méi duoc phép 14p don hang mua thude gay nghién, thudc hudng than,
thudc tién chat.

- Lap don hang mua thuoc gy nghién, thudc hudng than, thube tién chat Nha thuoc
1ap don hang theo mau (Mau s6 19 Phu luc II Nghi dinh 155), gui vé So Y té dia
phuong va chd duge phé duyét theo dung quy dinh. Luu y, Nha thude xin duyét mua
thudc tai mot trong cac Cong ty theo quy dinh cta SO Y té dia phuong.

4.2.2. Mua, tiép nhin, kiém sodt cdc thudc phdi kiém sodt dic bigt: Thubc giy
nghién, thube hudng than, thudc tién chat

- Chi dugc tién hanh mua thudc gay nghién, thudc huéng than, thude tién chat theo
dung don hang dugc SO Y té dia phuong da phé duyét.

- Mua thudc gay nghién, hudng than, tién chat tir Cong ty theo phé duyét ciia S¢' Y té
dia phuong.
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- Mua, tiép nhan va kiém tra 100% thudc nhap vé. Thuc hién theo hudng dan ciia Quy
trinh mua thudc va kiém soat chat luong;

- Phai ¢6 ky nhan day di vao bién ban giao nhan thudc kiém soat dic biét.

- Kiém tra va luu phiéu xuat kho thudc gy nghién, thudc hudng than, thudc tién chat
cua noi cung cap thudc;

- Thudc d3 kiém tra dat yéu cau: Ghi s6 theo mau sé VIII Thong tu 20/2017/TT-BYT
ngay 10/5/2017.

4.2.3. Bio qudn cdc thuéc phdi kiém sodt dic biét:Thudc gay nghién, thuéc hudng
than, thudc tién chat

- Bao quan hang nhép theo huéng dan cta Quy trinh bao quan va theo dbi chét luong
thudc.

- Thubc gay nghién, thudc huéng than, thudc tién chat phai bao quan trong ta riéng
hodc ngan riéng c6 khoda chac chan.

- Ngay sau khi tiép nhan thubc co chat luong dat yéu cau, ngudi nhan thube chuyén
ngay cac thuoc nay vao noi bao quan khu vuc rié€ng biét, cd bién phap ddm bao an
toan va an ninh theo quy dinh.

- Thudc phai kiém soat dic biét 1a thudc giy nghién, thudc huéng than, thude tién chét
c6 ché do kiém soat dinh ky hang thang, moi thang mot 1an vao cudi thang: hinh thuc
kiém soat 100% so lugng thuoc.

4.2.4. Bdn cdc thuéc phdi kiém sodt dic biét: Thuoc gdy nghién, thuoc hwdng than,
thudc tién chdt

- Ban thudc gdy nghién, thudc huéng than, thudc tién chat theo don thudc, bao dam

an toan cho ngudi sir dung va dung quy ché chuyén mon quy dinh.

- Ban thudc co ban thuc hién theo Quy trinh ban thudc, thong tin, tu van huéng dan
str dung thudc phai ké don. Kiém tra tinh hop 1& ctia don thudc va ban thude phai thyuc
hién theo quy dinh cip/ban thudc dbi véi thude gy nghién, thuée huéng than, thude tién
chét duoc quy dinh trong TT TT 52/2017/TT-BYT va TT 18/2018/TT-BYT (quy dinh vé

don thudc va viéc ké don thudc hoa dugc, sinh pham trong diéu tri ngoai tri)

- Nguoi chiu trach nhiém ban 1¢ thude gy nghién phai 13 ngudi co bang tot nghiép dai
hoc nganh dugc trd 1én;

- Ngudi chiu trach nhiém bén 16 thudc hudng than, thudc tién chat phai 1a nguoi c6
bang t6t nghiép trung cap nganh duoc tro 1én.
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- Luu Don thube “N”, Don thude “H” ban chinh tai co s& sau khi ban, thoi gian luu 02
nam ké tir khi thudc hét han str dung.

- Ghi s6 theo dbi xut, nhap, ton kho theo mau sb tai Phu luc VIII kém theo Thong tu
20/2017/TT-BYT ngay 10/5/2017.

- Ghi s6 theo ddi thong tin chi tiét khach hang theo mau s6 quy dinh tai Phu luc XXI
kém theo Thong tu 20/2017/TT-BYT ngay 10/5/2017

4.2.5. Giao nhidn va vin chuyén cdc thudc phdi kiém sodt dic bigt: Thudc gay
nghién, thuéc hiedng than, thudc tién chat.

- Giao nhan, van chuyén thudc gdy nghién, thubc huéng than, thudc tién chat,
phai 14 nguoi tot nghiép trung cp duoc tro 1én.

- Nguoi van chuyén thude gy nghién, thudc hudng than, thude tién chat, khi
1am nhiém vu phai mang theo vin ban giao nhiém vu ctia nguoi dimg dau co so, gidy
to tiry than hop 18, hoa don ban hang hodc phiéu xuat kho.

- Khi tién hanh giao, nhan cac thudc giy nghién, thudc hudng than, thude tién
chét, nguyén li¢u lam thudc 1a dugc chat gay nghién, duoc chét hudng than, tién chat
dung 1am thuéc phai c6 Bién ban giao nhan theo mau quy dinh tai mau s 01 tai Phu
luc II ban hanh kém theo NP 54/2017/ND-CP ngay 8/7/2017.

- Khi giao, nhan thuéc, nguoi giao, ngudi nhan thube phai tién hanh kiém tra
ddi chiéu tén thudc, tén nguyén li¢u, néng do, ham luong, sb luong, s6 16 san xuit,
han dung, chat luong thudc vé mit cam quan; phai ky va ghi rd ho tén vao chimg tir
xuét kho, nhap kho.

4.2.6. Nhin lgi thuoc phdi kiém sodt ddic biét la thudc gdy nghién khi nguwoi bénh
sir dung khong hét:

- Khi nguoi bénh khong sir dung hoic str dung khong hét thudc gay nghién: nha
thude phai thuc hién nhan lai thudc va 1ap bién ban nhan lai thude gay nghién theo
mau bién ban quy dinh tai Phu luc XX kém theo Thong tu 20/2017/TT-BYT ngay
10/5/2017.

4.2.7. Hiiy (xit Iy) cdc thudc phdi kiém sodt diic bigt: Thuoc gdy nghién, thuoc huéng
than, thuéc tién chat

Huy cac thude gay nghién, hudéng than, tién chit duge thuc hién theo quy dinh tai diéu
48 va cua Nghi dinh 54/2017/ND-CP
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- Phai ¢6 van ban dé nghi huy gui S6'Y té dia phuong, trong d6 phai ghi 1 tén thudc,
nong dé hoac ham luong, s6 luong, 1y do xin huy, phuong phap huy.

- Viéce hity thudc gay nghién, thudc hudng than, thude tién chat chi dugc thuc hién sau
khi ¢6 cong van cho phép ctia S§ Y t€ dia phuong

- Khi hity thudc phai 1ap Hoi dong hity thuoc va 1ap bién ban huy thude, gidm sat viée
huy thuoc

- Thude huy s¢ chuyén cho co s c¢6 chtc ning xir Iy chét thai y t& co hop dong véi
cong ty dé huy theo quy dinh.

- Lam ho so huy tai co so.

- Sau khi huy thudc phai gui bao cdo viéc huy thudc cho S& Y té dja phuong (kém
theo bién ban huy thudc).

4.2.8. Bdo cdo cdc Thudc phdi kiém sodt dic bigt: Thudc giy nghién, thudc huwéng
thc’z“n, thuéc tién chit.

- Béo cao dinh ky giri SO Y té noi co so dat tru sd: bao cao 06 (sau) thang va
bao cdo nam (trude ngay 15 thang 7 va trude ngay 15 thang 01 hang nam) twong Ung
vé viéc xuét, nhap, ton kho, str dung thude gay nghién, thude hudng than, thudc tién
chat.

- MAu bao cao dinh ky: theo miu s6 13 tai phu lyc II ban hanh kém theo Nghi
dinh 54/2017/ND-CP

- B4o cdo dot xudt: khi phat hién nham 1an, thit thoat, nguoi phu trach chuyén
mén vé dugc cua nha thude phai lap bao cdo theo mau bao céo s6 14 tai Phu lyc II
Nghi dinh 54/2017/ND-CP ngay 8/5/2017 va giii béo céo vé S¢' Y té dia phuong trong
vong 48 gid ké tir khi phét hién nham 1an, that thoat.
4.3. Biéu miu 4p dung
- Pon hang mua thudc gay nghién, thudc hudng than, thude tién chat
- Bién ban giao nhan thudc gy nghién, thudc hudng than, thudc tién chat
- S6 theo ddi xudt, nhap, ton kho thudc gy nghién, thuéc huéng than, thude tién chat
- S0 theo di thong tin chi tiét khach hang mua thudc gy nghién, thudc hudng than,

thudc tién chat

- Bién ban nhan lai thudc gy nghién
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- B4o cdo xuat, nhap, ton kho, st dung thudc gay nghién, thudc hudng than, thude tién
chét

- Béo céo trong trudng hop thit thoat, nhim 1an thudc giy nghién, thudc hudng than,
thudc tién chat

- Phiéu xuat kho thudc giy nghién, thudc hudng than, thudc tién chat ciia noi cung cip
thude

- Cam két vé sir dung thudc gy nghién cho nguoi bénh

- Gidy x4c nhan nguoi bénh can tiép tuc diéu trj giam dau bang thudc gay nghién cua
Tramy té x4, phuong, thi trin (néu co).

4.4.Hinh thire luu trir:
- Quy trinh nay duoc luu trit trong tap Ho so quy trinh ctia nha thude

- Luu trit hd so, s6 sach va thong tin 1iru trir trén may tinh (phan mém két ndi co so dix
liéu dugc quoc gia) lién quan thuoc phai ki€ém soat dat bi¢t it nhat 02 nam ké tir khi
thudc hét han dung.

130

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



Tén co so:

SO

PON HANG MUA THUOC GAY NGHIEN, THUOC HUONG THAN,

THUOC TIEN CHAT

Kinh Ui .o
Tén thuéc, Phan bao cao ky truéce
hoat chat, . R .
dang  bao (tir ngay....dén ngay...)
ché, non X .
gomam  [Ponfd : ] 5 e
TT}. . i fuong So SO (S0 lwgngDuyét |chd
lrong, quy"* |2 10N ihua
ich dongftinh to‘n kho wong Tong llr(.)”{ng lkho
5 ® ky hap 50 uat cubi
201 truéc  [trong trong I
chuyén ky ky Y
lsang
(1) (2) 3) (4 (5) (6 () [(®* (9
Noi nhgn: .. ) S6: oo NGAY ...
\ ngay...thang...nam... thang..... nam......
- Nhu trén; NGUOI sy 8 , &
, LAP BAO NGUOI DAI DIEN Chap thuan cta co quan quan
-Lwutaico “c40 PHAP LUAT/NGUOI Iy
80. PUOQC UY QUYEN .
Don hang nay

(Ky, ghi r6 ho tén, chuc

dong dau (néu cé))

danh
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gdm....trang.....khoan
Puogc mua tai cong ty........

Don hang nay c6 gia tri mot
nam ké tr ngay ky ban hanh

CO QUAN CHAP THUAN
(Ky tén, déng dau)
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- B6i voi cac co so kinh doanh thude gy nghién, thude hudng than, thudc tién chat:
Kém theo tai li¢u ghi r0 tén va dia chi khach hang, s6 lugng, ngay ban.

- bon hang mua thudc duge lam thanh 03 ban (co so luu 01 ban, noi ban 01 ban,
co quan chap thuan luu 01 ban).
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BIEN BAN GIAO NHAN THUOC GAY NGHIEN, THUOC HUONG THAN,
THUOC TIEN CHAT

1. Tén co sé giao:

- Pia chi:

- Nguoi giao:

- S6 CMND/Thé cin cudc/Ho chiéu/Céc gidy to twong duong khac:
Noi cép: Ngay cap:

2. Tén co s¢ nhan:

- Pia chi:

- Nguoi nhan:

- S6 CMND/ Thé can cude/ Ho chiéu/ Cac gidy to twong duong khac:
Noi cap: Ngay cap:

3. Danh muc mét hang giao nhén:

TT | Nguyén li¢uw/Tén [Don vi S6 So héa S6 Giay dang ky luu | Ghi
thuoc, dang bao | tinh | lwgng | don/so hanh/so giay phép | chu

ché, ndng dé/ham phiéu xuit [nhap khiau/Cong vin
lwgng, quy cach kho hoic don hang duyét
dong goi mua
(D (2 3 @ 6) (7)

1

4. Thoi gian giao nhan: (Cac) mat hang trén dugc giao, nhan vao...gid...phut

ngdy .....thang ....nam ...........

5. Pia diém giao nhan (Ghi chi tiét dia chi thuc té giao nhan):

6. Cam két:

Céc thudc da duogc giao nhan day du theo Danh muc mit hang ghi tai Bién Ban nay.

Bién ban nay duoc hai bén thong nhét va 1ap thanh 02 ban, mdi bén giir 01 ban.
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BEN GIAO
(Ky va ghi ro ho tén)

! Pia danh bén nhan dong tru s&
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......... ngay thang  nam
BEN NHAN
(Ky va ghi ro ho tén)
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SO THEO DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC
HUONG THAN, THUOC TIEN CHAT

(Bit ddu sir dung tir.... dén.....)

Tén thudc, néng dO/ ham TUQNE: ...ooovvviiieiiieeee e

807050 AT IR 4101+ R
So S6 lwong )
NEY | Noi xudt, nhap | SHUNE , 5010, han | oyh g
thang tir xuat, Nhap | Xuat |Con lai dung
nhap ) )
O @ (3) (4 (5) (6) (7) (8)

* S6 dugc danh s6 trang tir 01 dén hét, va dong dau giap lai

* Mbi thudc phai danh mot sb trang riéng, s trang nhiéu hay it tuy loai thudc xuét,

nhap nhiéu hay it.
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SO THEO DOI THONG TIN CHI TIET KHACH HANG

(Bit dau sir dung tir.... dén.....)

Ngay | 50 | Ten thuoc. | Hoatchat, w, o o S0 pen ypich|bia | Ghi
. tht |Quy cach dong[nong do/ ham| lwgng . ) .
thang s tinh A hang chi | chu
tw g0i lwong ban
O @ 3 4 (5) (6) (7 _1®

* S6 duoc danh sb trang tir 01 dén hét
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CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

BIEN BAN NHAN THUOC GAY NGHIEN
1. Tén nguoi giao:
- Pia chi:
- S6 CMTND/ Thé cin cude/ Ho chiéu/ Cac gidy to twong dwong khac:
Noi cap: Ngay cap:
2.Tén co s& ban 1é:
- Chii nha thude:
- Pia chi:

3. Danh muc méat hang nhan:

Tén thudc, dang bao ché, nong
TT | do/ ham luwgng, quy cach dong
goi

Don vi

tinh SO lwgng| Ly do nhan lai [Ghi chu

1

2

4. Thoi gian giao nhan: (Cic) mat hang trén dugc giao, nhan vao....gid....phut
ngay...... thang.....nam....

5. Pia diém giao nhan (Ghi chi tiét dia chi thuc té giao nhan):

Bién ban nay duoc hai bén thdng nhét va 1ap thanh 02 ban, mdi bén gitr 01 ban.

........ ,ngay thang nam.....
BEN GIAO BEN NHAN
(Ky va ghi ro ho tén) (Ky va ghi ro ho tén)
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S0 ettt ee e et et —e et ae et —a——aan——a—aa————a————

BAO CAO XUAT, NHAP, TON KHO, SUDUNG THUOC GAY NGHIEN,
THUOC HUONG THAN, THUOC TIEN CHAT

(Tw ngay......... dén ngay...........)
Kinh glris. ..o
Tén thu(')c,, S(f) lwong | ] sS4
dang bao che, ([Pon| ton kho (So lwong|...z (S0 lwgng A
X\ A . . . A Tong £ lwgng [ Ton kho
TT | nong do/ham | vi | ky trwde | nhip A xuat Koy s
: , 2 S .| SO .| hao cuoi ky
lwgng, quy [tinh| chuyén [trong ky trong ky hut
cach dong goi sang :

(D) (2) A @ ) (6) 7N | ®F )

.......... ngay  thang  nam
Noi nhdn: Dai dién don vi ** ,
- Nhu trén (Ky, ghi ro ho tén, churc danh dong dau (néu co))

- Luu tai co so

* S0 luong hao hut bao gom ca hdng, vd, hét han dung... néu c6, can bdo cédo chi tiét

** Nguoi dai dién phap luat hodc ngudi phu trach chuyén mén dugc uy quyén hoic

cap ph6 ctia nguoi dai dién phap luat dugc oy quyén
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Tén co so:
So:

BAO CAO TRONG TRUONG HQP THAT THOAT, NHAM LAN THUOC
GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT

Kinh gtri:
T§n thudc, dang bao ché, Pon vi S(f) lwgng Bién pha
TT | nong do/ham lwong, quy , . * |that thoat, | Ly do ¥ PUAP \Ghi chi
. . ‘e tinh A 1% xu ly
cach dong goi nham lan
(1) 2 3) 4 (5) (6) (7)

.......... ngay  thang  nam

Noi nhan: baidién donvi* ,
- Nhu trén (Ky, ghi ro ho tén, churc danh dong ddau (néu co))

- Luu tai co so

* Nguoi dai dién phap luat hodc nguoi phu trach chuyén mon duge uy quyén hodc cap
pho cta nguoi dai dién phap luat dugc uy quyén
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E.2. Quy trinh quan Iy thudc kiém soat dic biét (Thudc dang phdi hop cé chira
dugc chat gay nghién, thuéc dang ph()i hgp co6 chwra duge chit hwdng thz‘ln, thudc
dang ph01 hop co chira tién chat thudc doc, thuoc trong danh muc thudc, dwgc
chat thuoc danh muc chit bi cAm trong mot s0 nganh, linh vuc)

1. Muc dich yéu ciu

Quy trinh nhim huéng din viéc mua, ban, tiép nhan, kiém soat, bao quan, bao
c4o0 va huy cac thude phai kiém soat ddc biét. Thuc dang phdi hop c6 chira duge chat
gdy nghién, thubc dang phdi hop c6 chira dugc chat hudng than, thude dang phdi hop
c6 chira tién chét, thudc doc, thude trong danh muc thude, duge chat thuoc danh muc
chit bi cAm trong mot $6 nganh, linh vyc.

2. Pham vi ap dung

Ap dung cho tat ca cac thude phai kiém soat dic biét duoc béan 16 tai nha thudc,
Cu thé: Thudc dang phdi hop co chira duoc chat gay nghién, thudc dang phdi hop co
chira duoc chét huong than, thudc dang phéi hop c6 chira tién chat, Thudc ddc,
Thudc trong danh muc thudc , duoc chat thude danh muc chit bi cAm st dung trong
mot sb nganh, linh vyc.

3. Pdi twong thuc hién

- Ngudi phu trach chuyén mon vé dugc
- Nhan vién

4.N¢i dung quy trinh

4.1. So d6 quy trinh

Nguoi thue hién Trinh ty thywe hién Dién giai

Nguoi phu trach chuyén mén va | Mua, tiép nhin va kiém soat cac | 4.2.1
nhan vién thube phai kiém soét dic biét

Nguoi phu trach chuyén mén va | Bao quan céc thudc phai kiém soat | 4.2.2
nhan vién dac biét

Nguoi phu trach chuyén mén va | Ban cac thudc phai kiém soat dic | 4.2.3
nhan vién biét

Nguoi phu trach chuyén mén va | Giao nhan, van chuyén cac thudc | 4.2.4
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nhan vién phai ki€m soat dac biét

Nguoi phu trach chuyén mén va | Hay(xir 1y) cac thude phai kiém soat | 4.2.5
nhan vién dac biét

Nguoi phu trach chuyén mén va | Bao cdo cac thude phai kiém soat | 4.2.6
nhan vién dac biét

4.2.Noi dung quy trinh quan ly kinh doanh thudc phai kiém soat dic biét

4.2.1. Mua, tiép nhin, kiém sodt cdc thubc phdi kiém sodt dic biét: Thudc dang
phéi hop c6 chira duge chat gdy nghién, thudc dang phdi hop cé chira duge chat
hudng than, thuéc dang phdi hop co chira tién chét, thude doc, thude trong danh muc
thudc dugc chat thudc danh muc chét bi cAm trong mot $6 nganh, linh vuc

- Mua t,iép nhan thudc thue hién theo huéng dan cua Quy trinh mua thudc va kiém
soat chat lugng

- Mua thudc phai kiém soat dic biét: tir cong ty duogc co glay phép du diéu kién kinh
doanh duogc theo quy dinh, c6 pham vi kinh doanh thudc phai kiém soat dic biét
(Thudc dang phdi hop co chia duge chit gay nghién, thubc dang phdi hop c6 chira
dugc chét huodng than, thudc doc, thube trong danh muc thude duoc chit thudoe danh
muc chét bi cAm trong mot sd nganh, linh vuc).

- Pbi vé6i thude dang phdi hop c6 chira tién chat: nha thude chi dugc mua cua co s
ban budn dit dia diem kinh doanh trén dia ban tinh (noi nha thudc dit try s) cd pham
vi kinh doanh thuoc gy nghién, thudc hudng than, thudc tién chat hoic mua cua co
SO dong thoi c6 gidy ching nhan du diéu kién kinh doanh duoc pham vi xuét khau,
nhap khau thube va ban budn thude.

- Thube duoc kiém nhap trude khi dua vao khu vuc ri€ng biét va 1ap bién ban kiém
nhap.

4.2.2. Bdo qudn cdc thuéc phdi kiém sodt dic biét: Thuoc dang phdi hop cé chira
duwge chdt gdy nghién, thuéc dang phoi hop cé chira diege chdt hwdng than, thudc
dang phoi hop cé chira tién chat, thuéc djc, thudce trong danh muc thude dwoc chat
thudc danh muc chat bi cam trong mot 56 nganh, linh viec

- Bao quan theo huéng dan ciia Quy trinh bao quan va theo ddi chét lugng thube

- Ngay sau khi tiép nhan thudc dat yéu cau, ngudi nhan thude chuyén ngay cac thude
nay vao noi bao quan khu vuc riéng biét, cd bi€n phdp dam bdo an toan va an ninh
theo quy dinh.
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- C6 ché d6 kiém sodt dinh ky hang thang, mdi thang mot 1an vao cudi thang: hinh
thire kiém soat 100% sb luong thude phai kiém soat dic biét (Thuoc dang ph01 hop cé
chtra dugc chat gay nghién, thude dang phdi hop ¢6 chira duge chat hudng than, thubc
dang phdi hop co chua tlen chét, thuoc doc, thudc trong danh myc thudc dugc chat
thudc danh muc chét bi cAm trong mot sb nganh, linh vuc)

4.2.3. Bdn cdc thuéc phdi kiém sodt diic biét: Thuoc dang phdi hop cé chira dwoc
chat gdy nghién, thuoc dang phéi hop c6 chira dwoc chat huéng than, thuoc dang
phéi hop co chira tien chat, thuéc doc, thuée trong danh muc thuéc duoc chat thuoc
danh muc chdt bi cam trong mot sO nganh, linh vuc

- V6i cac thude dugce phén logi a thude phai ké don thyc hign ban thudc theo quy dinh
cua thudc ké don va hudng dan theo quy trinh ban thude, thong tin, tu van huong dan
st dung thudc phai ké don

- Véi cac thgéc duogc phan loai 1a thude khong ké don thyc hién ban thudc theo quy
dinh cua thudc khong ké don va hudng dan theo quy trinh ban thude, thong tin, tu van
hudng dan st dung thudc khong ké don

- C6 ché d6 sd sach hodc sir dung may tinh (phan mém két n01 dir liéu dugc quc gia)
theo ddi viéc xuét nhap ton va s6 theo ddi thong tin chi tiét khach hang mua thudc
phai kiém soat dic biét 1a thudc dang phdi hop co chira dugce chat gay nghién, thudc
dang phéi hop c6 chira duoc chat hudng than, thudc dang phéi hop c6 chira tlen chét,
thudc doc, thudc trong danh muc thude dugc chat thude danh muc chéat bi cAm trong
mot sb nganh, linh vyc.

4.24. Giao nhdn va vin chuyén cdc thuéc phii kiém sodt dic biét: Thuoc dang phoi
hop c6 chira diegc chdt gay nghién, thuéc dang phoi hop c6 chira dwoc chat hwdng
than, thuéc dang phéi hop cé chiva tién chat, thuoc déc, thudc trong danh muc thuoc
thudc duwoc chat danh muc chdt bi cam trong mot s6 nganh, linh vuc.

- Giao nhén, van chuyén thudc dang phdi hop co chira duge chit giy nghién,
thudc dang phdi hop c6 chia duge chat huéng than, thude dang phdi hop cé chira tién
chét, thudc doc, thudce trong danh muc thudc thudc dugce chit danh muc chat bi cAm
trong mot sd nganh, linh vyc phai la dugc sy trung hoc trd 1én.

4.2.5. Hiiy ( xit Ij) cdc thuéc phdi kiém sodt dic bigt: Thuoc dang phoi hop cé chira
duwge chdt gdy nghién, thuéc dang phoi hop cé chita diege chdt hwdng than, thudc
dang phéi hop co chura tien chdt, thuéc doc, thuée trong danh muc thuéc thuoc duoc
chat danh muc chat bi cam trong mot s6 nganh, linh vuc
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- Huy céc thudc dang phéi hop c6 chira dugc chit gy nghién, thubc dang phoi
hop c6 chura dugc chét huong than, thudc dang phéi hop c6 chura tién chat, thudc doc,
thude trong danh muc thudc thudc duoc chit danh muc chét bi cdm trong mat )
nganh, linh vuc dugc thuc hién theo quy dinh tai diém a khoan 4 va khoan 7 diéu 48
va cua Nghi dinh 54/2017/ND-CP cua Chinh phu.

- Khi huy thudc phai 1ap Hoi dong huay thude va 1ap bién ban hay thude, gidm sat viéc
huy thuoc

- Thudc huy s¢ chuyén cho co s& ¢ chtc ning xir Iy chét thai y t& co hop dong véi
cong ty dé huy theo quy dinh.

- Lam ho so huy tai co so

4.2.6. Bdo cio cdc Thuéc phdi kiém sodt dic bigt: Thuéc dang phéi hop cé chira
dwoc chit giy nghién, thuéc dang phoi hop cé chiva dwgc chit huwéng than, thuédc
dang phoi hop cé chira tién chit.

- B4o céo gui S6 Y Té noi co so dat try so: dinh ky bao cdo 06 thang va bao
cdo nim (trudc ngdy 15 thang 7 va trudc ngdy 15 thang 1 hang nim) twong Gng vé
viéc xuét, nhap, tdn kho thube dang phéi hop ¢6 chira dugc chét gay nghién, thude
dang phéi hop c6 chira dugc chat huéng than, thude dang phdi hop co chira tién chét.

- Miu bao céo: theo mau sd 12 tai phy luc II ban hanh kém theo Nghi dinh
54/2017/ND-CP cua Chinh phu.
4.3. Biéu miu 4p dung

- Bién ban kiém nhap thudc phai kiém soat dic biét: thue dang phdi hop chira
dugc chit gay nghién/ thudc dang phdi hop chira duoc chat hudng than/thude dang
phdi hop chira tién chét

- S6 theo ddi xuat, nhap, ton kho thudc dang phdi hop chtra duoc chat giy nghién,
thudc dang phdi hop chira duge chat hudng than, thube dang phdi hop chua tién chat,
thudc doc, thudc va duoc chit thudc danh muc chét bi cAm sir dung trong mot $6
nganh, linh vuc

- S6 theo ddi thong tin chi tiét khach hang mua thude dang phéi hop chira duoc
chit gay nghién/ thubc dang phdi hop chita duoc chat hudng than/thude dang phdi
hop chura tién chét

- B4o céo xuét, nhap ton, st dung thudc dang phdi hop chira duoc chat gay
nghién/ thubc dang phdi hop chtra duoc chat huéng than/thube dang phdi hop chua
tién chat
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4.4. Hinh thire luu trir:
- Quy trinh nay duoc luu trit trong tap HO so quy trinh cia co sd ban 1¢ thude

- Luu trit hd so, s6 sach/théng tin litu trit trén may tinh (phan mém két ndi co
so dit lidu dugc qubc gia) lién quan thudc phai kiém soat dat biét it nhat 02 nim ké tur
khi thuéc hét han dung.
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BIEN BAN KIEM NHAP THUOC PHAI KIEM SOAT PAC BIET: THUOC
DANG PHOI HQOP CHUA DUQC CHAT GAY NGHIEN/ THUOC DANG
PHOI HQP CHUA DUQC CHAT HUONG THAN/THUOC DANG PHOI HQP

CHUA TIEN CHAT
Hoém nay, hoi ....... gio......... ngay.....thanh ....... nam....... tai nha thude...........
Hoi dong Kiem nhap @0m:  L....oiieniii et
e

ba tién hanh kiém nhép va kiém soat chat lugng cac mat hang sau:

TT | Tén |Pon |SH Quy |Noi |Sé Han |S6 S Nhan | Ghi
thudc, | vi chung | cach |san |kiém | dung | luong | luong | xét chu
néng | tinh | tir dong | xuat | soat hoéa |thyc |cam
do, g0oi (s6 don | nhdp |quan
ham lugng)
luong

Tong s6 mat hang d6 Kiem nhap:...........ooeeeiee e,

Nhan xét va Y Kién d& nghic........ooovneii e

Nguwoi phu trach chuyén mon Nhan vién
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Biéu mau:

SO THEO DOI XUAT, NHAP, TON KHO THUOC DANG PHOI HQP CO
CHUA DUQC CHAT GAY NGHIEN, THUOC DANG PHOI HQP CO CHUA
DUQC CHAT HUONG THAN, THUOC DANG PHOI HQP CO CHUA TIEN

CHAT, THUOC PQC, THUOC VA DUQC CHAT THUQC DANH MUC
CHAT BI CAM SU DUNG TRONG MOQT SO NGANH, LINH VU'C

Tén thudc, néng do/ ham lugng

807070 IRTS I 5101+ R
INDA SAIL XUAL: oot eeee e e et e e e e e ee s eeeseeseseeees s eeeeaeeeseeeesereeeenans
X S6 chirng S6 lwong £ 1A
AEY | Noinhgp | tirxudt, , 30 1% MM | Ghi chig
ang nhap | Nhip | Xuat |Conlai| 18
(D 2 3) 4 3 | © (7) (8)

* S6 duoc danh so trang tir 01 dén hét.
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Tén co so:
So:

SO THEO DOI THONG TIN CHI TIET KHACH HANG MUA THUOC DANG
PHOI HOP CHUA DUQC CHAT GAY NGHIEN/ THUOC DANG PHOI HQP
CHUA DUQC CHAT HUONG THAN/THUOC DANG PHOI HQP CHUA

TIEN CHAT
stt | Ngay Tén Hoat | Pon So Tén | Piachi | Ghi
thang thudc, chit, vi lwgng | khach chu
quy cach | ndng do, | tinh ban hang
dong goi ham
lwgng
M @ 3) 4 (5 (6) (7) (8)

........ ngay thang nam

Nguwoi dai dién trueée phap luit/ Ngwoi dwoe iy quyén
(Ky, ghi ré ho tén, chirc danh, déng dau (néu c6)
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Tén co s0:

S6

BAO CAO XUAT, NHAP TON, SUDUNG THUOC DANG PHOI HQP CHUA
DUQC CHAT GAY NGHIEN/ THUOC DANG PHOI HQP CHUA DUQC
CHAT HUONG THAN/THUOC DANG PHOI HQP CHUA TIEN CHAT

Kinh gl .o

\TT | Tén | Than Tén S6 | Po| S6 S6 | Ton| SO | Ton| S6

thud h dugc giz‘iy n | lwgng | lwong | g ) kho | lwgng
¢, | phan, chat phé | vi ton nhap lqu?g cudi| hao
dang | ndng | GN/TH/ | p | tin | kho | trong Xuat ky | hut
bao | d, | TCham |nhd | h | ky | ky trong
ché, | ham | lwongcé | p trude ky
quy | lwgng | trong 1 kha chuyé
cach donvida| u n
dong chia lidu sang
g0i , hoac
chwa

chia liéu

(D] @ G| @ ) © | | ©®
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S6 luong hao hut bao gdm ca hong, vé hét han ding. ... Néu c¢6 can bao céo chi tiét
Ch ¥: s6 luong béo cdo phai duoc cip nhat ngdy trude thoi gian 14p don hang dé nghi
B4o cdo phai kém theo danh sach chi tiét tén, dia chi khach hang theo timg 1an xuét
hang

Noi nhan:

-Nhu trén:

-Luu tai co so.

......... ,ngay thang nam

Nguwoi dai dién trwéc phap ludt/ Nguwoi dwoc Gy quyén
(Ky, ghi ré ho tén, chirc danh, déng ddu (néu co)
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PHU LUC

TT S6 phu Noi dung
luc

1. PL1 Danh muc thudc khong ké don

2. PL2 Danh muc thudc han ché ban 1é

3. PL3 Danh muc thudc ddc va nguyén liéu doc lam thudc

4 PL4 Danh muc thuéc,’dwqc chit thudc danh muc chit bj cam sir
dung trong mot so0 nganh, linh vuc

5 PLS Danh muc dwoc chit gy nghién

6 PL6 Danh muc dwoc chat huéng than

7 PL7 Danh muc tién chat ding lam thudc

8 PLS Bang gioi han nfﬁng’ dd, ham lwong duge chat giy nghién
trong thuoc dang phoi hgp

9 PL9 Bang giéi han nong @, ham lwong dwoc chat huwéng than
trong thuoc dang

10 PL10 Bang gioi han ndng d9, ham lwong tién chat diung lam thudc

trong thuoc dang
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(Ban hanh kém theo Théng tw sé: 07/2017/TT-BYT ngdy 03 thdng 5 nam 2017 ciia Bé

PHU LUC 1
DANH MUC THUOC KHONG KE PON

trieong Bo Y té)

I. DANH MUC THUOC HOA DUQC VA SINH PHAM KHONG KE PON

IDu’(‘)’ng dung, dang bao Cac auv dinh
TT (Thanh phin hoat chit ché, gi6i han ham LA
) A oA cu thé khac
lwgng, nong do :
1 JAcetylcystein Uébng: cac dang
2 |Acetylleucin Uébng: cac dang
Acid acetylsalicylic (Aspirin) dang
don thanh phan hodc phoi hop véi , Vo1 chi dinh
3  [Vitamin C va/hoac Acid citric Uong: cac dang gi’ém dgu, ha
va/hoac Natri bicarbonat va/hoac sot, chong viém
Natri salicylat
Acid alginic (Natri Alginat) don ’
4 tthanh phan hay phoi hop voi cac hop {Uong: cac dang
chat cia nhom, magnesisi
Acid amin don thanh phan hodc phdi Vi chi .dmh ].30
5 |hop (bao gdm ca dang phdi hop véi  [Udng: cac dang pUnE E.ICId amin,
e, ' . ' ' vitamin cho co
cac Vitamin) 2
the
6 AC{d ammob_enzow (Acid para Ubng: céc dang
aminobenzoic)
- Acid benzoic don thanh phan hoic Dung ngoal
pho1 hop Udbng: vién ngdm
8 Dung ngoai

Acid boric don thanh phan hodc phbi

151

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



hop

Thudc tra mat

Acid citric phoi hop voi cac mudi

9 hatri, kali Uong: cac dang
, Thudc tra mét, tra miii voi1
Acid cromoglicic va cac dang mudi  |gi¢i han nong do tinh
10 . ) .
cromoglicat theo acid cromoglicic <
2%
11 [Acid dimecrotic Ubng: cac dang
Acid folic don thanh phan hogc phéi Vi chi dinh
R TR I chong thiéu
12 |hop véi sat va’hodc cac Vitamin Udng: cac dang . 3R
. . X . mau, bo sung
nhoém B, khoang chat, sorbitol . ~
dinh dudng
Acid glycyrrhizinic (Glycyrrhizinat) Udbng: cac dang, bao gom
13 pho1 hop v61 mot so hoat chat khac  ca dang vién ngdm
nhu Chlorpheniramin maleat, DL-
methylephedrin, Cafein... Dung ngoai
14 ﬁmd lactic don thanh phan hoac phoi Ding ngodi
op
15 |Acid mefenamic Udbng: cac dang
Acid salicylic don thanh phﬁp hodc
phoi hop trong cac thanh pham dung | ..
16 ngoai (phoi hop Lactic acid; Luu Dung ngoal
huynh két tua...)
Dung ngoai: thuéc boi
17 |Acyclovir ngoai da véi nong do
Acyclovir < 5%
18 |Albendazol Uéng: cac dang ;/iﬁ;(:hl dinh tr
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Alcol diclorobenzyl dang phdi hop

19 trong cac thanh pham vién ngam Uong: vien ngam
20 |Alcol polyvinyl Duing ngoai
b1 Alimemazin tartrat (Trimeprazin Ubng: cac dang

tartrat)

22

Allantoin dang phéi hop trong cac
thanh pham dung ngoai, thuoc dat hau
mon (Cao cepae fluid; ...)

Duing ngoai

Thudc dit hau mon

23

Allatoin phéi hop v6i cac Vitamin
va/hoac Chondroitin

Thudc tra méat

24

Almagat

Uébng: cac dang

25

Ambroxol don thanh pl}ﬁn hodc phéi
hop trong cac thanh pham thudc ho,
ha nhiét, gidam dau

Ubng: cac dang véi gi6i
han hoat chat nhu sau:

| D3 chia liéu Ambroxol
clorhydrat <30mg/don vi

- Chua chia liéu:
Ambroxol clorhydrat <
0,8%

26

Amylase dang don thanh phan hoic
phdi hop voi Protease va/hodc Lipase
va/hoac Cellulase

Ubng: cac dang

27

Amylmetacresol dang phdi hop trong
cac thanh pham vién ngdm (nhu véi
cac tinh dau, Bacitracin...)

Uong: vién ngam

28

Argyron

Thudc tra mat

Duing ngoai
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29

Aspartam

Ubng: cac dang

30

Aspartat don thanh phan hodc phdi
hop

Udbng: cac dang

31 [Attapulgit Udng: cac dang
32 |Azelastin Thudc tra mit, tra miii
33 |Bac Sulphadiazin Dung ngoai
Bag:itracin phéi hop v61 mot §6 hoat
34 chat khac trong cac thanh pham vién Ubne: vidn nedm
ngam (phoi hop véi Neomycin sulfat; & &t
Amylocain; Tixocortol...)
Thudc tra mii: dang khi
dung voi gioi han licu
. . dung to1 da 1 ngay <400
35 [Beclomethason dipropionat mcg, dong goi <200 li A
tinh theo hoat chat khong
cO muoi)
Benzalkonium phéi hop trong céac
thanh pham dung ngoai (véi Cholin; |, .
. o . Dung ngoai
acid salicylic; Nystatin;
36 [ : ,
Diiodohydroxyquin ...), trong cac \Vicn neAm
thanh pham vién ngém (véi 8
Tyrothricin, Bacitracin, tinh dau...)
Dung ngoai: cac dang voi
2101 han Benzocain <
) 10%;
37 |Benzocain dang phoi hgp
Vién dat hdu mon
Ubng: vién ngdm
38

Benzoyl peroxid don thanh phan hoic

Dung ngoai: cac dang voi
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phdi hop véi Iod va/hodc luu huynh

iGi han nong d6 < 10%

39

Benzydamin Hydrochlorid don thanh
phan hodc phoi hop

Dung ngoai: kem boi
niém mac miéng, nudc
xuc mi¢ng, thude xit hong

Uong: vién ngadm

40

Benzydamin salicylat don thanh phan
hoac phoi hop

Duing ngoai

41

Benzyl benzoat phéi hop trong céc
thanh pham dung ngoai (voi cac tinh
dau, Con Isopropyl...)

Dung ngoai: cac dang

Miéng dan

42

Berberin

Ubng: cac dang

43

Biclotymol don thanh phan hodc phdi
hop vo1 Enoxolon va/hodc
Phenylephrin hydrochlorid va/hoac
Clorpheniramin maleat va/hogc tinh
dau

Duing ngoai
Thuoc tra mui

Uong: vién ngadm

44

Bifonazol don thanh phan hogc phdi
hop voi Urea

Duing ngoai

Ubng: cac dang da chia

45 |Bisacodyl lidu véi ham lwong <
10mg/don vi
46 [Bismuth dang mudi Uébng: cac dang Ch,l dinh d,l cu trl
chung ¢ noéng
47 |Boldine Uébng: cac dang

48

Brgmhexin Hydrochlorid don thanh
phan hodc phdi hop trong cac thanh
pham thudc ho, ha nhiét, giam dau

Ubng: cac dang véi gidi
han Bromhexin
Hydrochlorid nhu sau:

- Pi chia liéu < 8mg/don
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Vi
L Chua chia liéu < 0,8%

Thudc d3t hau mon

49

Bromelain don thanh phan hodc phéi
hop voi Trypsin

Uébng: cac dang

50

Brompheniramin maleat don thanh
phan hodc phoi hop trong cac thanh
pham thudc ho, ha nhiét, giam dau

Ubng: cac dang

Thudc tra mii: dang khi
dung, ong hit, thuoc bot
de hit voi gidi han liéu

héi hop trong cac thanh pham thudc

51 |Budesonid ding téi da 1 ngay <
#00mcg, dong goi < 200
licu
Bufexamac don thanh Ehén hodc phéi
hop trong cac thanh pham dung Dung ngoai
52 ngoai, thuoc dat hau moén (voi Titan )
Dioxid, Bismuth, Subgallat, Thuoc dat hau mén
[Lidocain...)
53 |Butoconazol Duing ngoai
54 Cafein phoi hop voi cdc hoat chat c6 Ubng: céc dang
trong danh muyc nay
55 Calamin don thanh phﬁp hodc phéi Dine neodi
hop trong cac thanh pham dung ngoai eNg
Calgl (bao g(?m cackdangvho’p C}:lat) V6 chi dinh b
56 thuoc don thanh phan hoac phdi hop Ubng: céc dang bung calci cho
vai Vitamin D (trir Calcitriol) va/hoac ' : 2
X Tie i . co thé
cac Vitamin va/hoac Ipriflavon
57 (Carbinoxamin don thanh phan hoic Dang udng Tat ca cac thude

thanh pham co
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ho, ha nhiét, giam dau (vo1
Pseudoephedrin hydrochlorid va/hodc
Bromhexin va/hodc Paracetamol)

chura
Pseudoephedrin
dugc ban khong
can don véi s6
luong tdi da cho
15 ngay su
dung. Co s ban
¢ phai theo doi
tén, dia chi
nguwdi mua
trong so ban 1¢.

58

Carbocystein

Ubng: cac dang

59

Carbomer

Dung ngoai

Thudc tra méat

60

Catalase don thanh phép hoac phéi
hop trong cac thanh pham dung ngoai
(vo1 Neomycin)

Duing ngoai

61 [Cetirizin dihydrochlorid Ubng: cac dang
Cetrimid phdi hop véi mot sé hoat
chat khac trong céc thanh pham dung | . ..

62 ngoai (Lidocain, K§m, Calamin, Dung ngoal
Aminacrine, tinh dau...)
Ceftrlmonxlum th h(_)]? .tro.nAg cac Diing ngodi

63 thanh pham dung ngoai, vién ngém
(phoi hop véi Lidocain; Tyrothricin, Ubne: vie A

: \ ong: vién ngdm

tinh dau...)

64 [(Chitosan (Polyglusam) Dung ngoai
Cholin don thanh phan hogc phoi hop [Ung: cac dang

65 [cac acid amin, Vitamin trong cac

thanh pham dang udng; phéi hop véi

acid Salicylic, Benzalkonium... trong

Duing ngoai
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cac thanh pham ding ngoai

66

Chondroitin don thanh phan hoic
phdi hop véi Glucosamin va/hoic dau
ca va/hoac cac Vitamin va/hodc cac
acid amin

Ubng: cac dang

Chondroitin don thanh phan hoic

Thudc tra méat

67 phdi hop Borneol va, hodc cac
Vitamin Dung ngoai
68 [Ciclopirox olamin Dung ngoai

Uong: dang chia lieu voi

L 0iGi han ham luong Chi dinh diéu tri
69 |Cimetidin Cimetidin <200mg/don chung ¢ ndéng
Vi
70 |Cinarizin Udbng: cac dang
Cinchocain phéi hop trong cac thanh Dt ..
phdm dung ngoai, thudc dat hdu mén ung ngoat
1 (nhu véi Hydrocortison, N :
u Ym ydrocortison, Neomycin, Thube dat hau mon
Esculin...)
72 |Citrullin Udbng: cac dang
73 |Clobetason butyrat Duing ngoai
74 (Clorhexidin Dung ngoai
75 [Clorophyl Ubng: cac dang
Ubng: cac dang.
Clgrpheniramjn maleat don thanh .
76 phan hodc phdi hgp trong cac thanh  [Dang don thanh phan da

phém thudc ho, ha nhiét, giam dau

chia liéu: Clorpheniramin
maleat < 4mg/don vi.
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77

Clorpheniramin maleat phdi hop
Chondroitin va/hodc cac Vitamin

Thudc tra méat

78

Clotrimazol

Dung ngoai: cac dang voi
2101 han nong d6 < 3%

Vién dat am dao

79

Codein phdi hop véi cac hoat chit c6
trong danh muc nay véi chi dinh chira
ho, ha nhiét, giam dau

Ubng: cac dang. voi gi6i
han ham luong Codein
tinh theo dang base) nhu
Sau:

L Dang chia liéu <
12mg/don vi;

L Dang chua chia lidu <
2,5%

Thanh phdm
chira Codein
dugc ban khong
can don véi s6
luong tdi da cho
10 ngay su
dung.

Co so ban 1¢
phai theo doi
tén, dia chi
ngudi mua
trong sb ban 16.

80

Coenzym Q10 don thanh phan hodc
phoi1 hop voi cac Vitamin

Ubng: cac dang

81 [Crotamiton Duing ngoai
Dequalinium don thanh phﬁt} hoac  |Dung ngoai
phoi1 hgp trong cac thanh pham dung
82 Ingoai, vién ngam (Tyrothricin; Vién dat am dao
Hydrocortison; acid Glycyrrhetinic; )
[idocain...) Uong: vién ngam
Ubng: cac dang véi gi6i
han ham lugng < ‘
83 [Desloratadin pmg/don vi chia lidu

Hozc udng voi lidu ti da
Smg/ngay
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84

Dexbrompheniramin maleat don
thanh pha}n hoeftq phoi hop trong cac
thanh pham thudc ho, ha nhiét, giam
dau

Ubng: cac dang

85

Dexclorpheniramin maleat don thanh
phe:m hoéq phoi hop trong cac thanh
pham thudc ho, ha nhiét, giam dau

Udbng: cac dang

Thudc tra mat

86 [Dexpanthenol
Duing ngoai
Diclofenac don thanh phan hoéclphéi Dung ngoal
87 thAvcn Methyl salgcylat; cac chat Thuéc tra mét (dang don
thuoc nhom tinh dau... \ A
thanh phan)
88 [Dicyclomin Udbng: cac dang
89 [Diethylphtalat (DEP) Duing ngoai
90 |Dimenhydrinat Udbng: cac dang

Dimethicon (Dimethylpolysiloxan)

91 (don thanh phan hodc phdihop véi  [Ubng: cac dang
Guaiazulen
Dimethicon phdi hop trong cac thanh
92 pham dung ngoai (v&1 Ké€m; Calamin; |[Dung ngoai
Cetrimid...)
Uébng: cac dang
03 [Dimethinden
Duing ngoai
94 |Dinatri Inosin monophosphat Thudc tra mat
05 |Diosmectit (Dioctahedral smectit) Ubng: cac dang

160

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



96

Diosmin pho1 hgp Hesperidin va/hodc
mot so cao duoc li€u chira Flavonoid

Ubng: cac dang

97

Diphenhydramin hydrochlorid hoac
monocitrat

Ubng: cac dang véi gidi
han ham luong (tinh theo
dang base) nhu sau:

| D3 chia lidu <
50mg/don vi;

L Chua chia liéu: < 2.5%

98

Dong sulfat

Duing ngoai

99

Doxylamin phdi hop trong cac thanh
phém thudc ho, ha nhiét, giam dau
(vo1 Paracetamol, Pseudoephedrin
Hydrochlorid, cac hoat chat khac co
trong danh muyc thudc khong ké don)

Ubng: cac dang

Tat ca cac thude
thanh pham c6
chura
Pseudoephedrin
dugc ban khong
can don véi s6
luong toi da cho
15 ngay su
dung. Co s ban
¢ phai theo doi1
tén, dia chi
nguwdi mua
trong sb ban 16.

100

Econazol don thanh phan hoic phdi
hop v&i1 Hydrocortison

Duing ngoai, gidi han
nong 46 Hydrocortison
tinh theo dang base <
0,05%

101

Enoxolon don thanh phqﬁn hodc phbi
hop trong cac thanh phdm dung
ngoai, vién ngam

Dung ngoai: thudc boi
ngoai da, kem boi niém
mac miéng, nudc xac
miéng

Uong: vién ngam
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Thuoc tra mat, tra miii:

Thanh pham
chira Ephedrin
duoc ban t6i da
khong can don
vGi sO luong 3
don vi dong gobi

102 [Ephedrin Hydrochlorid dung dich < 1%. DPéng  nho nhat/lan
261 < 15ml/don vi
Co so ban 1¢
phai theo doi
tén, dia chi
nguwdi mua
trong sO ban 1¢é.
103 [Eprazinon Uébng: cac dang

104

Esdepallethrin phéi hop trong cac
thanh pham dung ngoai (véi

Piperonyl, Spregal, tinh dau, cac chét

c6 trong thanh phan tinh dau)

Dung ngoai

i ’ ) * Thudc chi
Estradiol don thanh phan va phoi hop [Uong: cac dang da chia  |dugc phé duyét
105 A . e
Dydrogesteron licu v&i chi dinh
tranh thai
. ’ Duing ngoai (con sat
106 Ethanol don thanh phan hodc phd1  [trung)
hop : :
Uong: dang phoi hop
) * Thudc chi
107 [Ethylestradiol don thanh phan UP ng: cdc dang da chia dlg:gc Rhe. duyét
licu vo1 chi dinh
tranh thai
108 [Etofenamat Dung ngoai
109 [Famotidin Ubng: dang chia liéu v6i [Ban khong can

2101 han ham lugng

don tdi da cho
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<20mg/don vi 14 ngay st dung
110 [Fenticonazol Dung ngoai
111 [Fexofenadin Udng: cac dang
Vién ngdm
112 [Flurbiprofen Duing ngoai
Thudc tra mat
Glucosamin don thanh phan hoic )
113 phoi hgp véi Chondroitin va/hoac cac [Udng: cac dang
Vitamin
Glucose hoac Dextrose don thanh ) V&i chi dinh bo
114 [phan hoic phdi hop véi cac mubdi Uong: cac dang sung duong,

natri, kali

chat dién giai.

115

Glycerin don thanh phén hodc phbi
hop trong cac thanh pham dung
ngoai, thudc tra mat (v6i Polysorbat
80)

Duing ngoai

Thudc tra mat

116

Glycerol phdi hop voi dich chiét duoc
lidu

Thudc thut truc trang

117

Guaiphenesin don thanh phan hoic
phdi hop véi cac hoat chat co trong
danh muc thudc khong ké don co tac
dung chita ho, ha nhiét, gidm dau.

Ubng: cac dang

TAt ca cac thude
thanh pham co
chura
Pseudoephedrin
dugc ban khong
can don voi sO
luong tdi da cho
15 ngay su
dung. Co s& ban
¢ phai theo doi
tén, dia chi

nguwdi mua
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trong s ban lé.

118

Hexamidin don thanh phan hodc phbi
hop (véi Cetrimid, Lidocain,
Clotrimazol, Catalase)

Duing ngoai

119

Hexetidin don thanh phan hodc phdi
hop (v61 Benzydamin,
Cetylpyridinum, Cholin Salicylat,
Methyl salicylat, tinh dau...)

Duing ngoai: thude boi
ngoai da, dung dich xtic
miéng

120

Hydrocortison don thanh phan hoic
phoi hop (véi Miconazol, Econazol,
Tioconazol, Neomycin)

Dung ngoai: cac dang voi
nong do Hydrocortison <
0,5%

121

Hydrogen Peroxid (Oxy gia) don
thanh phan hoac phoi hgp Natri
[Lauryl sulfat va/hodc tinh dau...

Dung ngoai

122

Hydrotalcit

Ubng: cac dang

123

Hyoscine (Scopolamin) butylbromid
don thanh phan hoac phoi hop véi
Meclizin hydrochlorid

Uong: cac dang, bao gom
vién nhai.

G161 han ham lugng da
chia liéu <20mg

Miéng dan

124

Hydroxypropyl methylcellulose
(Hypromellose, HPMC) don thanh
phan hodc phdi hop Dextran 70
va/hoac Carbomer

Thudc tra mét: cac dang

125

[[buprofen

Uébng: cac dang véi gi6i
han ham 1u0ng nhu sau:
da chia liéu <400mg/don
V1.

Duing ngoai
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126

IIchthammol

Duing ngoai

127

[[ndomethacin

Dung ngoai

Tra mat dung dich 0,1%

llod phdi hop Kali Iodid va/hodc Acid [Dung ngoai véi nong do

128 Benzoic va/hoac Acid Salicylic flod <5%
129 [[soconazol Duing ngoai
130 [Isopropyl Methylphenol Dung ngoai
K&m oxid, K&m pyrithion, Kém
131 Gluconat, K&m undecylenat don Dilne neodi
thanh phan hodc phoi hop trong cac &N
thanh pham dung ngoai
Duing ngoai
132 [K&m sulfat

Thudc tra mat

K etoconazol don thanh phan hoic

Dung ngoai: cac dang voi

133 |phdi hop v6i Kém Pirythion va/hodc |ndng do Ketoconazol <
Hydrocortison va/hoac Trolamin 2%

134 [Ketoprofen Dung ngoai

135 |Lactitol Udbng: cac dang

136 |Lactoserum atomisate Duing ngoai

137 |Lactulose Ubng: cac dang

138

pho1 hop vai cac vitamin

L-Carnitin dang don thanh phan hoic

Ubng: cac dang

139

[evocetirizin

Ubng: cac dang

165

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



140

Levonorgestrel don thanh phan hoic
phoi hop voi Ethylestradiol

Ubng: cac dang

* Thudc chi
duoc phé duyét
vo1 chi dinh
tranh thai

141

Lidocain don thanh phan hodc phéi
hop

Duing ngoai

142

[Lindan (Benhexach[or, 6606, quma-
BHC) don thanh phan hoac phdéi hop
vo1 Lidocain

Dung ngoai voi ndong do
[Lindan < 1%

143

[Loperamid

Ubng: cac dang véi giGi
han ham luong da chia
licu Loperamid < 2mg

144

Loratadin don thanh phan hoic phéi
hop Pseudoephedrin Hydrochlorid va
hoac Paracetamol

Ubng: cac dang véi gi6i
han ham lugng nhu sau
tinh theo dang base):

| D4 chia liéu: Loratadin
< 10mg/don vi;

| Chua chia liéu:
[Loratadin < 0,1%

TAt ca cac thude
thanh pham co
chura
Pseudoephedrin
dugc ban khong
can don voi s6
luong tdi da cho
15 ngay su
dung. Co s& ban
¢ phai theo doi
tén, dia chi
ngudi mua
trong sb ban 1¢.

145

[Loxoprofen

Ubng: cac dang

146

Macrogol

Udbng: cac dang

Thudc thut truc trang

147

Magaldrat don thanh phan hoic phéi
hop véi cac hop chat Nhom, Magnesi,
Acid Alginic (hay dang mudi
Alginat).

Ubng: cac dang
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148

Magnesi bao gom cac dang muoi, hop
chat cua magnesi

Udng: cac dang

V&1 cac chi dinh
b6 sung
magnesi cho co
thé, trung hoa
acid dich vi,
nhuan trang.

149

Mangiferin

Dung ngoai

150

Mebendazol

Uong: cac dang, voi gidi
han ham luong nhu sau:

- Dang chia liéu <
500mg/don vi

| Chua chia liéu < 2%

151

Mebeverin

Ubng: dang chia liéu <
200mg/don vi

152

Men nam (cellulase fongique)

Uébng: cac dang

153

Men tiéu hoa dang don thanh phan
hodc ph61 hop bao gom phoi hop véi
cac vitamin

Uébng: cac dang

154

hét khac nhu hdn hop tinh dau,

E:l’enthol phéi hop véi mot sb hoat
ethyl Salycilat....

Ubng: cac dang

Dung ngoai: cac dang

155 Mequinol Dung ngoai
Udbng: cac dang
156 Mequitazin
Duing ngoai
Ban khong don
Y Dung ngoai v6i quy cach |mdi 1an khong
157 Mercurocrom (Thude do) tong g6 < 30ml ua 2 don vi
dong goi
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158

Methyl salicylat phoi hop trong céc
thanh pham vién ngdm, dung ngoai
(phoi hop véi tinh dau...)

Duing ngoai
Miéng dan

Vién ngdm

159

[Metronidazol

Dung ngoai

160

[Miconazol

Dung ngoai

Thudc boi am dao < 2%

Dung ngoai
161 glzonazftl.e phot hop v Thudc boi 4m dao
ydrocortison Miconazol <2%;
Hydrocortison <0,05%
o Dung ngoai: cac dang
162 Minoxidil hong 4o <5%
Thudc tra mili: < 50
mcg/lan xit voi quy cach
163 Mometasone dong gbi <200 lieu/hop;
Duing ngoai.
164 Mupirocin Dung ngoai

165

Myrtol don thanh phan hoic phdi hop
trong cac thanh pham vién ngam

Udbng: cac dang

Duing ngoai

166

Naphazolin don thanh phﬁp hodc phdi
hop trong thanh pham thudc miii nhu
Diphenylhydramin va/hodc Procain

Thudc tra miii v6i ndng
d0 Naphazolin < 0,05%

167

Naphazolin phéi hop trong thanh
pham thudc tra mat (Pheniramin;
Vitamin glycyrhizinat,

Thudc tra mét: cac dang
v nong do Naphazolin <
0,1%,
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Dexpanthenol...)

Udng: cac dang da chia

168 [Naproxen lidu voi giéi han ham
luong < 275mg/don vi
169 Natri benzoat don thanh phan hodc Ubng: céc dang

phdi hop

170

Natri bicacbonat don thanh phan hoic
phoi hop

Uébng: cac dang

171

Natri carbonat don thanh phan hoic
phoi hop

Uébng: cac dang

172

Natri Carboxymethylcellulose (Na
CMC)

Thudc tra mat

173

Natri clorid don thanh phan hoic phéi
hop v&i cac muoi Kali Citrat, Natri
citrat...

Udbng: cac dang
Dung ngoai

Thuoc tra mat, tra mai voi
nong do 0,9%

174

Natri Docusat

Ubng: cac dang

175

Natri Fluorid dang phbi hop

Dung ngoai: danh rang,
suc mi¢ng

176

Natri Hyaluronat (Acid Hyaluronic)

Dung ngoai

Dung dich nhé mit véi
nong do < 0,1%

177

Natri Monofluorophosphat

Dung ngoai, bao gom cac
dang lam sach khoang
miéng, ni€ém mac

178

Natri Salicylat dang phdi hop

Uébng: dang phdi hop
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Dung ngoai

trong cac vién ngdm

179

Neomycin sulfat phdi hop trong cac
thanh pham vién ngam (Ké&m;
Bacitracin; Amylocain...), cic thanh
pham dung ngoai

Duing ngoai

Uong: vién ngam

180

Nguyén td vi lugng: crom, déng, kali,
magnesi, mangan, kém, ...dang don
thanh phan hoac phéi hop, bao gdm
ca cac dang phdi hop véi cac
Vitamin.

Ubng: cac dang

V6i chi dinh bd
sung khoang
chat cho co thé.

Nhém, magnesi, calci va cac hop chat

V6i chi dinh
trung hoa acid

181 fcua nhéng, magnesi,,calci dang don Uéng: cac dang dich vi, chira
thanh phan hodc phoi hop loét da day,
hanh ta trang.
180 Nonahydrated Natri Sulfid + Udng: cdc dang
Saccharomyces Cerevisiae Do \:
ung ngoai
183 [Noscarpin Udbng: cac dang
184 Nystatin don thanh phan hoac phoi Diing ngoai
hop
V&1 chi dinh ¢

185

Omeprazol

vo1 ham luong <
10mg/don vi

Uébng: dang di chia liéu

nong. Chi dugc
bén t6i da 1 lan
khong c6 don
voi sO luong
cho 14 ngay su
dung va liéu
moi ngdy <
P0mg
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186

Orlistat

Ubng: cac dang

187

Ossein hydroxy apatit

Ubng: cac dang

188 |Oxeladin Ubng: cac dang
189 [Oxomemazin Ubng: cac dang
190 {Oxymetazolin Thuoc tra miii vé1 ndng

d6 < 0,5%

191

Pancreatin don thanh phan hoac phéi
hop vo1 Simethicon va/hodc cac men

va/hoac Azintamid

ti€u hoa va/hoac cac Vitamin nhom B

Ubng: cac dang

Dung ngoai
192 [Panthenol
Thudc tra mat
Ubng: cac dang Dang phdi hop
193 [Paracetamol don thanh phan quy dinh cu thé
Thudc dit hau mon trong danh muyc
Thanh pham
phdi hop c6
chira cac hoat
chat c6 quy dinh

194

Paracetamol phdi hop vdi cac hoat
chat ¢ trong Danh muc nay co tac
dung chita ho, ha nhiét, giam dau,
chéng di Gmg

Udbng: cac dang

2161 han ham
luong, ) lugng
ban 1¢ toi da 1
lan, ghi s6 ban
¢ thi phai thuc
hi¢n theo quy
dinh cu thé doi
Vo1 cac hoat
chat do

195

Pentoxyverin

Udbng: cac dang
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196

Phenylephrin Hydrochlorid

Thuoc tra mat, nho mii
nong do < 1%

197

Phenylephrin Hydrochlorid phdi hop
trong cac thanh pham ding ngoai
(nhu Petrolatum sperti yellow;
Mineral oil light; Shark liver oil...)

Dung ngoai

198

Phenylephrin Hydrochlorid phéi hop
trong cac thanh pham thudce ho, ha
nhiét, giam dau

Uébng: cac dang

Thudc d3t hau mon

199 |Phospholipid Udbng: cac dang
200 [Picloxydin Thudc tra mat
.. Dung ngoai: cac dang voi
201 [Piroxicam hong 46 < 1%
hoo Policresulen (Metacresolsulphonic Dung ngoal

acid-formaldehyd)

Thudc dit tryc trang

203

Polyethylen glycol 400 don thanh
phan hodc phoi hop véi Propylen
glycol

Thudc tra mat

204

Polysacharid

Ubng: cac dang

205

Polytar dang don thanh phﬁq hodc
phoi1 hop trong cac thanh phdm dung
ngoai (nhu K&m Pyrithion...)

Duing ngoai

206

Povidon lodin

Dung ngoai: cac dang
(bao gém dung dich stc
miéng véi ndong do < 1%).
Thudc tra mat

207

Promethazin Hydrochlorid don thanh

han hoic phdi hop trong cac thanh

Uong: cac dang voi gidi

han ham luong, néng do
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phém thudc ho, ha nhiét, giam dau
(vo1 Carbocystein; Paracetamol...)

Promethazin nhu sau
tinh theo dang base):

L D4 chia liéu < 12,5mg/
don vi;

L Chua chia liéu < 0,1%

Dung ngoai: néng do <
2%

208

Pseudoephedrin Hydrochlorid phdi
hop voi Cetirizin

Ubng: cac dang véi giGi
han Pseudoephedrin nhu
sau (tinh theo dang base):

- Dang chia liéu <
120mg/don vi;

L Dang chua chia lidu <
0,5%

Thanh pham
chira
Pseudoephedrin
dugc ban khong
can don vai s6
luong tdi da cho
15 ngay st
dung.

Co so ban 1¢
phai theo doi
tén, dia chi
ngudi mua
trong sb ban 16.

209

Pseudoephedrin Hydrochlorid ph01
hop trong cac thanh pham thude ho,
ha nhiét, giam dau, chdng di img

Ubng: cac dang véi gi6i
han Pseudoephedrin nhu
sau (tinh theo dang base):

- Dang chia liéu <120mg/
don vi;

L Dang chua chia lidu <
0,5%

Tat ca cac thude
thanh pham c6
chura
Pseudoephedrin
dugc ban khong
can don voi s6
luong tdi da cho
15 ngay su
dung. Co sé ban
¢ phai theo doi
tén, dia chi
ngudi mua
trong sb ban 16.

210

Pyrantel

Udbng: cac dang

Chi dinh tri giun
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211

Ranitidin

Uéng: cac dang da chia
licu < 75mg

Ban t6i da
khong c6 don
cho 15 ngay su
dung.

Chi dinh diéu tri
ching o noéng

212

Rutin don thanh phan hodc phbi hop
vo1 Vitamin C va/hoac cac cao, dich
chiét tir duoc liéu

Udbng: cac dang

213

Saccharomyces boulardic

Udbng: cac dang

214

Saccharomyces cerevisiae voi
Trihydrat Magnesi Sulfat

Ubng: cac dang

215

Sét dang hop chat don thanh phﬁq
hodc phoi hop trong cac thanh pham
chura vitamin, khodng chat

Ubng: cac dang

Vi chi dinh bo
sung sat cho co
the.

216

Selen hitu co dang phéi hop trong céc
thanh pham chira Vitamin, khoang
chat

Uong: cac dang voi gidi
han ham luong nhu sau:

- Dang d chia liéu Selen
< 50mcg/ don vi

217

Selen sulfid

Duing ngoai

218

Silymarin don thanh phan hodc phéi
hop voi cac Vitamin va/hodc cac cao,
dich chiét tir duoc liéu.

Ubng: cac dang

219

Simethicon don thanh phan hodc phdi
hop v6i Pancreatin va/hoac Acid
Desoxycholic va/hodc cac Vitamin
nhom B va/hoac cac men tiéu hoa

Udbng: cac dang

220

Simethicon phdi hop véi cac hop chit

nhom, magnesi, va/hodc Dicyclomin

Ubng: cac dang
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va/hoac than hoat

221

Sorbitol don thanh phan hoic phi
hop

Udbng: cac dang

222

Sterculia (gum sterculia)

Ubng: cac dang

Thudc thut truc trang

223

Sucralfat

Uébng: cac dang

224

Sulbutiamin

Ubng: cac dang

225

Sulfogaiacol (hodc Sulfoguaiacol)
don thanh phan hoic phdi hop trong
cac thanh phém ha nhiét, gidm dau,
chéng ho

Udbng: cac dang

Dung ngoai: cac dang voi

226 [Terbinafin hong 4o < 1%
Thanh pham
Udng: cac dang. chira Codein
’ dugc ban khong
Dang phoi hop Codein  [can don v6i sO
tinh theo dang base) gidi [luong t61 da cho
ho7 Terpin don thanh phan hosc phdi hop han ham luong nhu sau: ég;lggay su
vGi Codein - Dang chia liéu < '
12mg/don vi; Co s& ban 1¢
. phai theo doi
- Dang chua chia licu < tén, dia chi
2,5% nguwdl mua

trong s ban l¢é.

228

Tetrahydrozolin

Thuoc tra mui

229

Than hoat don thanh phan hoic phdi
hop voi Simethicon

Ubng: cac dang
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230

Tinh dau (bao gdm nhom cac chét
Menthol, Pinen, Camphor, Cineol,
Fenchone, Borneol, Anethol,
Eucalyptol...)

Ubng: cac dang

Dung ngoai: thude boi
ngoai da

Nudc suc miéng, thudc
boi niém mac miéng

231

Tioconazol don thanh phan hodc phéi

Dung ngoai: cac dang voi
nong do nhu sau:

hop vo1 Hydrocortison - Tioconazol < 1,00%
- Hydrocortison < 0,05%
232 [Tolnaftat Dung ngoai
b33 Triclosan don thanh phan hodc phoi Diing ngoai

hop trong céc thanh pham dung ngoai

234

Triprolidin don thanh p}lﬁn hoac phdi
hop trong cac thanh pham thuoc ho,
ha nhiét, giam dau.

Ubng: cac dang

TAt ca cac thude
thanh pham c6
chira
Pseudoephedrin
dugc ban khong
can don véi s6
luong tdi da cho
15 ngay su
dung. Co s& ban
¢ phai theo doi
tén, dia chi
nguwdi mua
trong so ban 1¢.

235

Trolamin don thanh ph';m hoac phéi
hop trong cac thanh pham dung ngoai
(voi Triclosan va/hoac Tyrothricin)

Duing ngoai

236

Tyrothricin don thanh phan hodc phdi
hop (voi Benzalkonium, Benzocain,
Formaldehyd, Trolamin, tinh dau, cac

Uong: vién ngam

Dung ngoai: dung dich
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thanh phan trong tinh dau)

stuc miéng, xit miéng, boi
ngoai da

237

Urea don thanh phan hodc phdi hop
vo1 Vitamin E va/hoac Bifonazol
va/hoac cac duoc li¢u khong thude
Danh muc dugc liéu ddoc do Bo
treong Bo Y té ban hanh

Duing ngoai

238

Vitamin A va tién Vitamin A
(Betacaroten) dang don thanh phan va
pho1 hop vdi cc vitamin

Udng: cac dang véi gidi
han ham luong Vitamin A
< 5000 IU/don vi

Duing ngoai

Thudc tra mat

239

Vitamin dang don thanh phan (trur
Vitamin D dang don thanh phan) hoic
dang phbi hop cac Vitamin, khoang
chit, Acid Amin, cac Acid béo,
Taurin, Lutein, Zeaxanthin

Udbng: cac dang
Dung ngoai

Céc phdi hop dang udng
cO chira Vitamin A thuc
hi¢n gidi han ham luong
nhu sau:

Vitamin A< 5000 IU/don
vi chia li€u

Vi tac dung bd
sung Vitamin,
khoang chét va
dinh dudng

240

Vitamin ph(’)m B, Vi,tamin PP don
thanh phan hodc phoi hop

Thudc tra méat

241

Vi khuén ¢6 lgi cho duong tiéu hoa:
Bacillus claussi, Bacillus subtilis,
[actobacillus acidophilus dang don
thanh phan hodc phéi hop, bao gdm
ca dang phdi hop véi cac vitamin

Udbng: cac dang

242

Xanh Methylen

Dung ngoai
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hudc tra miii vé1 gioi
an nong do
ylometazolin < 1%

3 ylometazolin don thanh phan hoic

24 héi hop véi Benzalkonium.

* Poi véi cac thude co chi dinh tranh thai thude Danh muc nay, ngudi ban 1¢ thudc 1a
dugc sy dai hoc hoac nguoi chiu trach nhiém chuyén moén vé duoc cta co so ban 1é
thudc o trach nhiém cung cdp va tu van cac thong tin lién quan dén thudc, bao gom:
tén thude, cong dung, chi dinh, chéng chi dinh, liéu dung, cach dung va nhiing van dé
can luu ¥ trong qua trinh st dung thube trude khi cdp phat hodc ban cho ngudi sir
dung.

II. QUY PINH THUOC DUQC LIEU, THUOC CO TRUYEN (TRU VI
THUOC CO TRUYEN) KHONG KE PON

Thude duge lidu, thude cb truyén (trir vi thude cd truyén) dap tmg dong thoi cac tidu
chi sau dugc phan loai 1a thuoc khong ké don:

1. Trong thénh phf?m khong chira duoc liéu thudgc Danh muc dugce li€u doc do Bo
trudng BO Y t€ ban hanh.

2. Khoéng duogc c6 mot trong cac chi dinh sau:
a) HO tro diéu tri hodc diéu tri bénh ung thu, khéi u;

b) Diéu trj bénh tim mach, huyét ap;
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c) Diéu trj bénh vé gan, mat hoac tuy (trtr chi dinh: b6 gan);
d) Diéu tri Parkinson;

d) Piéu tri virus;

e) Piéu tri nAm (trir thude ding ngoai);

g) Piéu tri lao;

h) Diéu tri sot rét;

i) Piéu tri bénh gut;

k) Piéu trj hen;

1) Piéu tri bénh vé noi tiét;

m) Diéu tri bénh hoic réi loan vé mau;

n) Biéu tri bénh hoac rdi loan vé mién dich;
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0) Diéu tri cac bénh vé than va sinh duc - tiét niéu (trir chi dinh: bd than, trang
duong);

p) Piéu tri bénh nhiém khuan (trir chi dinh ding tai chd dé diéu tri nhiém khuan ngoai
da);

q) Piéu tri mat nga kinh nién, man tinh;
r) Diéu tri bénh vé tim 1y - tAm than;

s) Diéu tri tinh trang nghién, ho tro diéu trj tinh trang nghién (bao gém ca hd trg didu
tri cat con nghién);

t) Pinh chi thai ky;
u) Diéu tri cac bénh dich nguy hiém, méi néi theo quy dinh cta Bo truong BO Y té.
II1. QUY PINH VI THUOC CO TRUYEN KHONG KE PON

Vi thubc ¢b truyén duoc phan loai 1a khong ké don néu vi thude nay khong dugc san
xuat, ché bién tur duoc li¢u thuoc Danh muc dugc li€u doc do B truéng BO Y t€ ban
hanh./.
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PHU LUC 2.

DANH MUC THUOC HAN CHE BAN LE
(Ban hanh kém theo Théong tw s6 07/2018/TT-BYT ngady 12 thing 4 nam 2018 ciia

BYT)
. ) wong dung, dang bao .
TT [Thanh phan hoat chat hé, gi¢i han ham Cac quy dinh cu the
wong, nong do

1 |Artesunat phoi hop véi Udng: cac dang Thudc diéu tri sot rét
Amodiaquin hoac piperaquin hoac
Mefloquin hodc Pironaridin

2 |Artemether phdi hop véi Udng: cac dang Thudc diéu trj sot rét
Lumefantrin

3 |Piperaquin phdi hop véi Udng: cac dang Thudc diéu trj sot rét
Dihydroartemisinin

4 [[soniazid don thanh phan hoic Udng: cac dang Thudc diéu trj lao
pho1 hop vai Rifampicin va/hoac
Pyrazinamid

S5 Pygazinamid don thanh phﬁn hoac Uéng: cac dang Thudc diéu tri lao
pho1 hop vai Rifampicin,
[soniazid

6 Ethambutol don thanh phén hoac Uéng: cac dang Thudc diéu tri lao
pho1 hop vai Rifampicin,
[soniazid

7  [Streptomycin Puong tiém: cac dang  [Thudc diéu tri lao

8 |Kanamycin Puong tiém: cac dang  [Thudc diéu tri lao

9 JAmikacin Puong tiém: cac dang  [Thudc diéu tri lao

10 (Capreomycin Puong tiém: cac dang  [Thudc diéu tri lao

11 [Prothionamid Udng: cac dang Thudc diéu tri lao

12 (Cycloserin Udng: cac dang Thudc diéu tri lao
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13 |Para aminosalicylic acid (PAS)  |Udng: cac dang Thudc diéu trj lao
14 [Levofloxacin Udng: cac dang Thudc diéu trj lao
15 [Moxifloxacin Udng: cac dang Thudc diéu trj lao
16 |Abacavir don thanh phan hoic Udng: cac dang Thudc diéu trj HIV
pho1 hop vo1 Lamivudin
17 Efe}virenz don thanh phén hoac Uéng: cac dang Thudc diéu tri HIV
phoi hop voi Tenofovir,
Emtricitabin
18 [Lamivudin don thanh phan hodc [Udng: cac dang Thudc diéu trj HIV
phoi hop voi (Tenofovir, hodc/va
Efavirenz, hoac/va Zidovudin,
hoac/va Nevirapin)
19 [Ritonavir don thanh phan hoic  [Uéng: cac dang Thudc diéu trj HIV
phoi hop voi Lopinavir
20 [Nevirapine Udng: cac dang Thudc diéu tri HIV
21 [Tenofovir Udng: cac dang Thudc diéu tri HIV
22 Zidovudin Udng: cac dang Thudc diéu tri HIV
23 [Céac thude duoc Bo Y té cap gidy

dang ky luu hanh quan ly dac biét
trong d6 cd yéu cau han ché ban 1&
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PHU LUC 3.

DANH MUC THUOC PQC VA NGUYEN LIEU PQC LAM THUOC
(Ban hanh kem theo Thong tw so: 06/2017/TT-BYT ngay 03 thang 5 nam 2017 cua Bo
truong Bo Y te)
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TT Nguyén liéu doc/ ThlAléc chira nguyén liéu | DPuong dung, (langAbz‘lo ché ciia
doc thuoc doc
1 Abirateron Udng: cac dang
2 Acid valproic Udng: cac dang; Tiém: cac dang
3 Anastrozol Udng: cac dang
4 Arsenic trioxide Tiém: cac dang
S Atracurium besylat Tiém: cac dang
6 Atropin sulfat Tiém: cac dang
7 Azacitidin Tiém: cac dang
8 Bicalutamid Udng: cac dang
0 Bleomycin Tiém: cac dang
10  [Bortezomib Tiém: cac dang
11  [Botulinum toxin Tiém: cac dang
12 |Bupivacain Tiém: cac dang
13 [Capecitabin Udng: cac dang
14  (Carbamazepin Udng: cac dang
15 [(Carboplatin Tiém: cic dang
16 [Carmustin Tiém: cac dang
17  (Cetrorelix Tiém: cac dang
18  (Chlorambucil Udng: cac dang
19  |Choriogonadotropin alfa Ti€ém: cac dang
20 (Cisplatin Tiém: cic dang
21  (Colistin Tiém: cac dang
22 |Conjugated Oestrogens Udbng: cac dang
23 [Cyclophosphamid Udng: cac dang; Tiém: cac dang
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24  (Cyclosporin Udng: cac dang
25 [Cytarabin Tiém: cac dang
26 [Dacarbazine Tiém: cac dang
27 [Dactinomycin Tiém: cac dang
28 [Daunorubicin Tiém: cac dang
29  [Degarelix Tiém: cac dang
30 |Desflurane Khi hoa long
31 |Dexmedetomidin Tiém: cac dang
32 |Docetaxel Tiém: cac dang
33 |Doxorubicin Tiém: cac dang
34 |Entecavir Udng: cac dang
35 |Epirubicin Tiém: cac dang
36 |Erlotinib Udng: cac dang
37 |Estradiol Tiém: cac dang
38 |Etoposide Udng: cac dang; Tiém: cac dang
39 |Everolimus Udng: cac dang
40  |[Exemestane Udng: cac dang
41  [Fludarabine Tiém: cac dang
42 |Fluorouracil (5-FU) Tiém: cac dang
43 |[Flutamide Udng: cac dang
44 |Fulvestrant Tiém: cac dang
45  |Ganciclovir Tiém: cac dang
46  |Ganirelix Tiém: cac dang
47  |Gefitinib Udng: cac dang
48  |Gemcitabine Tiém: cac dang
49  |Goserelin Tiém: cac dang
50 |Halothan Khi hoa long
51 |Hydroxyurea Udng: cac dang
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Ilfosfamide

52 Tiém: cac dang
53 IImatinib Udng: cac dang
54 IIrinotecan Tiém: cac dang
55 IIsoﬂuran Khi hoa long
56 |Lenalidomide Udng: cac dang
57 |Letrozole Udng: cac dang
58  |[Leuprorelin (Leuprolide) Ti€ém: cac dang
59 |Levobupivacain Tiém: cac dang
60 |Medroxy progesterone acetate Tiém: cac dang
61 enotropin Tiém: cac dang
62 [Mepivacain Tiém: cic dang
63  |Mercaptopurine Udng: cac dang
64 |Meth0trexate Udng: cac dang; Tiém: cac dang
65 |Methyltestosteron Udng: cac dang
66 |[Mitomycin C Tiém: cac dang
67 |Mitoxantrone Tiém: cac dang
68 |Mycophenolate Udng: cac dang
69 |Neostigmin metylsulfat Tiém: cac dang
70  Nilotinib Udng: cac dang
71  |Octreotide Tiém: cac dang
72 |Oxaliplatin Tiém: cac dang
73  |Oxcarbazepine Udng: cac dang
74 |Oxytocin Tiém: cac dang
75  |Paclitaxel Tiém: cac dang
76  |Pamidronat disodium Udng: cac dang; Tiém: cac dang
77  |Pancuronium bromid Tiém: cac dang
78  |Pazopanib Udng: cac dang
79 |Pemetrexed Tiém: cac dang
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80  |Pipecuronium bromid Tiém: cac dang

81 |Procain hydroclorid Tiém: cac dang

82  |Progesterone Tiém: cac dang

83  |Propofol Tiém: cac dang

84  |Pyridostigmin bromid Tiém: cac dang

85 |Ribavirin Udng: cac dang; Tiém: cac dang
86  |Rocuronium bromide Tiém: cic dang

87 |Ropivacaine Tiém: cac dang

88  |Sevofluran Khi hoa léng

89  |Sirolimus Udng: cac dang

90 |Sorafenib Udng: cac dang

91  |Sunitinib Udng: cac dang

92 |Suxamethonium clorid Tiém: cac dang

93  [Tacrolimus Udng: cac dang; Tiém: cac dang
94  [Talniflumat Udng: cac dang

95  [Tamoxifen Udng: cac dang

96 [Temozolomide Udng: cac dang

07 [Testosterone Udng: cac dang; Tiém: cac dang
08 [Thalidomide Udng: cac dang

99  [Thiopental Tiém: cac dang

100 [Thiotepa Tiém: cac dang

101 [Thymosin alpha I Tiém: cac dang

102 [Topotecan Udng: cac dang; Tiém: cac dang
103 [Triptorelin Tiém: cac dang

104 [Tritenoin (All-Trans Retinoic Acid) Udng: cac dang

105 [Valganciclovir Udng: cac dang

106 [Vecuronium bromide Tiém: cac dang

107 [Vinblastine Tiém: cac dang
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108 [Vincristin Tiém: cac dang
109 [Vinorelbine Tiém: cac dang
110 [Zidovudine Udng: cac dang
111 [iprasidone Ubng: cac dang

* Danh muc nay bao gom ca cac muoi cua cdc chat ghi trong Bang nay, khi cac muoi
do co the hinh thanh va ton tai./.
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PHU LUC 4.

DANH MUC THUOC, DUQC CHAT THUQC DANH MUC CHAT BI CAM SU
DUNG TRONG MOQT SO NGANH, LINH VU'C
(Kém theo Théng tw s6: 20 /2017/TT-BYT ngay 10 thing 05 ndm 2017 ciia B6
triucng Bo Y té)

TT IDu’Q'c chit

1 19 Nor-testosterone (t€n goi khac 1a Nandrolone)
2 Amifloxacin

3 Aristolochia

4 Azathioprine

S Bacitracin Zn

6 Balofloxacin

7 Benznidazole

8 Besifloxacin

0 Bleomycin

10 Carbuterol

11 Chloramphenicol
12 Chloroform

13 Chlorpromazine
14 Ciprofloxacin

15 Colchicine

16 Dalbavancin

17 Dapsone

18 Diethylstilbestrol (DES)
19 Enoxacin

20 Fenoterol

21 Fleroxacin

22 Furazidin

23 Furazolidon
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24 (Garenoxacin
25 Gatifloxacin
26 Gemifloxacin
27 [soxsuprine

28 [evofloxacin
29 [Lomefloxacin
30 Methyl-testosterone
31 Metronidazole
32 Moxifloxacin
33 Nadifloxacin
34 Nifuratel

35 Nifuroxime

36 Nifurtimox

37 Nifurtoinol

38 Nimorazole

39 Nitrofurantoin
40 Nitrofurazone
41 Norfloxacin
42 Norvancomycin
43 Ofloxacin

44 Oritavancin
45 Ornidazole

46 Pazufloxacin
47 Pefloxacin

48 Prulifloxacin
49 Ramoplanin
50 Rufloxacin

51 Salbutamol
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52 Secnidazole

53 Sitafloxacin

54 Sparfloxacin

55 Teicoplanin
56 Terbutaline
57 Tinidazole

58 Tosufloxacin

59 Trovafloxacin

60 Vancomycin

*Ap dung trong cdc nganh, linh vuc san xudt, kinh doanh thity san, thii y, chan nudi
gia suc, gia cam tai Viét Nam.
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PHU LUC 5. DANH MUC DUQC CHAT GAY NGHIEN
(Kém theo Thong tw so: 20/2017/TT-BYT ngay 10 thang 05 nam 2017 cia Bo

truong Bo Y te)

TTITEN QUOC TE TEN KHOA HQC
1 ACETYLDIHYDRO CODEIN(S a, 6.(1) - 4,5 - epoxy - 3 - methoxy - 17 methyl -
morphinan - 6 - yl - acetat
N - [1-]2 - (4 - ethyl -4,5 - dihydro-5-0xo-1H
2 |ALFENTANIL - tetrazol - 1 - yl) ethyl] - 4 - (methoxymethyl) - 4 -
iperidinyl] - N - Phenylpropanamide
3 |ALPHAPRODINE - 1,3 - dimethyl - 4 - phenyl - 4 -
ropionoxypiperidine
4 |ANILERIDINE l- para-gmmpphenethyl - 4 - phenylpiperidine - 4 -
carboxylic acid ethyl ester)
5 [BEZITRAMIDE (1 -G - cyano -3, 3 - diphenylpropyl) - 4 (2 - oxo -
3 - propionyl - 1 - benzimidazolinyl) - piperidine)
6 [BUTORPHANOL (-) - 17 - (cyclobutylmethyl) morphinan - 3,14 diol
7 ICIRAMADOL (-) - 2 - (o0 - Dimethylamino - 3 - hydroxybenzyl)
Cyclohexanol
8 |COCAINE Methyl ester clia benzoylecgonine
9 |ICODEINE (3 - methylmorphine)
10 DEXTROMORAMIDE ((+) - 4 [2 - methyl - 4 - oxo -3,_3 - diphnyl - 4 (1 -
pyrrolidinyl) - butyl] - morpholine)
(-)- 13 B- Amino- 5,6,7,8,9,10,11 a, 12 octahydro-
I PEZOCIN Sa- methyl-5, 11- methanobenzo- cyclodecen-3- ol
12 [DIFENOXIN (1- (3 cyano- 3,3- Diphenylpropyl)- 4-
Phenylisonipecotic acid
6- hydroxy- 3- methoxy-N- methyl-4,5-epoxy-
13 IDIHYDROCODEIN morphinan
1-(3-cyano-3,3-diphenylpropyl)-4-
14 DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl ester
15 [DIPTIPANONE 4,4- Diphenyl-6- Piperidino-3- heptanone.
16 DROTEBANOL 5131,04{)— Dimethoxy- 17- Methyl morphinan-6 3, 14

190

* Telk +84-28-3930 3279 * www.ThuVienPhapLuat.vi



17 ETHYL MORPHIN 3- Ethylmorphine

18 FENTANYL (1- Phenethyl-4-N- Propionylanilinopiperidine)

19 HYDROMORPHONE (Dihydromorphinone)

h0 IKETOBEMIDON (4- meta- h_ydrquphenyl-l- methyl-4-
propionylpiperidine)

b1 [ EVOMETHADON g{—) Heptanone, 6- (dimethylamino)-4,4- Diphenyl,

22 LEVORPHANOL ((-)- 3- hydroxy- N- methylmorphinan)

23 MEPTAZINOL (3(3- Ethyl-1- methylperhydroazepin-3- yl) phenol

24 METHADONE (6- dimethylamino- 4,4- diphenyl-3- heptanone)

b5 IMORPHINE Morphinan-3,6 diol, 7,8-didehydro- 4,5- epoxy- 17
methyl - (5 a, 6 o)

26 MYROPHINE MyristylBenzylmorphine

b7 INALBUPHIN 17- Cyclobutylmethyl- 7,8- dihydro- 14- hydroxy-
17- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,5- epoxy- 3-

28 NICOCODINE methoxy- 17- methyl- 3- pyridin mecarboxxylate
(ester), (50, 6a.)

29 NICODICODINE 6- Nicotinyldihydrocodeine

30 NICOMORPHINE 3,6- Dinicotinylmorphine)

31 INORCODEINE N- Dimethylcodein

32 OXYCODONE (14- hydroxydihydrocodeinone)

33 OXYMORPHONE (14- hydroxydihydromorphinone)

34 PETHIDINE (1- methyl-4- phenylpiperidine-4- carboxylic acid
cthyl ester)

35 PHENAZOCINE (2°- Hydroxy-5,9- Dimethyl-2- Phenethyl-6,7-
Benzomorphan)

36 PHOLCODIN (Morpholinylethylmorphine)

37 PIRITRAMIDE (1_-(3-_ gyan0-3,3- dlphe.nylp.ropyl-_4-(1- piperidino)-
piperidine- 4- carboxylic acid amide)

38 PROPIRAM (N- (1- Methyl- 2 piperidinoethyl- N- 2- pyridyl
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Propionamide)

1-(2-methoxy carbonylethyl)-4-

39 REMIFENTANIL (phenylpropionylamino)piperidine-4- carboxylic
acid methyl ester

10 SUFENTANIL (N—[fl— ('methoxymgthyl)'—!— [2- (2- thienyl)- ethyl]-
- piperidyl]- propionanilide)

41 THEBACON (Acetyldihydrocodeinone)
(£)-1-[(2R*,6S*,115%)- 1,2,3,4,5,6- hexahydro- 8-

42 TONAZOCIN MESYLAT  fhydroxy- 3,6,11- trimethyl- 2,6- methano-3-
Benzazocin- 11- yl]-3-one-methanesulphonate

13 TRAMADOL (£)- Trans- 2- Dimethylaminomethyl-1- (3-

methoxy phenyl) cyclohexan-1-ol

Danh muc nay bao gom:

- Bbong phan cua céac chat trén néu nd ton tai dudi dang tén cia mdt chat héa hoc cu
the.

- Cac ester va ether cua cac chat trén néu ching ton tai trir truong hop ching xuat hién
0 cac danh muc khac.

- Mudi cua céc chat trén, bao gdm ca cac mudi cua ester, ether va nhitng dong phan
cua cac chat trén néu ton tai.
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PHU LUC 6

DANH MUC DUQC CHAT HUONG THAN
(Keém theo Thong tw so: 20 /2017/TT-BYT ngay 10 thang 05 nam 2017 cua Bo
truong Bo Y te)

TEN THONG

I'TITEN QUOC TE DUNG KHAC TEN KHOA HQC
1 |ALLOBARBITAL 5,5-diallylbarbituric acid
8- chloro -1- methy -6- phenyl - 4H -
2 |[ALPRAZOLAM S- triazolo [4,3-a] [1,4]
benzodiazepine
3 JAMFEPRAMONE Diethylpropion  [2-(diethylamino) propiophenone
4 |JAMINOREX - amino-5- phenyl- 2-oxazoline
5 JAMOBARBITAL 5 -ethyl-5 -isopentylbarbituric acid
6 |BARBITAL 5,5-diethylbarbituric acid
. N-benzyl-N, a-
7 IBENZFETAMINE Benzphetamine limethylphenethylamine
2 BROMAZEPAM 7-br0m0-1,3-d1hydrq-5-(2- pyridyl)-
PH-1,4-benzodiazepine-one
- bromo-4-(o-chlorophenyl)-9
9 IBROTIZOLAM methyl-6H-thieno(3,2-1)-s-
triazolo(4,3- a)(1,4) diazepine
21 -cyclopropyl-7-a[(S)-1 - hydroxy-
10 BUPRENORPHINE 1,2,2-trimethylpropyl]- 6,14-endo-
ethano-6,7,8,14- tetrahydro oripavine
11 BUTALBITAL 5-allyl-5-isobutylbarbituric acid
12 BUTOBARBITAL S-butyl-5- ethylbarbituric acid
7-chloro-1,3-dihydro-3-hydroxy- 1 -
13 [CAMAZEPAM methyl-5-phenyl-2H-1,4-
benzodiazepin-2-one
dimethylcarbamate (ester)
14 ICHLODIAZEPOXID 7-chloro-2-(methylamino)-5- phenyl-

BH-1,4-benzodiazepine- 4-oxide
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15

CATHINE

(+)-norpseudo-

(+)-(R)-0-[(R)-1-  aminoethyl]benzyl

ephedrine alcohol
7-chloro-1 -methyl-5-phenyl-1H-1,5-

16 CLOBAZAM benzodiazepin-2,4 (3H,5H) dione
5- (o-chlorophenyl)-1,3-dihydro- 7-

17 [CLONAZEPAM nitro- 2H -1,4 - benzodiazepine-2 -one
7- chloro - 2,3 - dihydro - 2 - oxo -5-

18 CLORAZEPATE phenyl-1H-1,4- benzodiazepine -3-
carbocilic acid
5-(o-chlorophenyl)-7-ethyl-1,3

19 CLOTIAZEPAM dihydro-1 methyl-2H- thieno[2,3¢]-
1,4 -diazepin -2- one
10-chloro-11b-(o-
chlorophenyl)2,3,7,11b-

20 (CLOXAZOLAM tetrahydrooxazolo- [3,2-d]
[1,4]benzodiazepin-6(5H) -one
7-chloro-5- (o-chlorophenyl)-1,3

21 DELORAZEPAM dihydro-2H-1,4 benzodiazepin-2 - one
7-chloro-1,3-dihydro-1 -methyl- 5-

22 DIAZEPAM phenyl-2H-1,4 benzodiazepin- 2 - one

b3 [ESTAZOLAM 8—chloro—6—phepyl—4H—s—tr1azolo[4,3—
0] [1,4]benzodiazepin

b4 [ETHCHLORVYNOL ;_;) 1chloro -3- ethyl -1- penten -4 - yn -

25 ETHINAMATE 1- ethynylcyclohexanol carbamate
ethyl -7- chloro -5- (0- fluorophenyl) -

26 ETHYLLOFLAZEPATE 2,3 - dihydro -2 - oxo -1H-14 -
benzodiazepine -3- carboxylate

N - :

27 ETILAMFETAMINE Lthylamphetamine N-ethyl-a-methylphenethylamine

28 FENCAMFAMIN N- ethyl-3- phenyl-2- norbornanamine

b9 FENPROPOREX (£) -.3- .[((.x- methylphenethyl) amino]
propionitrile

30 FLUDIAZEPAM 7-chloro -5- (o-fluorophenyl) - 1,3-
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dihydro -1- methyl- 2H - 14-
benzodiazepin -2- one

5-(o-fluorophenyl) -1,3 -dihydro- 1-

31 FLUNITRAZEPAM methyl -7- nitro-2H-1,4 benzodiazepin
-2- one
7-chloro-1-[2- (diethylamino)ethyl] -

32 FLURAZEPAM 5-(o- fluorophenyl)-1,3-dihydro-2H-
1,4-benzodiazepin -2 - one

33 (GLUTETHIMID D-ethyl-2-phenylglutarimide
7-chloro-1,3- dihydro -5- phenyl- 1-

34 HALAZEPAM (2,2,2 -trifluoroethyl)-2H-1,4-
benzodiazepin -2 - one
10-bromo-11b -(o-fluorophenyl)-

35 HALOXAZOLAM 2,3,7,11b tetrahydrooxazolo [3,2-d]
[1,4] benzodiazepin -6 (SH) -one
11-chloro -8,12b - (dihydro - 2,8 -
dimethyl - 12b - phenyl - 4H - [1,3]

36 KETAZOLAM oxazino[3,2-d] [1,4] benzodiazepin-4,7
(6H)-dione

17 KETAMIN (%) T2- (2-Clorophenyl)-2-
methylaminocyclohexanone.

38 LEFETAMIN SPA (-)-N,N-dimethyl-1,2-
diphenylethylamine
(2S)-2,6-diamino-N-[(15)-1- methyl-

39 LISDEXAMFETAMINE 2-phenylethyl] hexanamide
dimethanesulfonate
6-(0-chlorophenyl)-2,4-dihydro-  2-
[(4-methyl-1 -piperazinyl) methylene]

40 LOPRAZOLAM -8-nitro-  1H-imidazol[1,2-a] [1.,4]
benzodiazepin -1 -one
7-chloro-5-(o-chlorophenyl)-1,3-

41 LORAZEPAM dihydro-3-hydroxy-2H-1,4
benzodiazepin -2 - one
7-chloro-5-(o-chlorophenyl)-1,3-

42 LORMETAZEPAM dihydro-3-hydroxy-1-methyl- 2H-1,4

benzodiazepin -2 - one
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5-(p-chlorophenyl)-  2,5-dihydro-3H-
3 MAZINDOL imidazo[2,1-a] isoindol-5-o0l
7-chloro-2,3-dihydro-1-methyl- 5-
4 MEDAZEPAM henyl-1H-1,4 benzodiazepine
45 MEFENOREX N-(3- ~  chloropropyl)- o -
methylphenethylamine
16 MEPROBAMAT 2Tmethyl-2-propyl - 1,3- propanediol,
dicarbamate
17 IMESOCARB 3- (o methylphenethyl)—. N-
(phenylcarbamoyl) sydnone imine
48 METHYLPHENIDATE Methyl o -phenyl-2- piperidineacetate
19 METHYLPHENO- 5-ethyl-1 -methyl -5- phenylbarbituric
BARBITAL acid
50 IMETHYPRYLON 333 diethyl-5- methyl-2,4 piperydine-
dione
8- chloro- -6- (o-fluorophenyl) - 1-
51 MIDAZOLAM methyl-4H-imidazol[1,5-a] [1,4]
benzodiazepine
1,3 dihydro -1- methyl-7-nitro-5-
52 NIMETAZEPAM henyl-2H-1,4 benzodiazepin-2- one
53 INITRAZEPAM 1,3 dlhydro .-7-n1tr0-5-phenyl- 2H-14
benzodiazepin-2-one
54 INORDAZEPAM 7-chloro- 1.,3 dlhydro—S— phenyl- 2H-
1,4 benzodiazepin-2-one
7-chloro- 1,3 dihydro- 3 hydroxy-5-
>3 PXAZEPAM henyl-2H-1,4 benzodiazepin- 2-one
10-chloro--2,3,7,11b- tetrahydro- 2-
56 OXAZOLAM methyl-11b- phenyloxazolo[3,2-d]
[1,4] benzodiazepin-6(5H) -one
(2R*,6R*,11R*)-1,2,3,4,5,6-
hexahydro-6,1 1-dimethyl-3-(3-
57 PENTAZOCIN methyl-2-butenyl)-2,6-methano-  3-
benzazocin-8-ol
58 PENTOBARBITAL 5-ethyl-5-(1-methylbutyl)  barbituric
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acid

(+)-(2S,35)-3,4-dimethyl-2-

59 PHENDIMETRAZIN .
henylmorpholine
60 PHENOBARBITAL 5-ethyl-5-phenylbarbituric acid
61 PHENTERMIN 0,0 dimethylphenethylamine
7-chloro-1,3-dihydro-5-phenyl-1-(2-
62 PINAZEPAM propynyl)-2H-1,4-  benzodiazepin-2-
one
7-chloro -1- (cyclopylmethyl) - 1,3 -
63 PRAZEPAM dihydro -5- phenyl -2H- 14-
benzodiazepin-2-one
64 PYROVALERONE 4’-methyl-2-(1-pyrrolidinyl)
valerophenone
65 SECBUTABARBITAL 5-sec-butyl-5-ethylbarbituric acid
7- chloro - 1,3 - dihydro -3- hydroxy-
66 TEMAZEPAM 1 -methyl-5-phenyl - 2H- 14-
benzodiazepin -2- one
7-chloro-5-(1 -cyclohexen-1 -yl)- 1,3
67 TETRAZEPAM dihydro-1 -methy1-2H-1,4
benzodiazepin -2- one
8-chloro-6-(o-chlorophenyl)-1 -
68 [RIAZOLAM methyl-4H-s-triazolo[4,3-a] [1,4]
benzodiazepin
69 VINYLBITAL 5-(1-methy1butyl)-5- vinylbarbituric
acid
70 ZOLPIDEM N,N,6- trimethyl-2-p- tolylimidazol

[1,2-a] pyridine- 3- acetamide

Danh muc nay bao gdbm cac mudi cua cac chat ghi trong Bang nay, khi cac muoi do co
thé hinh thanh va ton tai.
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PHU LUC 7

DANH MUC TIEN CHAT DUNG LAM THUOC
(Keém theo Thong twso: 20 /2017/TT-BYT ngay 10 thang 05 nam 2017 cua
Bo truong Bo Y té)

TT TEN QUOC TE TEN KHOA HQC
-(R*. S*)]--[1- i ,
1 EPHEDRINE ([R-(R*, S*)]--[1- (methylamino)ethyl]
Benzenemethanol
2 N-ETHYLEPHEDRIN 1 -Ethylephedrin

N-METHYLEPHEDRIN/
3 METHYLEPHEDRIN/
DL-METHYLEPHEDRIN

(1R, 2S)-2- (dimethylamino)-1 - phenyl-
propanol

[S-(R*,R*)]--[1- (methylamino)ethyl]-

4 PSEUDOEPHEDRINE
Benzenemethanol

Ergoline-8-carboxamide,9,10- didehydro-
S ERGOMETRINE N-(2-hydroxy-1 - methylethyl)-6-methy-
[8 B(s)].

Ergotaman-3°, 6°, 18 ’-trione, 12°-

6 ERGOTAMINE hydroxy-2 ’ -methyl- 5’ - (phenylmethyl)-
(5)

Ethyl methyl amino - phenyl - propane - 1
- ol

7 N-ETHYLPSEUDOEPHEDRIN

8 N-METHYLPSEUDOEPHEDRIN [Dimethylamino - phenyl - propane - 1 - ol

Danh muc nay bao gdm cac mudi cua cac chat ghi trong Bang nay, khi cadc muoi do co
thé hinh thanh va ton tai.
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PHU LUC 8

BANG GIOI HAN NONG PQ, HAM LUQNG DUQC CHAT GAY NGHIEN
TRONG THUOC DANG PHOI HQP
(Kém theo Thong tw so: 20 /2017/TT-BYT ngay 10 thang 05 nam 2017 cua Bo

truong Bo Y te)

HAM LUQNG DUQC | NONG bQ DUQC
) CHAT TINH THEO |CHAT TINH THEO
TT TEN DUQC CHAT GAY | DANG BAZO TRQNG DANG pAZO )
NGHIEN MOT PON VI SAN |TRONG SAN PHAM
PHAM PA CHIA LIEU | CHUA CHIA LIEU
(Tinh theo mg) (Tinh theo %)

1 [ACETYLDIHYDROCODEIN|100 2.5
2 |COCAINE 0,1
3 (CODEINE 100 2.5

Khong qua 0,5 mg

Difenoxin va vdi it nhat
4 IDIFENOXIN 0,025 mg Atropin Sulfatq

trong mot don vi san pham

da chia liéu.

Khong qua 2,5 mg )

Difenoxylat va véi it nhat
5 [DIPHENOXYLATE 0,025 mg Atropin Sulfatﬁ

trong mot don vi san pham

da chia liéu.
6 [DIHYDROCODEIN 100 2.5
7 |[ETHYL MORPHIN 100 2.5
8 INICODICODIN 100 2.5
9 INORCODEIN 100 2.5
10 PHOLCODIN 100 2.5
11 PROPIRAM 100 2.5

0,2 morphin tinh theo

12 MORPHINE morphin base tinh khiét
13 TRAMADOL 37,5
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PHU LUC 9

BANG GIOI HAN NONG PQ, HAM LUQNG DUQC CHAT HUONG THAN
TRONG THUOC DANG PHOI HQP

(Kém theo Théng tw sé: 20 /2017/TT-BYT ngay 10 thing 05 ndm 2017 ciia Bé
trucng Bo Y té)

STT

THAN

TEN DUQC CHAT HUONG

HAM LUQNG TOI PA CO TRONG
MOT PON VI PA CHIA LIEU (mg)

ALLOBARBITAL

10

ALPRAZOLAM

0,25

AMOBARBITAL

10

BARBITAL

10

BROMAZEPAM

1

BROTIZOLAM

0,25

BUTOBARBITAL

10

CAMAZEPAM

5

O |0 |9 [N |0 |~ W N =

CHLODIAZEPOXID

5

p—
S

CLOBAZAM

5

[E—
[E—

CLONAZEPAM

0,5

p—
(\]

CLORAZEPAT

10

p—
(O8]

CLOTIAZEPAM

5

[E—
N~

DIAZEPAM

5

p—
(9}

ESTAZOLAM

0,5

p—
N

FLUDIAZEPAM

0,5

p—
|

FLUNITRAZEPAM

0,5

p—
oo

FLURAZEPAM

5

p—
\O

HALAZEPAM

5

\®)
S

KETAZOLAM

5

[\S)
[

LOPRAZOLAM

0,25

[\
[\

LORAZEPAM

0,5
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23 LORMETAZEPAM 0,25
24 MEPROBAMAT 100
25 MEDAZEPAM 5
26 METHYLPHENOBARBITAL 10
27 MIDAZOLAM 5
28 NITRAZEPAM 5
29 NORDRAZEPAM 0,25
30 OXAZEPAM 10
31 PARAZEPAM 5
32 PENTOBARBITAL 10
33 PHENOBARBITAL 25
34 SECBUTABARBITAL 10
35 TEMAZEPAM 25
36 TETRAZEPAM 5
37 VINYLBITAL 10
38 CLOXAZOLAM 1
39 DELORAZEPAM 0,25
40 ETHYLCLOFLAZEPAT 0,25
41 NIMETAZEPAM 0,25
42 OXAZOLAM 5
43 PINAZEPAM 1
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PHU LUC 10

BANG GIOI HAN NONG PQ, HAM LUQNG TIEN CHAT DUNG LAM
THUOC TRONG THUOC DANG PHOI HQP

(Kém theo Théng twr s6: 20

truong Bo Y te)

/2017/TT-BYT ngay 10 thang 05 nam 2017 cua Bo

‘ ' HAM LUQNG TOI PA | NONG DQ TOI DA
s7r | TENTIEN CHAT |CO TRONG MQT PON| CO TRONG MOT
DUNG LAM THUOC (VI PA CHIA LIEU (mg) |PON VI CHUA CHIA
LIEU
1 EPHEDRINE 50 1,5%
2 ERGOMETRINE 0,125
3 | N-ETHYLEPHEDRIN 12,5
N- 31,1 0,0625%
METHYLEPHEDRIN/
4 | METHYLEPHEDRIN/
DL-
METHYLEPHEDRIN
5 ERGOTAMINE 01

PSEUDOEPHEDRINE

120

0,5%
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