Viéc hity thuéc phai kiém soat dic biét duge quy dinh nhw thé
nao?

Viéc hity thudc phéi kiém soét dic biét dugc quy dinh tai Diéu 48 Nghi dinh 54/2017/ND-CP huéng dan
Luat duwgc do Chinh phti ban hanh nhu sau:

1. Co s& dé nghi hiy thudc gy nghién, thudc huéng than, thude tién chat, nguyén liéu 1am thudc la duwgc
chat gy nghién, dugc chit hwéng thin, tién chit dung 1am thudc ¢6 vin ban dé nghi huy trong d6 phai ghi
1o tén thudc, nguyén liéu lam thudc, ndng do hodc ham lwong, s lugng, 1y do xin hiy, phwong phdp hily.

2. Thii tuc cho phép hity thudc gy nghién, thudc huéng than, thudc tién chat, nguyén liéu 1am thudc 1a
dugc chit giy nghién, duoc chit huéng thin, tién chit dung lam thudc phéi thyc hién nhu sau:

a) Co s¢ dé nghi hiiy ndp vén bén trye ti€p hodc giti qua dudng buu dién tai BO Y t€ d6i v6i co sd sén xudt,
xuét khiu, nhap khiu hoic tai S& Y t&€ noi co s& d6 dit tru s& d6i véi cdc co sé kinh doanh duwoc khéic triv
cac co sO trén;

b) Sau khi nhan hd so, co quan ti€p nhan ho so tra cho co s dé nghi hity Phiéu ti€p nhan hd so theo Mau
s6 01 tai Phu luc I ban hanh kém theo Nghi dinh nay;

¢) Trudng hop khong c6 yéu cau sira doi, bo sung, co quan tié€p nhan ho so hity c6 cong viin cho phép hily
trong thoi han 30 ngay ké tir ngay ghi trén Phiéu ti€p nhan ho so;

d) Truwdong hop c6 yéu cau sita doi, bd sung ho so xin hily, co quan ti€p nhan phai c6 vin ban yéu ciu stra
ddi, bd sung ho so xin hily trong thoi han 30 ngay, ké ti* ngay ghi trén Phi€u tiép nhan ho so;

d) Sau khi co s& ndp ho so stra d6i, b6 sung, co quan ti€p nhan ho so tra cho co s& Phiéu tiép nhan ho so
stta d6i, bo sung theo Mau s6 01 tai Phu luc I ban hanh kém theo Nghi dinh nay. Truong hop khong c6 yéu
cau sira doi, bd sung ho so, co quan tiép nhan c¢6 cdng vin cho phép hiy theo quy dinh tai diém ¢ khoan
nay. Truong hop ho so sita ddi, bd sung khong ddp Ging yéu cau, co quan ti€p nhan c6 vin ban thong bdo
cho co s& theo quy dinh tai diém d khoan nay.

3. Viéc hay thudc gay nghién, thuc huéng than, thudc tién chat, nguyén liéu 1am thudc la dugc chat gay
nghién, dugc chit hwéng thin, tién chit dung 1am thudc chi dwoc thuc hién sau khi ¢6 cdng vin cho phép
ctia BO Y t&€ hodic S& Y t& noi co s& diit tru sd.

4. Viéc hily thudc giy nghién, thudc huwéng thin, thudc tién chat, nguyén liéu lam thudc 1a dugc chét gay
nghién, dugc chit hwéng thin, tién chit dung 1am thudc duoc thic hién nhu sau:

a) Nguoi ditng dau co s¢ thanh 1ap Hoi dong hiy thude. Hoi dong c6 it nhat 03 ngudi, trong d6 phéi ¢6 01
dai dién 12 ngudi phu trach chuyén mon ciia co s&. Hoi dong hity thude ¢6 nhiém vu t6 chitc viéc hiy
thudc, quyét dinh phwong phap hily, gidm sat viéc hiy thude clia co sd;
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b) Viéc hiy thudc va nguyén liéu 1am thudc phai c6 sy chitng kién clia dai dién SO Y t€ trén dia ban va
dwoc 1ap bién ban theo MAu s6 16 tai Phu luc IT ban hanh kém theo Nghi dinh nay;

¢) Trong thoi han 10 ngay, ké tir ngay két thdc viéc hity thudc va nguyén liéu 1am thudc, co s& phai glti bdo
céo viéc hity thudc theo Miu s6 17 tai Phu luc II ban hanh kém theo Nghi dinh nay kém theo bién ban hity
thudc t6i BO Y t&€ hodic S& Y t&.

5. Thudc phéng xa, bao bi da tiép xic tryc tiép voi thude phong xa khong con dwoc st dung phai dugc bao
quan va luu trit tam thoi trwde khi hay theo ding quy dinh cta phép luat vé ning lugng nguyén ti.

6. Chat thdi c6 nguon gdc tir thudc phong xa phai dugc quén 1y theo quy dinh cta phap luat vé ning lugng
nguyén ta.

7. Khi hity c4c loai du phdm, ph& pham c6 chita dwoc chét giy nghién, dugc chat huéng thin va tién chat
dung lam thudc trong qué trinh san xuét; thudc dang phdi hgp c6 chita dwgc chat giy nghién, thudc dang
phdi hop ¢6 chita dugc chat hudng than, thudc dang phdi hop c6 chita tién chét, cdc loai bao bi da tiép xiic
truc ti€p v6i thude gy nghién, thudc huéng tAm thin, thudc tién chét, duoc chit gy nghién, dwgc chat
huéng than va tién chat dung lam thudc khong st dung nita, thuéc doc, nguyén liéu doc lam thudc, thudce
va dugc chat trong danh muc thudc, dugc chit thudc danh muc chat bi cAm st dung trong mot sd nganh,
linh vie tai céc co sd kinh doanh thudc, co s& phéi tip hgp va hily theo quy dinh tai diém a khoan 4 Diéu
nay va luu ho so huy tai co sé.

- Ngoai ra, viéc hity thudc phai ki€m sodt diic biét d6i v6i co sé khdm bénh, chita bénh duoc huéng dan
b&i Khoan 4 Diéu 6 Thoéng tu 20/2017/TT-BYT

Trén day la ndi dung tw van vé viéc hily thudc phai ki€ém soat dic biét. D€ ¢6 thé hiéu chi tiét hon vé quy
dinh nay ban vui long tham khao thém tai Nghi dinh 54/2017/ND-CP.

( DS Thai Ngoc )

Binh luin

Z

Bai viét lién quan

Thong béo vé V/v thue hién ho so dédnh gia dinh ky viéc duy tri ddp tng GPP/GDP {HCM}

MOT SO NOI DUNG CAN LUU Y THU'C HIEN “THUC HANH TOT €O SO BAN LE THUOC”
THEO THONG TU SO 12/2020/TT-BYT

Cong bd cdc don vi cung cAp phan mém két ndi va chuyén dit liéu thanh cong vao hé thdng Co sé dit liéu


https://thukyluat.vn/vb/nghi-dinh-54-2017-nd-cp-huong-dan-chi-tiet-luat-duoc-4e6e8.html#dieu_48
https://muabanyduocsg.com/n/thong-bao-ve-v-v-thuc-hien-ho-so-danh-gia-dinh-ky-viec-duy-tri-dap-ung-gpp-gdp-hcm.html
https://muabanyduocsg.com/n/thong-bao-ve-v-v-thuc-hien-ho-so-danh-gia-dinh-ky-viec-duy-tri-dap-ung-gpp-gdp-hcm.html
https://muabanyduocsg.com/n/thong-bao-ve-v-v-thuc-hien-ho-so-danh-gia-dinh-ky-viec-duy-tri-dap-ung-gpp-gdp-hcm.html
https://muabanyduocsg.com/n/mot-so-noi-dung-can-luu-y-thuc-hien-thuc-hanh-tot-co-so-ban-le-thuoc-theo-thong-tu-so-12-2020-tt-byt.html
https://muabanyduocsg.com/n/mot-so-noi-dung-can-luu-y-thuc-hien-thuc-hanh-tot-co-so-ban-le-thuoc-theo-thong-tu-so-12-2020-tt-byt.html
https://muabanyduocsg.com/n/mot-so-noi-dung-can-luu-y-thuc-hien-thuc-hanh-tot-co-so-ban-le-thuoc-theo-thong-tu-so-12-2020-tt-byt.html
https://muabanyduocsg.com/n/mot-so-noi-dung-can-luu-y-thuc-hien-thuc-hanh-tot-co-so-ban-le-thuoc-theo-thong-tu-so-12-2020-tt-byt.html
https://muabanyduocsg.com/n/cong-bo-cac-don-vi-cung-cap-phan-mem-ket-noi-va-chuyen-du-lieu-thanh-cong-vao-he-thong-co-so-du-lieu-duoc-quoc-gia-den-ngay-20-0.html
https://muabanyduocsg.com/n/cong-bo-cac-don-vi-cung-cap-phan-mem-ket-noi-va-chuyen-du-lieu-thanh-cong-vao-he-thong-co-so-du-lieu-duoc-quoc-gia-den-ngay-20-0.html

dugc Quoc gia dén ngay 20/06/2023

THUOC KIEM SOAT PAC BIET

Huéng din cdch ghi " S6 ki€m so4t chét lugng thude Dinh ky" Chét lugng thude

TOP 200 THUOC DUGC SI CAN NHO

Dung lam tuong ve tieu chay

NHUNG LAM TUONG VE PHAN MEM QUAN LY NHA THUGOC

S& s¢m c6 vic-xin phong bénh tay chan miéng do EV71 cho tré em?

DANH MUC THUOC PHAI KIEM SOAT PAC BIET

MOI TUGNG QUAN GIUA THUOC VA DI UNG

Lich thdm dinh co s& Duaoc tuan 13/8/2018

THANH PHAN HO SO CAP GCNDDKKDD & GPP/GDP (CO KINH DOANH THUOC KIEM
SOAT DAC BIET)

THONG TU 02/2018/TT-BYT

Dung ding cédch thudc An cung nguu hoang hoan chita dot quy

Udng thuéc An cung ngwu ngiva tai bi€n, ngudi dan 6ng xuit huyét toan thin

THONG TU NGHI DINH AP DUNG CHO CO SO BAN LE THUOC

DICH VU MO NHA THUOC DAT CHUAN GPP - LAM NHANH- GIA RE

Lich thdm dinh co s& kinh doanh thudc ti ngay 14/3/2017 dén ngay 17/3/2017
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Tong két va trao gidi cudc thi sdng tdc vé Bdo Thanh

Nhitng kinh nghiém ph6i hop céc khing sinh v&i nhau

Khi nao nén dung Statin? Cau tra 101 da thay déi

Nhitng loai thudc Dugc si can Ivu v khi dung cho tré so sinh va tré nhd

6 cdch nguy hi€ém chét ngudi khi hét hop thudc bd va thude bénh
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