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sé: FOK/BV Nha Bé, ngay 0§ thdang() nam 2023
V/v trién khai Théng tu sb

23/2023/TT-BYT nghy
30/11/2023 ciia Bo Y té

Kinh gui: Cac khoa, phong truc thudée Bénh vién huyén Nha Be

Can ctr Cong van s6 10793/SYT-NVD ngay 07 thang 12 nam 2023 cua
S& Y té Thanh phé HO Chi Minh vé viée tnen khai trién Kkhai Thoéng tu sb
23/2023/TT-BYT ngay 30/11/2023 cia Bd Y té;

Bénh vién huyén Nha Be trién khai:

Thoéng tu 36 23/2023/TT-BYT ngay 30 thang 11 ndm 2023 cta B Y té
stra ddi, bd sung mot 36 diéu tai Thong tu s6 01/2018/TT-BYT ngay 18 thang 01
nam 2018 cua Bo truong BO Y té quy dinh ghi nhéan thudc, nguyén liéu 1am
thude va to huéng dan st dung thudc.

Dé nghi Trudng cac Khoa, ‘Phong trién khai noi dung trén dén toan thé
vién chirc, ngudi lao dong duoc biét.

Vian ban trén duoc dang tal trén trang théng tin dién tr Bénh vién
www.benhviennhabe.vn. P& nghi tit ca vién chirc, nguoi lao déng cac khoa,
phong nghiém tac thuc hién ndi dung trén./ 2=
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Ky boi: Bo Y ié
Co quan: BO Y té
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Ty do - Hanh phic

$6:23 /2023/TT-BYT Ha Néi, ngay 30 thang 11nam 2023

THONG TU
Sira dbi, bd sung mot s6 didu tai Thong tu so 01/2018/TT-BYT ngay 18 thiang
01 nam 2018 ciia B truong BoY té quy dinh ghi nhan thuoc,
nguyén licu lam thude va to hwdng din siv dung thube

Can cir Ludit Dieoe s6 105/2016/QH13 ngary 06 thang 4 néim 2016,

Cein e Nghi dinh s6 43/2017/ND-CP ngcry 14 thang 4 ncim 2017 ciia Chinh phii vé
nhdn hang hoa,

Cdn cir Nghi dmh $6 1117202 ]/ND CP ngay 09 thang 12 ncim 2021 cua Chinh phu
stk doi, bo s ung mot so ' diéu Nghi dinh s6 43/2017/ND-CP ngay 14 thang 4 ndm 2017 cia
Chinh phii vé nhan hang hda;

Can cir Nghi dinh $6 54/2017/NP-CP ngay 08 thang 5 néim 2017 ciia Chinh ph
quy dinh chi tiét mot s6 dleu va bién phap thi hanh Ludt Diege,

Cdn ciir Nghi dinh $6 155/2018/ND-CP 1 ngay 12 thang 11 ndim 2018 cua Chinh phi
sua doi, b6 sung mot s6 quy dinh lién quan dén diéu kién diu tir kinh doanh thuge pham vi
quan Iy nha nudc cua 5o Y Ic

Cén cir Nghi dinh s6 95/2 2022/ND-CP ngay 15 thang 11 nam 2022 cua Chinh
phut quy dinh chire nanb, nhiém vu, quyén han v co cdu 16 chuc clict B6 Y 1é;

Theo dé nghi ciia Cuc truong Cyc Quan ly Durge.

B6 truémg BO Y té ban hanh Théong tr siva doi, bé sung mot sé diéu tai Thong
tw s6 01/2018/TT-BYT ngey 18 thang 01 nam 2018 cua B truong Bo Y té quy dinh
ghi nhdn thude, /7guven liéu lam thuoc vér 10 huéng dén vu dung thubc.

bicu 1. Sira dbi, b sung mot sb duu tai Thong tw s6 01/2018/TT-BYT ngay 18
thing 01 niim 2018 cua B truomg BO Y t¢ quy dinh ghi nhin thudc, nguyén liéu lam
thube va to huong din siv dung thude

. B sung khoan 3 va khodn 4 vao sau khoan 2 Diéu 3 nhu sau:

“3. Nhan va to huong dan st dung cua thude ‘phong xa khong bat bude phai
kém theo bao bi thuong pham ma ¢ thc duoc cung cap i co s¢ diéu tri kém theo hd
so giao nhan thude hodc duge dén, gén trén bao bi duge str dung véi muc dich dé luu
giir, van chuyén, bao quan thude.

4, lhum nhap khau da duoc cap ua) dang ky luu hanh trong trudong hop cip
bach cho qude phong, an ninh, phong, chéng dich bénh, khic phuc hw qua thién tai,
tham hoa, t& hudng dan str dung thube ¢6 thé gan trén bao bi ngoai.’

2. Stra doi, bé sung khoan 1 Diéu 5 nhu sau:

“1. Thube, nguyén ligu lam thude nhap khau vao Viét Nam ma nhén g gbe chua
thé hién day du cac noi dung so v6i nhan da duge Bo Y té phé duydt, co s¢ nhap khau
duoc thuc hién viée bd sung nhin phu bang tiéng Viét sau khi thong quan. Nhan phu
b6 sung phai bao dam phu hop voi nhan thude da duoc Bo Y té phé duyét va phai thuc
hién trude khi dua thude ra luu hanh trén thi truong va phdi gitr nguyén nhan goc.”
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3. Sira ddi, bd sung khoan 2 Piéu 5 nhu sau:

“7 Cac truong hop sau day dugc b6 sung hodc thay thé to hudng dan str dung
thube bang mna Viét sau khi thong quan:

a) Thude nhap ki 1au da co giay ding ky luu hanh tai Viét Nam ma trong bao bi
thuong pham da co to hudng dan st dung thude bang tiéng y Viét nhung chua thuc hién

cap nhat ndi dung t& huong dan st dung thube theo yéu cAu clia BO Y té, trur tr uong
hop thube khong yéu cau phai c6 to hudng dan st dung thude quy dinh tai cac diém
a, b, ¢ vad khoan 1 Piéu 13 Thong tu nay;

b) Thude nhap khiu chua co gidy dang ky luu hanh tai Viét Nam ma bao bi
thuong pham chua ¢6 10 hudng dan st dung thube bdng, tiéng Viét, tru trudng hop
thude khong yéu cau phai ¢ to hudng dan st dung thude quy dinh tai cac diém a, b,
c,dvad khoan | Didu 13 1 "hong tu nay.

©) Tl wde nhap k hau da duoc Bo Y té cap glay dang ky luu hanh trong truong
hop cép bach cho qudce phong, an ninh, phong, chdng dich bénh, khéc phuc hau qua
thién tai, tham hoa ma bao bi thuong pham chua ¢6 t& hudng dan st dung » thube bang
tiéng Viét.”

4. Stra déi, bd sung diém b khoan 3 Diéu 5 nhu sau:

“b) B sung hodc thay thé 10 huong dan su dung thude bang tiéng Viét dugc
thye hién tai bo phén dong goi cap 2 (d ong goi thir cap) cua co so dap ung nguyen
the, tidu chudn Thuc hanh &t san xuét thude (GMP) theo ding voi pham vi ctia Giby

chimg nhan di diéu kién kinh doanh dugc;

Truong hop to hudng dan st dung thude duge gin trén bao b tlcp xuc tryuc tiép
ctia thude theo quy dinh tai khoan 2 Diéu 3 Thong tu nay thi viée bo sung hodc thay
th (0 hudng dan st dung duoc thyc hién tai bo phén déng goi cla co s¢ dat nguyén
tic, tiéu chuan Thuc hanh tot san xuét thube (GMP) | ho0dc kho bao quan thude, nguyén
liéu lam thude dat nguyén tic, tiéu chudn Ihuc hanh tdt bao quan thudc (GSP) trude
khi dua thude ra luu hanh trén thi tr uong.”

5. B6 sung diém d vao sau diém ¢ khoan 3 Piéu 5 nhu sau:

“d) Huéng dan st dung thube bang tiéng Viét bo sung hodc thay thé phai bao
dam phi hop voi hudng dan st dung thude di duge B Y té phé duyét va phai thue
hién trude khi dua thude ra luu hanh trén thi truong.”

6. Stra déi, bd sung diém e khoan 3 Diéu 14 nhu sau:

“e) Khong tring hofic tuong tu véi tén thude da duoc cap oxay dang ky luu hanh
cua co s¢ dang ky khac, tru thude quy dinh tai diém a khoan 1 Piéu 6 va diém a khodn
I Diéu 10 Thong fur s6 16/2023/TT-BYT ngdy 15 thang & nam 2023 cuia B truong
Bo Y té quy dinh vé& viée dang ky luu hanh d6i v6i thube gia cong, thude chuyén giao
cong ngh¢ tai Viét Nam;”

7. Bai bo quy dinh tai tiét 6 diém ¢ khoan 1 Diéu 15.

8. Stra ddi tiét 1 diém a khoan 1 Piéu 16 nhu sau:

“Ghi ddy du tén va ham lugng, khéi lugng hodc nong do cta timg thanh phcm
duoc chat, duoc lidu trong cong thirc thude, ban thanh pham thudc cho mét don vi

chia hu,l nho nhat hodc mét don vi dong goinho nhét. Bdi voi thude dang long, dang
ban ran ¢ quy cach dong goi da lidu: Ham lugng hoat chat ghi theo nong dd % (khoéi
luong/khoi luong hoac khéi lugng/thé tich).”

9. Thay t m cum tur ‘lluong hop nhan goc ghi ngay san xudt, han diing, s6 16
san xuét bano tiéng nude ng,oal tai diém a khoan 3 ch,u 29 bing cum tur “Txuong
hop nhin gde ghi ngay san xudt, han dung, s6 16 san Xuat”. u/
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10. Stra ddi tiét 2 diém ¢ khoan 3 Didu 29 nhu sau: , ,

“. Han dung sau khi mé nép bao bi truc tiép lan dau dbi véi cac dang thuoc
chualﬂﬁhlﬁéJnhuthuécnhé1néthoécgécdangthuéclﬂuinﬁﬁ,nhétaLthuécnn@,
ge ldungrﬂneulﬂnvathuocdanglongdaluxldcuong,

11. Bosungchmnf)vaosauchcnxelhoan7 Piéu 35 nhu sau:

“0) B sung md vach (Bar code), ma QR, mé DataMatrix Code (DMC) hoic
logi m& phu hop trén nhén thube dé thyc hién truy xudt huéng dan sur dung dién tur
ctia thude va thue hién ghi nhin hang hoa bang phuong thirc dién tir theo 16 trinh cua
B@Uuém;B@Yjé”u \

[2. Stra doi, bo sung khoan 3 Dicu 38 nhu sau:

“3. Céc co s dang ky thude, san xudt thude c¢o trach nhiém cap nhat, bd sung
céc ndi dung trong to hudng dan sir dung thude dbi voi thude generic phu hop v6i cac
noldung,huangcku1su(hnugcualhuocthugcl)anh1nucthuoclngtchmx,goctuong
img dugc dang tai trén trang thong tin dién tir cia Cuc Quan Iy Dugce theo quy dinh
nhu sau: S

a) To hudng dan st dung cua thude generic (co u‘mg hoat chat, nong do, ham
lugng, dang bao ché, duong dung vai thuée biét duge gbe) phai bao dam phu hop vai
hudng dan su dunocualhuoulnutduocooctuonoLuv>])01v01cacthongtn1khac
non;UJhuongdqnsuchmgcxmlhuococncucnhu landunthanhphantaduoc tiéu
chuan chat luwong, thong so6 vé sinh kha dung, dir liéu duoc dong hoc, tac dung khong
mong mudn cua thude, két qua nghién clru lam sang co thé khac thude biét dugc g goc.
Théng tin vé tac dung khéng mong nuunltlong to hudng dan str dung cta thude
ocneuclhongduoc1th0nso\mnthuocbuiduocgoctuonOLnl trir nhiing tac dung
khono|nonoxnuoncuaknetduocgoc1Kﬁ1qumldunthmﬂ1phantaduocrnataduocdo
khon&cotjonéthmﬂwphancuathuocgencuc

b)[Hongth01hm117thmv>kuiuxu;g/(uc(3uan yl)uocconglx)vadangtm
10 hudng dan sir dung ctia thude biét duge goutientlangthong tin dién tur cia Cuc
Quan ly Dugce theo quy dinh tai khodn 1, khoan 2 Diéu nay, co s& ding ky thudc, co
sosmlxum¢huococnenccotuwhrﬂumntu1qsoatvaca3nhatn01dungnhan hudng
dan st dung phit hop voi to hucms:, dan sir dung cua thuoo biét dugc goc d6i voi cac
thong tin quy dinh tai khoan 2 Piéu nay, ma khong can théng bao vé BO Y 1, trir
truong hop ¢6 yéu cau khéc cia Bo Y 6.

Diéu 2. Hiéu luc thi hanh

Ihongtu1uqzcolnuulucth1hdnhltlngav 15 thang 01 nam 2024.

Piéu 3. Piéu khoin chuyen tlep

1. Thube, nouytnlluulanlthuoachmx,&u1xuathoacxﬂru)khduttuoc11;ay(H
thmv>01nan17023duoctmptucluuhan1 st dyng mau nhén, k)huongddnsudung
daduoc[k)thphuchwctchodenhctlmwdunocualothuoc nguyén liéu lam thude.

2. Nhan, K)huongdansuchwwthuochonglu)y)denghlLﬂp,gulhmnthayd01
bo<ung£¢dychunfkyluuhdnhchlnopchOLX)qumanuplﬂzulhosotruocnoay Thong
tunavcolnuulucnhunodanonongquatnnhouuquyctduocdpdungtheoquydnﬂ
tai thoi diém nop ho so, trur truong hop co so ding ky tu nguyén thuc hién theo quy dinh
allhon01u1ugdu:uxngﬂy Thong tu ¢6 hiéu luec.

Cham nhat dén ngay 01 thang 01 nim 2025, nhin va to hudng dan st dung
lhuocJhalddatnquuychnhldllhonLlulkg/uuockhlduathuouraluuhinhncnthl

truong. -
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Picu 4. Trach nhiém thi hanh

I. Cuc Quan ly Dugc c6 trach nhiém:

a) Xay dung quy dinh va 16 trinh thuc hién ghi nhin hang hoa bang phuong
thire dién tir dbi v6i thude luu hanh trén thi truong trinh B trudng Bo Y té ban

hanh;

b) To chirc hudng dan va thyc hién céc quy dinh cia Thong tu nay.

2. Chanh Vin phom7 Bo; Cuc trudng Cuc Quan ly Dugc; Chanh Thanh tra
Bo; Thu truong cac don vi thuoe va trye thuoe BO Y té; Glam dbe So Y té cac tinh
thanh phd truc thuée Trung uong; Thu trudng céc co 56 y té nganh; cac to chuc,
ca nhan co hoat dong trong linh vuc dang ky thude chju trach nhiém thuc hién
Thong tu nay. o

3. Trong qua trinh thuc hién, néu ¢6 kho khin, vudng méc, dé nghi cic co
quan t6 chire, ca nhan phan anh vé Bo Y té (Cuc Quan ly Duoc) dé xem xét, giai

quyet./. 1L ”Lﬂ /A )
Noi nhin: KT. BO TRUONG
- Uy ban xa hoi cua Qude hoi: S %f’*""”mlIU TRUONG
- Vin phong Chinh phu (Phong Cong bao, 4 : ¥
Cong théng tin dién Chinh phu; Vu KGVX);
- BO trudng (dé ble);
- Cée Thi truong Bo Y 1é; \
- BO Tu phap (Cuc kiém tra viin ban QPPL): L : I
- B Khoa hoce va Cong nghé; : = '
- B Cong Thuong;
- Bo Québce phong (Cuc Quan Y); Pé Xuin Tuyén
- B9 Cong an (Cuc Y té);
- Bo Giao thong van tai (Cuc Y (é GTVT):
- B6 Tai chinh (Tong Cuc Hai quan);
- Céc Vu, Cuc, Thanh tra B Y té;
-SO'Y té cac tinh, thanh phé tryc thude TU:
- Hoi ddng tur van cap GDKLH thude, nguyén ligu lam thude;
- Téng cong ty Duge Viét Nam - CTCP;
- Hi¢p hoi Doanh nghiép duoc Viét Nam;
- Hoi Duoe hoe Viét Nam;
- Cong thong tin dién tir BY T, Website Cuc QLD:;
- Céae DN SX, KD thube trong nude va nude ngoai;
- Luuw: VT, PC, QLD (5).
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