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PHAN TICH THONG TU'39/2021/TT-BYT SUA nﬁl, BO SUNG
MOT SO BIEU CUA THONG TU' 21/2018/TT-BYT VE DANG KY
LU'U HANH THUOC CO TRUYEN, DUQC LIEU

Ngay 31/12/2021, BG Y té da ban hanh Thing tw 39/2021/TT-BYT sita ddi, bo sung mdt sa diéu cda Thing tw
21/2018/TT-BYT vé déng ky lwu hanh thudc cd truyén, dworc ligu va cd hiéu lc tir ngay 15/02/2022.

Dwdi déy la mgt so diém mdi dang chd y cia Thong tw ndy doi vdi céc doanh nghiép san xuét, kinh doanh thudc
cd truyén, dugc liéu:

1. HWGNG DAN CHUAN B HO SO'BANG KY LUU HANH

Thdng tw 39/2021/TT-BYT stra doi, bo sung quy dinh vé chuén bi ho so dé nghi cap, gia han, thay doi, bo sung
giay dang ky lwu hanh thudc, duge liéu nhw sau:

Trwdng hop ndp ho so trwe tiép hodc qua dwéng buu dién:
- Ho so déng ky phai dwoc chuan bi trén kho giay A4, dong chac chan;

- Ho so phai cd trang bia, to thdng tin san pham (trwdc déy khdng yéu cau), sap xép theo ding trinh ty ctia
muc luc, cd phan cach giira cac phan; cac phan phan cach phai dwgc danh sd thi tw va co dau xac nhén cla
co's@ dang ky hodc co sé san xuat & trong toan bd ho so (trwdc chi phai déng dau xéc nhén ¢ trang dau tién
ctia mdi phan trong ha so);

- Riéng tiéu chuan chat lwgng, phwong phap kiém nghiém, phiéu kiém nghiém thudc cd truyén, dwoc liéu phai
cd chit ky ctia nguoi ¢ tham quyen va dau xac nhén ctia nha san xuét (trwdc déy khdng can phai c chir ky
ctia ngurdi c6 tham quyén).

Trwdng hop ndp ho so trwe tuyén:

Day a quy dinh hoan toan mgi tai Thong tw 39/2021/TT-BYT, theo dd, ho so déng ky phai dwgc chuan bi bang

file word hodc file pdf, danh sd trang tirng phan; dugc sap xep theo dung trinh tw ca muc luc; riéng tiéu

chuan chat lweng, phurong phap kiém nghiém, phiéu kiém nghiém thudc cd truyén, dwoc liéu phai co chir ky
clia nguoi co tham quyen va dau xac nhén ctia nha san xuét.

Trwdc day: Thong tw 21/2018/TT-BYT chi quy dinh chung vé viéc chuan bi ho so ma khdng hwdng dan theo

hinh thirc ndp ho so nhw hién nay.

Céc doanh nghiép can lwu y cac quy dinh mgi lién quan dén ho so déng ky lru hanh thudc cd truyén, dwor liu

néu trén tir ngay 15/02/2022 tranh trweng hop ho so khdong ding quy dinh khong duoc tiep nhén.

2. YEU CAU BOI VG1 HO SO PHAP LY CUA DOANH NGHIEP NUG'C NGOAI

Khodn 6 Diéu 1 Thang tw 39/2021/TT-BYT dé stra doi, b sung thém mot s yéu cau vé ho so phép ly cla
doanh nghiép nwéc ngoai khi dé nghi cap, gia han, thay doi, bo sung gidy déng ky lwru hanh thudc, dwoc liéu.
Cu thé:




QUY DINH MOT TAI THONG TU 39/2021/TT-BYT

QUY BINH CU TAI THONG TU 21/2018/TT-BYT

1. Ve cac gidy to phap ly trong ho so' (gém Gidy ching nhén san pham dwoc phdm (CPP); Gidy phép san
xuat, kinh doanh dugc do co quan quan ly nha nwdc co tham quyen nwdc ngoai cap; Gidy chiing nhén dat
tiéu chuan thyc hanh tot san xuat thuoc (GMP); Giay phép thanh Lap Vén phong dai dién tai Viét Nam)

- Ddi v6i cac gidy to phap ly L ban dién tir (bao gom
cd trurong hop khdng cd du chir ky, tén ngudi ky va
dau xac nhan cia co quan quén ly nha nwéc cd thdm
quyén cua nwgc cap gidy to phap ly), doanh nghiép
phai ngp thém mot trong cac gidy to sau day:

- Tai liéu chiing minh giay to phap ly khong yéu
cau chir ky, dau xac nhan ctia co quan quan ly
nha nwéc co tham quyeén theo quy dinh cla
phap ludt nwdc sé tai (néu khdng cd chi ky,
dau xdc nhan);

- Két qua ty tra ctru gidy to phap ly tir website
chinh thirc clia co quan cd tham quyeén cap gidy
to o, co dong dau xac nhén ctia co sd kem
theo vén ban cung cap thang tin vé dwong dén
tra ciru.

Lwu y: Céc gidy to phap ly néu trén phai dwgc hop
phap hoa lanh su theo quy dinh (ban chinh hodc ban
sao ching thue)

Khdng quy dinh vé treang hop giay to phap Ly (a
ban dién ti

Ngoai ra:

- Quy dinh rd gidy to phap ly trong ho so phai con hiéu
yc tai thoi diem tiép nhan ghi trén Phiéu tiép nhan
ho so

- Gidy to phap Ly trong ho so phai dwoc thé hién bang
tieng Anh hodc tiéng Viét, trwdng hop khdng phai la
ban tiéng Anh hodc tiéng Viét thi doanh nghiép phai
cung cap thém ban dich céng ching bang tiéng Viét

- Trwong hop Gidy chitng nhén sén phdm dwoc pham
(CPP) khang ghi thi han hiéu lwc thi thoi han higu
lye dwoc tinh 13 24 thang ké tir ngay cap

- Giay to phap ly trong ho so phai con higu lwc
tai thoi diém ndp ho so

- Khdng 6 yéu cau vé ngdn ngir bt budc cla

gidy to phép ly trong ho so

- Khong co quy dinh ve trwong hop Giay CPP
khong ghi thai han hiéu luc

2. Vé Gidy ching nhan san pham dwoc pham (CPP)




Giay CPP phai dap ng mdt so quy dinh mdi: Khong quy dinh vé yéu cau nay

- Trwamg hop thudc cd sw tham gia san xuét béi nhiéu
co’ s¢ san xuat khac nhau thi CPP phai ghi rd tén, dia
chi, vai tro cla tirng co s& san xuat do

- Trwdng hop CPP khdng cd thong tin co s& san xuat
thudc dap tng GMP, co s& dang ky phai nop kem
gidy chirng nhan GMP clia tat ca cac co s@ tham gia
san xuat

3. GIAY TO' PHAP LY CUA CO' SG SAN XUAT TA DU'GC, VO NANG, BAN THANH PHAM DUOC LIEU VA
DU'GC LIEU DE SAN XUAT THUOC CO TRUYEN

Day la quy dinh méi dwoc bo sung tai khoan 8 Biéu 1 Thang tw 39/2021/TT-BYT, theo do, giay to phap ly cla
co's@ san xuét ta dwoc, vo nang, ban thanh pham duoc lidu va dwoc liéu dé san xuat thudc cd truyén cd thé (a
mdt trong céc loai gidy to sau:

1- Giay ching nhéan GMP,

2 - Giy phép san xuat ¢ xac nhan ndi dung co sé san xuat dap tng GMP;

3 - Chirng nhan phi hop chuyén luan Do dién Chau Au (CEP);

4 - CPP clia ta dwoc, vo nang, ban thanh phdm dwoc liéu néu trén CPP cd thdng tin vé GMP;
Luruy:

Déi véi té dwoc trong ho so dang ky thudc cd truyén: Treang hep khdng cung cap dwoc mét trong cac loai
gidy to néu trén, co s& san xuat thuoc thanh pham, ban thanh pham thyc hién ty danh gia viéc dap tng thuc
hanh tot san xuét cla co s& san xuat ta dwoc theo diém d khoan 1 Diéu 3, diém b khoan 3 Diéu 3 va diém d
khoan 5 Diéu 20 Thong tw 35/2018/TT-BYT va cam két chiu trach nhiém trwdc phap luat vé cong bd nay theo
Mau 01/TT ban hanh kém theo Thong tw nay.

Trwdc day: Thong tw 21/2018/TT-BYT khong quy dinh

4. TRWONG HOP THUOC CO TRUYEN BUGC MIEN THU LAM SANG
4.1. Bigu chinh mdt sd quy dinh lién quan cac trwdng hop thudc cd truyén dwoc mién thik lam sang tai Viét Nam
Cu thé:

QUY BINH MO TAI THONG TU 39/2021/TT-BYT | QUY DINH CU TAI THONG TU 21/2018/TT-BYT

Bai thudc gia truyén da dwoc cap gidy chimg nhdnbai | Phai dwoc Hoi dong khoa hoc cong nghé hodc
thudc gia truyen theo quy dinh cla phap luat, co tac Hoi dong dao dirc chuyén nganh y hoc cd truyén
dung, chi dinh thé hién rd dwoc thé bénhy hoc co cap tinh hodc twong dwong trd 1én cd véan ban
truyén, da duoc thir doc tinh cap va ban trwong dién nghiém thu danh gia thanh pham cta bai thudc




dé bao dam an toan, higu qua

gia truyen khi luu hanh béo dam an toan,
hiéu qua nhwng khong phai thir ddc tinh cap
va ban trwong dien

Thudc co truyén da dwoc mién thir ldm sang co thay doi
dang bao ché nhung khdng thay doi thanh phan, ham
lwgng, chi dinh, tac dung va dwdng dung; da dwoc thir
ddc tinh cdp va ban trwdng dién dé bao dam an toan, higu
qua

Phéi duoc Hoi dong khoa hoc cdng nghé
hodc Hoi dong dao dirc chuyén nganh y hoc
c0 truyén cap tinh hodc twong dwong tré Lén
c6 van ban nghiém thu danh gia an toan,
hiéu qué trén lam sang trong diéu tri bénh,
chirng bénh theo bai thuoc goc nhung khang
phai thir ddc tinh cap va ban truong dién

San pham thudc de tai nghién ciiu khoa hoc cép tinh va
twong dwong tré [én vé thudc cd truyén dwoc nghiém thu
dé tai do Hoi dong khoa hoc cta tinh/thanh phd xét duyét
va UBND tinh/thanh pho ra quyét dinh hodc do Bg cha
quan nganh xét duyét theo quy hién hanh; cé tac dung,
chi dinh thé hién rd dwoc thé bénhy hoc cd truyén va da
dwor thir doc tinh cap, ban trwong dién va tac dung dwor
ly dé bao dam an toan, hiéu qua, trir thudc cd truyén méi

Chi can Hdi dong khoa hoc cong nghé hodc
Hoi dong dao dikc chuyén nganh y hoc cd
truyen cap tinh hodc twong dwong tré en co
van ban nghiém thu danh gia an toan va hiéu
qua

Thudc co truyén co chi dinh da trén dir liéu nghién ctru
ldm sang theo quy dinh vé thir thuoc trén lam sang cla
Bo Y te da dwoc cap giay déng ky lwu hanh va lvu hanh
trén 10 ndm tre &n, khdng phét hién thém cac tac dung
khdng mong mudn va phan tng c¢d hai cia thuoc hodc
thudc ¢ truyén chwa co dir liéu lam sang da dwoc cép
gidy dang ky lru hanh va lwu hanh trén 5 nam tré Lén,
khdng phat hién thém cac tac dung khdng mong muon va
phan trng c6 hai cla thudc hodc thudc cd truyén

Chi can Hoi dong khoa hoc cdng nghé hodc
Hdi dong dao dirc chuyén nganh y hoc co
truyén cap tinh hoac twong dwong trd [én co
van ban nghiém thu danh gia an toan va hiéu
qua

Gia giam tir nhiing bai thudc da dwoc cap giay dang ky
lwu hanh va lwru hanh trén thi tregng 5 nam tro Lén, trir
cac thudc cd truyén ca chi dinh dva trén dit liéu nghién
ctru ldm sang theo quy dinh vé thi thudc trén ldm sang
clia Bd Y té, khang phat hién thém cac tac dung khdng
mong muon va phan (ing ¢6 hai cla thudc; cd tai ligu, dir

2w

phu hop véi ly ludn cla y hoc cd truyén

Khdng quy dinh

4.2. Thudc cd truyen gia han tir nhitng thudc da dwoc cap gidy déng ky lwu hanh treée ngay 01/01/2017, trir
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thudc cé dé nghi phai thir lam sang cta Hoi dong tw van cap gidy dang ky lwu hanh thudc co truyén, dwoc ligu
khi lwu hanh phét hién thém cac tac dung khdng mong mudn va phan ting c6 hai cta thudc.

Trwdc day: Chi loai trir doi vai thudc cd truyen dé dwoc cap gidy lwu hanh trede ngay 01/01/2017 dwgc mién
thir ldm sang giai doan 1, giai doan 2 va thudc cd truyén da dwoc cap gidy dang ky lwu hanh trwde ngay
01/01/2017 phai thir lam sang giai doan 4 theo dé nghi clia Hi dong tw van cap giay dang ky lwu hanh.

5. TRUONG HOP MIEN MOT SO GIAI DOAN THU THUOC CO TRUYEN TREN LAM SANG
5.1. Khoan 11 Bieu 10 Thang tw 39/2021/TT-BYT diéu chinh mgt trong nhikng tiéu chi xac dinh thudc mién thi
lam sang giai doan 1 va giai doan 2 nhwng tiép tuc phai thir thuoc trén ldm sang giai doan 3 tai Viét Nam.

Do 14 céc thudc da st dung diéu tri tai co s& kham bénh, chira bénh bang y hoc co truyén hang Il tré Lén: co
dwang dung, ligu diing, quy trinh, dang bao ché cd dinh; cd tac dung, chi dinh thé hién rd dwoc thé bénhy hoc
c0 truyén, da dwoc thir ddc tinh cép, ban trdng dién va tac dung dwoc Ly dé bao dam an toan, higu qua va
dwoc Hoi dong khoa hoc ctia co s& kham bénh chira bénh thong qua.

Trwdc day: Cac thudc da st dung diéu tri tai co s& khdm bénh, chira bénh bang y hoc cd truyén tuyén huyén
hodc twong dwong tré [én tir 10 ndm trd [én va cho tir 200 ngwai bénh tré [én tinh dén thoi diém nép ha so
dang ky.

5.2. Thong tw 39/2021/TT-BYT ciing da bo quy dinh tai Thdng tw 21/2018/TT-BYT vé thudc cd truyén duorc
mién th [am sang giai doan 1 va giai doan 2 tai Viét Nam nhwng phai thir ldm sang rat gon giai doan 3; thudc
c0 truyén da dwoc cap gidy dang ky Lwu hanh trwge ngay 01/01/2017 dwgc mién thir lam sang giai doan 1,
giai doan 2 theo dé nghi ctia Hoi dong tu van cap giay dang ky lvu hanh.

6. TAILIEU CH'NG MINH THUOC CO TRUYEN BUO'C MIEN HOAC MIEN MOT SO GIAI DOAN THUY
LAM SANG
6.1. Tai liéu chirng minh thudc co truyén dwoc mién thir lim sang

Khoan 13 Biéu 1 Thang tw 39/2021/TT-BYT da sta doi, bo sung mot so tai liéu chirng minh thudc co truyen
dwoc mién thir lam sang, cu thé:

- Vi bai thudc gia truyén da dwoc cap gidy chitng nhan bai thudc gia truyén theo quy dinh cta phap luat, cd
tac dung, chi dinh thé hign rd duwoc thé bénh y hoc ca truyén, d dwgc thir ddc tinh cap va ban trurgng dién
dé bdo dam an toan, hiéu qua:

Yéu cau thém: Ban sao chirng thuc két qua thir ddc tinh cap va ban treong dién theo quy dinh.

B6: Ban sao cd chirng thyc van ban nghiém thu ctia Hoi dong khoa hoc cong nghé hodc Hoi dong dao dirc
chuyén nganh y hoc cd truyén cap tinh hodc twong dwong tre Lén.

- Vi thudc cd truyén da dwgc mién thir [dm sang cd thay doi dang bao che:
Thang tw 39/2021/TT-BYT yéu cau 03 loai tai liéu thay vi 04 loai nhw trudc déy, gom:

1 - Tai liéu vé cong thirc thudc; cach bao ché cac thanh phan; dang bao ché mdi;

2 - Quy trinh san xuat sau khi thay ddi tir dang bao ché trwdc do;




3 - Tai liéu chirng minh ngudn gdc, xuét xi ctia thudc cd truyén dwoc mién thir lam sang dé sir dung thay
doi dang bao che (thay vi To hwdng dan st dung theo quy dinh ve ghi nhan thudc, nguyén liéu lam thuac
ctia B Y té, cd dong dau gidp lai cda co s déng ky).

Trwdc day: Phai co thém Ban sao cd ching thye vén ban nghiém thu danh gia an toan, higu qua trong diéu tri
bénh, ching bénh theo bai thudc goc ctia Hoi dong khoa hoc cong nghé chuyén nganh y hoc cd truyén cap Bo
hodc tvong dwong tré én.

- Vidi cd phurong gia giam:
Bd sung tai liéu la ban sao chirng thuc két qua thir ddc tinh cap va ban trwong dién theo quy dinh néu thanh
phan gia giam thudc danh muc dwoc ligu ddc do Bo trwang Bo Y té ban hanh.

Trwédc day: Khong quy dinh

- Vi thuac [a sén pham thugc dé tai nghién ctru khoa hoc:

Yéu cau thém: Ban sao chirng thuc bién ban nghiém thu dé tai nghién ctru khoa hoc; Ban sao chirng thuc két
qua thr ddc tinh cap va ban trwong dién theo quy dinh.

Trwédc day: Khong quy dinh
- Vi thudc da dwoc cap Gidy déng ky lwru hanh thi tai liéu minh chimg la sd déng ky lwu hanh
Trwac day: Khdng quy dinh

- Vi thudc da dwoc cap Gidy dang ky lwu hanh cd s gia giam thi tai liéu minh chimg la so déng ky lwu hanh

va tai liéu chig minh hodc phén tich, bién giai viéc gia giam phu hop vdi ly ludn cla y hoc co truyén
Trwac day: Khdng quy dinh
6.2. Tai liéu chirng minh thudc co truyén dwoc mién mét so giai doan thir lam sang

- Vi thudc cd truyén da dwgc mién thir (dm sang nhung cd thay ddi hodc bd sung chi dinh trén co sé téc dung
chinh cta bai thuoc ma khdng thay ddi thanh phan cdng thirc thudc, liéu ding, dang bao ché truyén:

+Tai ligu vé cdng thirc thudc; cach bao ché cac thanh phan; dang bao ché, lieu ding;

thuoc;
+Tai liéu chirng minh ngudn gdc, xuat xi ctia thudc cd truyén dwoc mién thir lam sang.
Trwac day: Khong quy dinh

- Vi bai thudc gia truyén da duwoc cap gidy chitng nhan bai thuac gia truyén nhung chua cd tac dung, chi dinh
thé hién rd dwac thé bénh y hoc ca truyén, chwa dwac thik ddc tinh cap va ban trwong dién dé bdo dam
an toan, hiéu qua:

Yéu cau thém: Ban sao chirng thuc két qua thir doc tinh cap va ban treong dién theo quy dinh.

B6: Ban sao cd ching thyc van ban nghiém thu ctia Hoi dong khoa hoc cong nghé hodc Hoi dong dao dirc
chuyén nganh y hoc cd truyén cap tinh hodc twong dwong tré Lén.

- Vi thudc stk dung diéu tri tai co sé kham bénh, chita bénh bang y hoc cd truyén hang Il tré (én: cd dwing
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ding, liéu ding, quy trinh, dang bao ché cd dinh; cd tac dung, chi dinh thé hién rd dwoc thé bénh y hac cd
truyén, dé duwoc thir dic tinh cap, bén trong dién va tac dung dwc Ly dé bao dam an toan, higu qué va dwoc
Hai dong khoa hoc ctia co s¢ kham bénh chira bénh thing qua:
+Tai liéu vé cong thirc thudc; cach bao ché cac thanh phan; dang bao ché; cach dung, dwong ding; lieu
dung; chi dinh va chong chi dinh;
+ Ban sao chiing thyc van ban nghiém thu danh gia an toan, hiéu qua cta Hoi dong khoa hoc cong nghé
cta co s khdm bénh, chira bénh.
Trwac day: Thong tw 21/2018/TT-BYT con yéu cAu: Tai lidu chirng minh dé st dung dé diéu tri tir 10 nadm tré
1én cho 200 ngudi bénh tré Lén, cd liéu ding, quy trinh, dang bao ché dn dinh.
7. THO1 GIAN, SO LAN BUOC PHEP SUA BOI, BO SUNG HO SO
Day (a quy dinh méi so vai trudc day, khoan 9 Bieu 1 Thang tw 39/2021/TT-BYT quy dinh cu thé thoi gian, so
an co s& déng ky dwoc stra doi, bd sung ho so dé nghi cap, gia han, thay ddi, bd sung giay déng ky lwu hanh
thudc cd truyen.
- Thoi gian co s& déng ky stra doi, bd sung ho so khong qua 90 ngay ké tir ngay co van ban yéu cau cla co
quan tiép nhan. Thoi gian co s& dang ky stra ddi, bo sung ho so khdng tinh vao thai han xem xét ho so.
Néu qua thoi han 90 ngay thi ho so dang ky khdng con gia tri va co s phai thyc hién lai thi tuc dang ky, trir
trwong hop trong cdng vén thong bao co nhitng ndi dung yéu cu stra doi, bo sung can cé thei gian dai hon dé
thue hién nhu:
+Kiém nghiém tiéu chuan chat lwgng thanh pham.
+ B0 sung GMP/CPP hodc giay to phap ly khac.
+ B0 sung dit lidu nghién ctru dd on dinh mdi theo yéu cau ctia Cuc Quan ly Y, dwoc cd truyeén.
Dai vai trrong hop can kéo dai thoi gian theo quy dinh trén, co s duoc kéo dai thai gian stra doi, bo sung ho
so nhwng khang qua 120 ngay ké tir ngay nhan dwoc van ban yéu cau stra doi, bd sung cla co quan tiép nhéan.
- Chi dworc phép sira doi, bo sung khong qua 02 lan doi véi cing mdt ngi dung yéu cau sira doi, bo sung.
Néu qua sd lan sira doi, bo sung néu trén thi Cuc Quan ly Y, dworc cd truyen tra lai ho so cho co s& dé thuc hién
viéc dang ky nh lan dau.

8.S0 LUONG PHIEU KIEM NGHIEM TRONG HO SO CAP, GIA HAN, THAY D01, BO SUNG GIAY DANG
KY LUU HANH DUOC LIEU
Khoan 18 Bieu 8 Thang tw 39/2021/TT-BYT da bd sung thém quy dinh vé so lwgng Phieu kiém nghiém trong
phan ho so ki thuat clia ho so cap, gia han, thay doi, bo sung gidy dang ky lwu hanh dwoc ligu.
Theo do, so lwong phiéu kiém nghiém nhu sau:
- 01 Phiéu kiém nghiém dwoc ligu. Treang hop dwoc liéu dwoc cung thng béi nhiéu nha san xuat khac nhau thi
chi can cung cap 01 Phiéu kiém nghiém dwoc liéu dai dién.

- 01 Phiéu kiém nghiém bao bi dong goi.




9. THOT HAN CAP DANG KY LUU HANH DU'QC LIEU

Trwde day Thong tw 21/2018/TT-BYT chi quy dinh chung vé thoi han cap déng ky luu hanh dwgc ligu la trong

vong 06 thang ké tir ngay nhan da ho so nhung khdng quy dinh cu thé thoi han tién hanh giai quyét tha tuc

nay.

Thong tw 39/2021/TT-BYT da chi tiét hoa ngi dung nay nhw sau:

Trong thoi han 06 théng ké tlr ngay nhan di ho se, co quan tiép nhén ho so ¢d van ban dong y hodc khdng

dong y cp gidy dang ky lru hanh dwoc ligu, cu thé:

- Trong vong 15 ngay ké tir ngay nhan di ho s, co quan tiép nhén chuyén hd so dén chuyén gia thdm dinh;

- Trong vong 60 ngay ke tlr ngay cac chuyén gia tham dinh xem xét, cho y kién, co quan tiep nhan chuyén Van
phong Hoi dong tw van cap giay dang ky lru hanh thudc, nguyén ligu lam thudc cac ho so déng ky dé nghi
cap, khong cap hodc dé xuat xin y kien thdm dinh, tw van dé trinh Hoi dong tw van;

- Trong vong 15 ngay ké tlr ngay Hoi dong tw van cho y kién, B trwdng Bg Y té Gy quyén Cuc trwdng Cuc Quan
ly Y, dwoc co truyén cap, khong cap gidy dang ky lwu hanh dwoc ligu hodc yéu cau sira doi, bd sung theo dé
nghi ctia Hoi dong tw van.

Ngoai nhitng diém mdi néu trén, Thong tw 39/2021/TT-BYT ciing sira ddi, bo sung cac ndi dung khac lién quan

dén thd tuc gia han gidy déng ky dwoc ligu, tha tuc thay doi, bo sung gidy dang ky dwoc liéu theo hwdng quy

dinh cu thé thai han giai quyét cac thd tuc nay.

NOI DUNG CHI TIET VUI LONG XEM TRONG TOAN VAN CUA VAN BAN.
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