GOP Y MOT SO NOI DUNG

LIEN QUAN PEN QUAN LY NHA NUGC TRONG LINH VUC DUQC
DY AN LUAT SUA POI BO SUNG MOT SO PIEU CUA LUAT DUQC

PGS TS Lé Van Ty Fuyén
Chuyén gia cao cap (dugc hoc)
Nguyén Thur truong y té

I.  SU CAN THIET PHAI SUA POI, BO SUNG MOT SO PIEU CUA
LUAT DUQC 2016

Luat Duoc 2016 da duoc ban hanh va thuc hién gﬁn 10 nam. Trong thoi
gian vira qua di xuat hién tinh hinh méi trong linh vuc kinh té - x3 héi noi
chung va linh vuc duoc néi riéng doi hoi phai xem xét, stra doi bd sung dé dap
mg nhu cau quan 1y nha nudc va thuc day su phat trién nganh dugc ndi chung
va cong nghiép dugc ndi riéng dap g cac muc tieu dugc Pang va Chinh phu
ban hanh trong nhirng nim dau thap nién 30’
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Nghi quyet S6 36 NQ-BCT vé cong ngh¢ sinh hoc, Chu’ong trinh
phat trién cong nghiép duoc, duoc lidu den 2030, tim nhin 2045
(QD376/QD/TTg) va Chién lugc phat trién nganh Duoc dén 2030,
tAm nhin 2045 (QD 1165/Qb-TTg) dé dat ra nhiing muc tiéu rat ro
rang vé Nganh Duogc va cong nghiép dugc, cong ngh¢ sinh hoc dén
nim 2030, tAm nhin 2045. Muc tiéu tong quat 1a dén 2045 cong
nghiép dugc dong gop 10 ty USS vao GDP, nhan chuyén giao cong
ngh¢ va co thube phat minh tr duoc liéu.

Nén kinh té Viét Nam ngay cang tr& nén mot nén kinh té mé. Dén
thang 8/2023, Chinh phu Viét Nam di tham gia ky két 19 hiép dinh
da phuong va song phuong, trong d6 ¢6 mot ndi dung quan trong
1a cam két mo cura thi truong va han ché phén biét d6i xir quoc gia
(national discrimination). Viét Nam dang dé nghi nhiéu quoc gia
cong nhén Viét Nam 14 nén kinh té thi truong va trén thuc té di c6
gan 80 qudc gia cong nhan.

Pai dich Covid 19 di lam thay ddi cung cach quan ly nganh duoc
pham thé gi6i noi riéng va nganh y te noi chung: con nguoi phai
hanh dong nhanh hon virus va cac mém bénh. Sy hop tac giita cac
qudc gia 13 mot yéu td quan trong ddi pho voi dich bénh, ddc biét
1a cac dai dich trong twong lai. Nhitng bat cdp cua nén quan trj
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truyén thong da boc 10 rat nhiéu rao can trong cb gang chung cua
cac qudc gia trong viée d6i pho véi dich bénh. Thé gidi trd nén
ngay cang nho hep hon trudce su lan tran ctia dich bénh va bién gidi
quéc gia khong phai 13 bién gidi cta dich bénh

Cudc cach mang 4.0 khong chi 1a yéu to quyet dinh cho su phat
trién kinh té cua cac quoc gia va kinh té toan cau ma con la cong
cu dac luc hd tro cho nén quan tri qudc gia va tat ca cac linh vuc
kinh té -x3 hoi. Thang lgi cta Viét Nam trong dai dich Covid-19
vura qua la mdt minh ching.

Viéc Qudc Hoi va Chinh phu trong thoi gian dai dich Covid-19 da
ban hanh mét sb Nghi quyet vé quan ly y té noi chung va quan ly
duoc noi riéng 13 tién dé quan trong déBOY te va cac Bo, Nganh
lién quan dy thado Luat stra doi, bo sung mot s6 diéu cua Luat Duoc
2016, dap tng voi tinh hinh méi khong chi trong hién tai ma ca
trong thap ky 30’

GOP Y VE MOT SO NOQI DUNG CU THE:

II.1. Cén soat xét va b sung mot so thuit ngir/dinh nghia

Cong nghiép duoc thé gii da phat trién nhanh chéng tir dau thé ky XXI.
Nhiéu céng nghé méi ra doi, nhidu thuéc méi ra doi. Can xem xét bd
sung mdt s6 thuat ngir méi trong Phan dinh nghia.

Cu thé can dinh nghia hodc soat xét lai cac thuat ngir sau day ((theo
WHO hodac EMA, FDA):

Biomedicine: Thudc sinh hoc

Biosimilar: Thudc sinh hoc tuong tu

Innovative (drug): Thubc phat minh

Generic (drug): thubc gbc

Fisrt generic: thudc goc (phién ban dau tién)

Super generic: thudc gc c6 cai tién (value-added generic)
Grandfathered drug: thudc dwge mién trir mot sé dir licu
(thir nghiém 1am sang) trong hd so ACTD. Thudc di co tir lau
(Stugeron, Berberin, Rotundin...)

8. Thudc d@é thir nghiém 1am sang va placebo

9. Orphan drug: Thudc hiém
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10.Nutraceutical: Dwgc thwe phim. Pé nghi DAV quan ly
Nutraceutical

11.Cosmeceutical: Dwgc my pham. Dé nghi DAV chi quan ly
Duoc my pham. Cac my pham thong thuong do Bo Cong
thuong quan ly

12.Thudc cd truyen

13.Thudc duge lidu

Trén thuc té , trong may nam qua viéc dinh nghia khong chit ché, chuan xac
cac khai niém ndy da tao ra nhitng bat cap, cach hiéu khong thdng nhit gay
cham tré trong cong tac ding ky thude. Vi du: khong thé doi hoi dir liéu nghién
ctru 1am sang theo hd so ACTD céc thudc duoge coi 1a grandfathered drug vi
nhitng thudc nay di c6 lich sir luu hanh & Viét Nam tir thap ky 60” thé ky trude
nghia 14 cach nay gan ntra thé ky. FDA Hoa Ky da ¢ nhiing giai phap cho cac
thudc ndy bang cach cong bd mot danh muc mién trir dua trén danh gia loi
ich-rui ro.

Hodc voi cac thude super generic (generic cai tién) ma cac doanh nghiép
dugc trong nudc ndp hé so (vi dy: innovative drug dudi dang vién nén, hd so
generic san xuat dudi dang vién nén tan trong miéng: oral dissolution tablet)
can yéu cau cac dit liéu gi trong bd hd so ding ky thude.

Viéc khong dua cac khai niém vé thude thir nghiém 1am sang va placebo giy
kho khin trong viéc cac cong ty mudn nhap khau thude thir nghiém 1am sang
va placebo (gia dugc) dé tién hanh thir nghiém 1am sang ¢ Viét Nam. Can luu ¥
dén tinh chat dic thu cua thudc thir nghiém 1am sang va gia dugc so voi cac
thudc da duoc cip phape lwu hanh.

I1.2. Sira ddi mot s6 ndi dung lién quan dén cong tac diing ky thudc:

1. Dé nghi luat héa co ché tham chiéu va cong nhan 1an nhau giita Co
quan quan ly dugc Viét Nam vdi cac co quan quan ly dugc nghiém
ngdt (SRA: Stringent Regulatory Authority) dugc Viét Nam cong
nhan (EMA, PMDA, FDA...) c¢6 tham khdo kinh nghi€ém céac nudc
trong khu wvuc ASEAN (Philippines, Singapore, Malysia,
Indonesia...)dé ¢ 10 trinh thich hop

2. Luét héa co ché dang ky thudc bang hd so dién tir



3. Cong nhan, yéu cau va khuyén khich tmg dung hé théng nhan dién tir
(e-labelling) d61 v&i dugc pham

4. Xac dinh r6 quyén cua cac FIE (Foreign Investment Enterprise) trong
nhap khau, gia cong, chuyén giao cong nghé (phan phéi, giao nhan,
van chuyén san pham nhap khau va gia cong, chuyén giao cong nghé)
phtl hop véi ndi dung va cam két ciia Chinh pha Viét Nam trong céc
Hiép dinh thuong mai song phuong va da phuong

5. B6 sung hoat dong thur nghiém lam sang va quy dinh vé nhap khau
thudc dung cho thir nghiém 1am sang, bao gom ca gia dugc (placebo)
vao khai niém nghién ciru — phat trién thudc vi thr nghiém 1am sang 1a
giai doan cudi cung cua nghién ctru - phat trién thudc. Can co quy
dinh riéng vé nhap khau thudc thir nghiém 1am sang va placebo do dic
thil ctia cac san pham nay.

I1.3. Mot sb thuit ngir vé thudc co truyén va thude duoce liéu

Pé nghi théng nhit str dung cac thuét ngit lién quan cta T Chirc Y Té Thé
Gidi (WHO) c6 trong cac huéng din caa WHO vé thude cb truyén va thude tir
duoc liéu: [1] WHO guidelines on assessing quality and safety of herbal medicines
with reference to contaminants and residues. [2] WHO guidelines for the selection
of substances for quality control of herbal medicines (outline and key technical
issues discussed at two WHO working group meetings in 2004 and 2005). [3]
WHO GMP: Updated supplementary guidelines for manufacture of herbal
medicines. Support to national capacity building on quality control of herbal
medicines. [4] WHO Interregional Training Workshop on GACP and GMP for
Herbal Medicines, held in China, September 2005.[5] Guidelines for the
Assessment of Herbal Medicines (WHO, 1991) and Quality Control Methods for
Medicinal Plant Materials (WHO, 1998) va dac bi¢t cac huong dan cua T6 chuc Y
Té Thé gid1 trong cadc nam gan day.

Vi du, trong Hudng dan chung vé phwong phdp nghién ciru va ddnh gid
thuéc ¢6 truyén (General Guidelines for Methodologies on Research and
Evaluation of Traditional Medicines) WHO da dua ra cac dinh nghia cuia WHO
lién quan dén thudc tir duge liéu nhu sau:

Herbs (Cdy thuéc), Dwoc liéu
Herbs include crude plant material such as leaves, flowers, fruit, seed, stems,



wood, bark, roots, rhizomes or other plant parts, which may be entire, fragmented
or powdered.

Cay thuéc bao g&m cdac nguyén liéu thuc vdt nhu: la, hoa, qua, hat, than, goAN, VO
cdy, ré, than ré hodc cdc phan khdc cia cdy, c6 thé la dé nguyén hodc da cdt nho
hodc nghién thanh bot..

Herbal preparations Cdc ché pham tir ciy thuéc (Ché phim dwoc liéu)
Herbal preparations are the basis for finished herbal products and may include
comminuted or powdered herbal materials, or extracts, tinctures and fatty oils of
herbal materials. They are produced by extraction, fractionation, purification,
concentration, or other physical or biological processes. They also include
preparations made by steeping or heating herbal materials in alcoholic beverages
and/or honey, or in other materials.

Cdc ché pham tir cdy (thudc) la co so ciia cdc thanh pham thdo dwoc va cé thé bao
gém: cac duoc liéu da dwoc cdt hodc nghién nhdé, cdc logi cao, con thuée, dau béo
ciia cdc diege liéu. Cdac ché pham nay cé thé dwoc san xudt bang cdach chiét xudt ,
chiét xuat phdn doan, tinh ché, ¢é ddc hodc bcing cdc qua trinh vdat Iy va sinh hoc
khéc. Céac ché pham ndy ciing bao gom dun néng dwoc lidu trong alcol va/hodc
trong mdt ong hodc cdc chat khdc.

Finished herbal products Thanh phcfm (thao duwoc)

Finished herbal products consist of herbal preparations made from one or more
herbs. If more than one herb is used, the term mixture herbal product can also be
used. Finished herbal products and mixture herbal products may contain excipients
in addition to the active ingredients. However, finished products or mixture
products to which chemically defined active substances have been added, including
synthetic compounds and/or isolated constituents from herbal materials, are not
considered to be herbal.

Thanh phdm thdo dwoc bao gom cdc ché phcfm tir cdy co duoc bao ché tir mét hodc
nhiéu cdy (thuoc) Néu thanh pham bao gém nhiéu cdy thuoc, c¢é thé ding thudt
ngit san pham thdo dwoc hén hop. Thanh pham thao dwoc co the thém cac hoat
chat. Tuy nhién, khi them cac hoat chat da chiét xudt tinh khiét vé mat héa hoc, ké
ca cac hoa dwoc tong hop va/hodc cac chdt chiét xudt tinh khiét tir dwoc liéu, thi
khéng dwege coi la thanh pham thdo diegc.

Traditional use of herbal medicines Si dung théo diwoc theo truyén thong



Traditional use of herbal medicines refers to the long historical use of these
medicines. Their use is well established and widely acknowledged to be safe and
effective, and may be accepted by national authorities.

Sir dung thdo dwoc theo truyén thong la viéc sir dung tir ldu doi cac dwgc thdo.
Viéc su dung cdc duoc thao nay da duoc xdc dinh va cong nhdn rong rdi la an
todn va c6 hidu qua, va cé thé dwoc cdc co quan quan Iy (dwoc) ciia cde quoc gia
chap nhdn.

Viéc théng nhét st dung cac thuat ngtr cita WHO trong Luat Duogc (Stra déi) co cac
vu diém sau day:
1. Lam co s& cho hoat dong hai hoa vé quy ché quan 1y duoc giira Viét Nam va
cac nudc
2. Tao thuan lgi cho cac doanh nghi¢p dugc Viét Nam (dac biét cac doanh
nghi¢p san xuét kinh doang thude tir duoc liéu, mot thé manh cua Viét Nam)
khi tham gia thi truong dugc pham thé gidi va khu vuc (tranh cac rao can do
su khéc biét vé khai niém tao ra)



