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ABSTRACT

Objectives: Survey the process of looking up cosmetic formula ingredients at the Ho Chi Minh
City Department of Health; develop and evaluate software for looking up ingredient formulas
in cosmeceuticals.

Methods: The study surveys the process and data sources for looking up cosmetic ingredient
formulas within the management of cosmetics at the Ho Chi Minh City Department of Health.
Development of the software Phasolpro DMP v1.0 involves proposing User requirements
specification (URS), interface design, programming, and software identification. The software
qualifiation is based on the URS and validation is based on a realistic case.

Results: The process of looking up cosmetic formula ingredients utilizes data from two sources:
The EU CoslIng of the European Commission database and the annexes of the ASEAN
Cosmetic Directive. Specialists evaluate registration documents to ensure compliance with lists
of banned or restricted substances, and permissible colorants, preservatives, and UV filters.
URS was proposed and the interfaces were designed for the software Phasolpro DMP v1.0. The
software features include batch searches, detailed information providing, duplication warnings,
spell check, and substance name suggestions. Software qualification and validation results
indicate that the software met the requirements of the proposed URS and worked as designed.

Conclusion: Develop look up software Phalsopro DMP v1.0 for formula ingredients in
pharmaceutical and cosmetic products that met requirements and passed software validation.
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TOM TAT
Muc tiéu: Khao sat quy trinh tra ctru thanh phan coéng thirc rny pham (TPCTMP) dé lam co
SO phat trién va danh gia phan mém (PM) tra ctru thanh phan cong thirc trong Dugc my pham.

Phuwong phap: Khao sat quy trinh, nguon dit liéu tra ctru TPCTMP trong quan Iy my pham (MP)
hién hanh. Dé xuét yeu cau ky thuat, thiét ké giao dién va lap trinh PM Phasolpro DMP v1.0.
Dénh gia PM cin ¢t vao yéu cau k¥ thudt, tham dinh PM véi dir liéu thir thyc té.

Két qua: Quy trinh tra citu TPCTMP str dung ngudn dir liéu chinh tr hai danh myc EU Coslng
ctia Uy ban chau Au va cac phu luc cua Hi¢p dinh My pham ASEAN, thanh phan MP dugc danh
gia phu hop voi cac danh muc: Chat cam st dung hodc c6 gioi han; chit tao mau, bao quan va
loc tia UV cho phép st dung. Dé xuét yéu cau ky thuat va thiét ké giao dién PM Phasolpro DMP
v1.0. Chuc nang PM: Tra ctru, thong tin chi tiét, canh bdo trung Iap, do chinh ta, goi y tén chat
Két qua danh gia va tham dinh PM phu hop véi yéu cau ki thuat va hoat dong dung thiét ké.

Két ludn: Phat trién phan mém Phalsopro DMP v1.0 tra ctru TPCTMP trong Duoc my pham

déap Gmg cac yéu cau dé ra va dat két qua tham dinh phan mém.

Tir khéa: Dugc my pham, cong thirc my pham, phin mém tra ctru.

1. PAT VAN DPE

Nhu cau sir dung my pham cuia nguoi dan hién nay ngay
cang tang thém, thuc day su phat trién va luu thong cua
cac san phim my pham v6i thanh phan da dang. Viéc
cép phép sir ' dung cac san pham rny pham can tuan theo
quy trinh de dam bao an toan cua san pham my pham
trong d6 hd so san pham va danh sach thanh phan su
dyng déng vai tro quan trong khi xem xét cap phép ho
s0. Theo quy dinh, phiéu cOng b6 san phim m§ pham
pha1 c6 danh sach thanh phan my pharn theo danh muc
cac thanh phin my pham ASEAN cua Hi¢p dinh my
phim ASEAN (ASEAN Cosmetic Directive - ACD)
kém theo ti 1¢ phan trim ctia cac chat ¢ gidi han nong
d9, ham luong|[1, 2].

*Téac gia lién hé
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Hign nay, hai co's¢ dir li¢u (CSDL) phd bién EU CosIng
cua Uy ban chau Au (EC) va phu luc cua Hiép dinh My
pham ASEAN vé thanh phan my pham duoc cho pheép,
c¢6 han ché hodc cam sir dung dugc danh gia teong doi
day du, cép nhat lién tuc dé tham g:hleu[3 4]. Tuy nhién,
v6i khoi lugng dit li¢u 16n v6i cau trac dir ligu kho tra
ctru (mot s6 danh myc ¢6 t€n thanh phén duge viét theo
nhom: Tén chat va dan xuat) gy nhi€u kho khan cho
cong ty va co quan quan ly vdi ho so dang ky.

Nhung sai léch trong tén thanh phan so voi danh myc du
c6 thé khong sai sOt vé chuyen mon nhung lai gay t6n
thoi glan glam hi€u qua danh gia cua chuyen gia khi
1am vige voi luong 16n dir liu dang ky tir cac ho so va
cac thao tac tim kiém co ban. Viéc tmg dung cong nghé
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thong tin (CNTT) hd tro hé thong hoa trong tra cru va
canh bao ¢ tiém ning cai thién hiéu suat va giam thiéu
sai sOt cho toan by quy trinh. Tir thye trang, nghién ctru
duoc tién hanh nham thyc hién ba myc tiéu chinh:

1. Khao sat quy trinh tra ciru thanh phan cong thirc mj
pham hién hanh;

2. Pé xudt yéu cau kjj thudt va phat trién phan mém Tra
cieu thanh phan céng thire Diege my pham;

3. banh gia phan mém va tham dinh phan mém véi div
liéu thuc te.

2. PHUONG PHAP NGHIEN CUU
2.1. Péi twong nghién ciru

Péi tuong nghlen cuu la quy trinh tra ctru thanh phan
cong thirc m¥y pham nguon dir lidu, yéu cau tra ctru;
phuong phap de xuit yéu cau k¥ thuat, phat trién va
danh gia phan mém.

2.2. Phwong phap nghién ciru

Khdo sat quy trinh tra ciru thanh phan cong thivc my
phém hién hanh

Tién hanh khao sat tryc tiép tai S6Y té (SYT) TRHCM
voi chuyen vién phu trach, xac dinh cac yéu cau bat
budc khi cong b san pham my pham hé so lién quan
va cac nguon dir li¢u ve thanh phan my pham hi¢n dang
duoc ap dung. Dya trén két qua khao sat vanhu cau thuc
té, de Xudt quy trinh tra ctru thong tin thanh phan my
pham khi c6 sy hd trg ctia phan mém.

Dé xuit yéu cau ky thudt va phdt trién phan mém Tra
ctvu thanh phan céng thirc Dwoc my phim

Can clr vao quy trinh khao sat va cac yéu cau ghi nhan,
thyuc hién xay dung phan mém Phasolpro DMP v1.0 v&i
chirc nang chinh: Tra ctru toan by thanh phan clia my
pham phu hgp v6i cac danh muc, phét hign va canh bao
sai sot. Cac budc thyc hién gdm:

- Pé xuét yéu cau ky thuat (User Requlrement Speci-
fication — URS): Thong tin tong quat glao dién phan
mem chirc ning phan mém, dau vao va dau ra, yéu
cau khac;

- CSDL hoat dong phén mém: Bo dit lidu duoc xay
dyng tir 5 phuy luc cia EU (Coslng) va 5 phy lyc cua
ACD (ASEAN Annexes) phu hop véi yéu cau va muc
dich tra cuu.

- Thiét ké giao dién va lap trinh phan mém: Can ctt URS
va co so 1y thuyét.

Ddnh gia phan mém va thim dinh phan mém voi div
liéu thuc té

banh gié phan mém: Cin ¢t URS va md ta chi tiét trong
tung giao dién, dam bao chirc nang chinh va céac nut
chtrc nang hoat dong ding theo thiét ké dé ra va khong
xay ra 16i. Thim dinh phan mém sir dung dix li¢u tir cong
thirc 01 san pham sira rira mat thye t€ vdi 22 thanh phan;
bd sung 03 thanh phan cudi cong thic 14 Ethylparaben
(chtre nang trung lap chat), Methotrexate (thuoc danh
muc cam) Calcium sulfat (chirc nang do chinh ta) dé
kiém tra day du chirc ning cua phan mém.

3. KET QUA

3.1. Khao sat quy trinh tra ciru thanh phin cong
thitc my pham hién hanh

Hiénnay, SYT TP.HCM thyc hi¢n tlep nhan ho so Phiéu
cong bo san pham my pham truc tuyén qua trang web
dich vu cong voi cac tap tinh hd so dinh kém khi nop.
H6 so duoc cac chuyén vién tai SYT danh gia cong thirc
thanh phan my pham dua trén cic tiéu chi: Thanh phan
dugc vi€t dung chinh ta; khong trung ldp thanh phan;
khong c6 thanh phan thudc danh muc chét cam su dung;
thanh phan thuéc danh muc giéi han c6 ndng d6 tuan
thi pham vi str dung; cac thanh phan thugc danh muc
chat tao mau, chat bao quan, chat loc tia tir ngoai dap
ung quy dinh dua ra.

Cac nguon dir liéu duge su dung bao gom EU Coslng
truy cap truc tiép tir trang web ctua EC va cac phu luc
cua Hi¢p dinh My pham ASEAN (Annexes) dang file
mém dinh dang * pdf Téng cong c6 10 bang dir li¢u
tor 10 phu luc tuong ung 05 nhom thanh phan Bi cAm;
co g10’1 han; chét tao mau, chat bao quan, chét loc tia tir
ngoai dugc st dung (chi tiét trén Bang 1).

Bang 1. Danh muc thiét 1ap CSDL hoat dong phin mém

P A S6
Nguon Phu luc Tén phu luc dong
Annex IT | Danh sich chat bi cAm trong san phdm my pham 1.754

EU Coslng Annex III | Danh sach chét bi gii han trong sian pham my pham 408

Annex IV | Danh sach phdam mau cho phép trong san pham m§ pham 154

18




C.K Kiet et al. / Vietnam Journal of Community Medicine, Vol. 65, Special Issue 6, 16-23

Nguon Phu luc Tén phu luc dgig

Annex V | Danh sach chét bao quan cho phép trong san pham my pham 57
EU Coslng - - -

Annex VI | Danh sach chat loc tia UV cho phép trong san pham my pham 35

Annex II | Danh sich chat bi cAm trong san pham m¥y pham 1.679
Annex III | Danh sach chét bj gii han trong san pham m§y phdm 243
ACD Annex IV | Danh sach phiam mau cho phép trong san pham m§ pham 161
Annex VI | Danh sach chit bao quan cho phép trong san phdm my phim 62
Annex VII | Danh sach chét loc tia UV cho phép trong san phim my pham 36

Céc chuyén vién thuc hién thu cong bang cach do lan
lugt tung tén thanh phan trong cac nguon dir li¢u. Thao
tac nay tén nhleu thot glan va dé sal sot do thong tin
ho so khong thong nhat $0 lugng hd so va thanh phan
mdi hd so twong dbi nhiéu, phu thudc nhiu vao kinh
nghiém cta chuyén vién.

Sau khi thdng nhat cac ndi dung quy trinh, nghién curu
e Xuat quy, trinh tra ciru thanh phan cong thirc m§ pham
c6 phan mém hd tro trén Hinh 1. Cac budc thuc hién
tra clru:

Budre 1. Chuyén vién tiép nhan hd so gdm danh sach
cac thanh phan va ham luong tuong Gmg.

Buwéce 2, 3. Chuyén vién mé phan mém tra clru, sao
chép va dan danh sach thanh phan vao 6 tra ctru r6i 4n
nut Tra ctru.

Budre 4. Phan mém tra vé bang két qua tra ciru tir 02
nguon dir liéu theo thir tu: A. Danh sach thanh phan bi
cam; B. Danh sach khong ¢6 két qua (do chinh ta); C.
Danh sach thanh phan 6 gioi han. D. Danh myc cho
phép. Thong tin chi tiét tu'ng Phu luc cua hai nguon du
lidu duoc xem chi tiét v4i timg thanh phan va ¢ canh
béo trung chat.

Buwde 5. Chuyén vién ghi nhan, dleu chinh thanh phan
thu¢c danh sach B va tra ctru lai (néu can thiét) rdi dua
ra két luan.

Budc 6. Tra két qua ho so cong bd

3.2 Pé xuit yéu ciu ky thuit va phat trién phan
mém Tra ciru thanh phan céng thirc Dwrgc my pham
Dé xudt yéu cau ky thudt (URS)

Mot s6 ndi dung chinh ctia URS dugc dé xuat bao gom:
Tén phan mém: Phasolpro DMP v1.0

Loai phan mém: Ngoai tuyén (Offline)

Nén tang hoat djng: May tinh chay hé diéu hanh Window.

Tiép nhan hd so Khéi dong

Hb so cong bé san phim phén mém tra ciru

Xem két qui chung va

chi tiét theo tirng danh muc
tra ctru

Dan dit liéu thanh phén

vao phan mém tra ctiru

K&t luan tinh phi hop
clia cong thirc san phém
m¥ pham

Tra két qua

Hb so cong bd san phim
my pham

Hinh 1. Quy trinh tra ciru thanh phan cong thire
my pham c6 phan mém hd trg

Chirc nang chinh: Quan ly thong tin cac phu luc thude
EU Coslng (05 phu luc) va ASEAN Annexes (05 phu
luc), hd trg cac chuyén vién tra ctru thanh phan cong
thirc my pham tir ho so.

Giao dién: Céc giao dién duoc thiét ké phu hop voi cdc
chuc nang: Tra ctru chung; Xem thong tin chi tiét; Phat
hién sai chinh ta; Canh bao tring chat.

Yéu cau chirc néng chi tiét: Tl danh sach thanh phan
m§ pham sao chép hodc nhap tir hd so; xac dinh chat
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trung 13p; tra ctru tring khép dé xac dinh cac danh myc
chtra cho timg thanh phan; luu danh sach Do chinh ta
v6i thanh phan khong thudc bat ky danh myc nao. Dau
ra: Thanh phan bi trung lap duoc to do trong 6 tra ciru

Phan tich thiét ké hé théng

va hi¢n canh béo. Cac danh sach dau ra: Thanh phan bi
cam khong c6 két qua, thanh phan co gidi han, thanh
phan cho phép, cac phu luc va thong tin chi tiét.

Quy trinh van hanh ctia chic nang Tra ctru dugc thé hién trén Hinh 2.

[ Tra cliru

]—-[ Danh séch thanh phin ]

St dung

l¢ = — — <

Cac danh muc tham chiéu

EU Coslng Khong l
Annex 11, 111, IV, V, VI

ASEAN Annexes
Annex 11, III, IV, VI, VII
)

-

[ Danh sach Do chinh ta

Khong ™.

g Do tirng thanh phan

Co trong
Annex 1?7

Co trong
Annex khac?

Danh muc
cho phép?

Danh sach Cim &
Danh séch chi tiét Annex I

4 ™
Danh sach Gidi han &

Thém
vao

Két qua tra ciru ]

Danh sach chi tiét Annex
J
4 A
Danh sach Cho phép —1
\ J
] Thém

vao

Hinh 2. Quy trinh vén hanh cia chirc ning Tra ctru

Chtrc nang tra ctru su dung dir liéu tur cac danh muc
tham chiéu cua ca hai nguon dir liéu, duge quan 1y va
cap nhat bai chuyén vién dugc cip quyén (cic chuyén
vién khac chi cé chirc nang Xem).

Sau khi dan dit liéu va 4n nat Tra ciru, phan mém sé lay
danh sach thanh phan dé danh gia trung chat va canh
bdo. Phian mém tién hanh tim kiém trung khop tu’ng
thanh phan trong céc danh muyc phu luc va thém vao
danh sach tuong u‘ng, néu khong xac dinh tén chat can
tim bat ky phu luc nao, thanh phan dugc dua vao danh
sach DO chinh ta dé chuyén vién danh gié.

Do tinh chat ché cuia thuat toan tra ctru trung khop va
danh muc Do chinh ta (vi dy: Hexetidin can c¢6 thém
ky tir “e” & cudi dé duoc tim thiy trong Annex V EU
va Annex VI ASEAN), nghlen ctru dé xuit bd sung lya
chon Tra ctru tuong ty voi thudt toan tim kiém mo rong,
g(n ¥ két qua cho phép chuyén vién xac dinh tén dung
ctia thanh phén trong phy luc (néu c6) va phan hdi cong
ty dang ky.

Thiét ké giao dién va lgp trinh phdn mém

Giao dién phan mém duogc thlet ke phu hop véi quy
trinh dé ra, URS, phén tich thiét k& hé thong.

20

Phan mém dugc 1ap trinh gdm cac thanh phan:

- Ngon ngir 18p trinh va trinh bay giao dién: Visual
Basic;

- Thiét ké, xay dyng va quan tri CSDL: Microsoft
Access.

- Hoat déng Phan mém hoat df)ng ngoai tuyén voi
mang ndi by, cai dat trén may chu va tao duong din toi
cac may tram; tap tin CSDL dinh kém vao phan mém
trén may chu dugc thiét 1ap bao mat.

Phan mém hoan chinh sau khi 1ap trinh véi cac chirc
nang sau:

- Giao di¢n chinh: Sau khi m¢ phan mém, Giao dién
chinh xuét hién véi niit va thanh diéu hudng t6i giao
dién tuong tmg thong qua nhap chudt (Hinh 3).

- Xem va quan 1y cac danh muc: Chuta phu luc twong
u’ng v6i ndi dung nguyen van tr dir liéu goc. Chuyen
vién c6 thé chon va xem phu lyc twong ung nhung can
dang nhap dé quan 1y danh myc thong qua tuong tac voi
CSDL (cac nut Thém/X6a/Stra chi xuat hién khi dang
nhép) (Hinh 4).
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Hinh 3. Giao di¢n chinh ciia phin mém

- Tra ctu: Giao dién Tra ctu gém 0 nhap thong tin
tra ctru; vung lya chon danh myc va cach thirc tra ciru
(chinh xéac/twong dbi); vung két qua véi cac tab cho
timg nhém danh muc: Két qua, Do chinh ta, Cam st

DANH MUC ANNEX I

Hinh 4. Giao dién danh muc Annex III ciia ACD

dung, Gi6i han va Cho phép (Hinh 5). C6 02 phu?o‘ng
phap tra ctru thanh phan 1a Tra ctru chinh xac va Tra
clru tuong tu.

O Trecuw

TRA CU'U

e e Kit qub DA chichts Cho phép Gibihan Cm s dung Khdng ¢
[ascortne
salicybc
salicyic acid .
ascortic WA, DANH
methotrexate J
3qua 5
IC1 19140 'B. KHONG CO KET QUA :
- toduen
- Ascorte
- sabcylic
C. DANH MUC GICT HAN :
- Benzoic acid
- SALICYLIC ACID
- C1 19140
ID. DANH MUC CHO PHEP :
- Aqua

.
[0 =10 ~n- IS

A, DANH MUC L]
2 {(4-Amne2- mw}m}_
and its esters, with the fres amino group

5.{11 ?mtmwﬂammwmorz.‘ yphemyijazol-2-(3

azre, and

5-[{4-{{T-amno-1-hydrecy-3-sulls-2-naphthyijarzo)-2.5 1-3HI3

E W a5 a substance in hair dyo products

s (N-Ethyl-3-Hitro PABA) and its salts, when used as a

late sodium . Sodwm 4
Anmnl.llm o calcium, EREBOIEINEN. 4.amino-2-hydroxy., calcium sall (2 1). Aminoakcylate
sodium; 4-aming-2-trydroocy-, monasodium salt, dibydrate
Iydes

e 3 ydo/iilk 2es

I:Mme:
(Musk amirette)

and its salls

(Benzyl chionde)
[1]: Dinitrofikiie. techmical grade (2]

. 2 Moth ’ 26
.guuh-;i-mmmm dmgoc

2 4-dusocyanate)
- m-Tolbybdens disocyanate dusocyanate)
- aipha. i
- Dua 1] [4-methyl-m-phenybens damina)[2]. [2-mathyl-m-phermdens damene][3]

2«-
2 S-dhamane and As HCI salt, when used as a substance in hait dye products
'&Jim.muml when used a5 @ substance in hair dyo products

Hinh 5. Giao dién tra ciru véi dir liéu nhap thir cho ngudn dir liéu EU Coslng

MO ta chi tiét hai chtrc nang tra ciru cua phan mém:

+ Tra ctru chinh xac: Do trung khop dit liéu nhap voi tén
thanh phin trong CSDL phdn mém, phat hién sai léch

bat ky Tinh nang nay phu hop str dung khi tra ctru ban
dau va két lun.

+ Tra ciu tucmg tu: DO toan b tén thanh phan trong
CSDL phan mém co6 chura hodc gan glong voi di ligu
nhap, tra vé& nhidu két qua vai vai tro goi y tén ding cua

thanh phan. Tinh nang nay phu hop su dung giai doan
sau tra ctru ban dau dé xac dinh tén cong thirc chuan
theo CSDL.

- Xem thong tin chi tiét: Nguoi ding chon danh muc
chi tiét dé tham khdo céc thong tin li€n quan t6i phy luc
chtra thanh phén, sb thi tu va thong tin chi tiét ciia thanh
phéan trong phu luc twong tng (Hinh 6).
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Théng tin tra ciu !qﬁhuﬁl

Danh myc EU  ANNEX ASEAN

= =] X

Sl];‘::;g: sl Kétqua Do chinhta Cho phép Cim sir dung Khéng cé
Peg-8 STT Tén

Stearic acid

Potassium hydroxide

Lauric acid

Ethylparaben

Glycol distearate

Coix lacryma-jobi ma-yuen seed extract 1
Butylene glycol

Sodium hyaluronate
\Arginine

Cocamide DEA
Butyrospermum parkii butter
Palmitic acid
Cocamidopropyl betaine
Cetyl alcohol
{Polyquaternium-7

cocamide dea

Glyceryl stearate

Glyceryl stearate se
Tetrasodium edta
Ethylparaben

Methotrexate 4
Calcium sulfat

Potassium Hydroxide

2 ETHYLPARABEN

Cocamide DEA

Polyquatemium-7

Danh myc tra ciru
@® Tatca
© Danh myc EU <
© Danh muc ANNEX ASEAN

u Dén | {§ X6athéng tin

M ta MmN

Annex Reference Number Chemical name / INN / XAN

l/15a

Fatty acid dialkylamides and

dialkanolamides

VM2

/66

3L >

@Tra ey &Yu’a két qua m Thoat  Tiy chon két qua ® Chinh xdc O Tuong ddi  Gei y tén gan ding I(Hnney + Zymomonas Ferment) Extract v

Hinh 6. Giao dién thong tin chi tiét danh muc giéi han theo tirng phu luc

3.3. Danh gia phz"in mém va thim dinh phin mém
véi dir liéu thwe te

Ddnh gida phan mém

Phan mém Phasolpro DMP v1.0 duoc cai dat binh
thuong trén cac may tinh thir nghiém véi hé dicu hanh
Window 7, Window 10 va Window 11; khong ghi nhén
xung dot khi hoat dong. Két qua danh gia phan mém
tom tat: Cac giao dién va thanh phan hién thi day du,
chinh xac; cac nit chirc nang (Thém/Xo6a/Stra/Tra ciru)
hoat dong dung theo thiét ké.

D6i voi chire nang chinh: Phan mém c6 phat hién thanh

phan trung lip, tra vé danh sach thanh phan thude cac
danh myc tuong ung cung két qua tra ctru chi tiét trén
cac tab két qua. Chirc nang Tra clru tuong ty c6 phat
hién va goi y mot so tén thanh phéan phu hop véi danh
muc Khong cé két qua.

Thim dinh phan mém véi di liéu thuc té

Két qua tra ctru trén dir ligu thir nghiém gom 22 thanh
phan va 03 thanh phan bo sung dé danh g1a cac chure
nang phan mém so véi két qua chuyen vién thuc hién
duogc thé hién trén Bang 2. Két qua cac chat cho phép
tuong dong gitra phan mém va chuyén vién.

Bang 2. So sanh két qua phin mém va chuyén vién dinh gia trén céng thirc thir nghiém

STT Thanh phin Két qua phin mém Két qua tir chuyén vién
1 Potassium hydroxide Danh muc gidi han Danh muc gidi han
2 Ethylparaben Danh muyc gidi han & canh bao trung lap Danh muyc giéi han & phat hién trung lap
3 Cocamide DEA Danh muyc gidi han Danh muc gidi han
4 Polyquaternium-7 Danh muyc gidi han Danh muyc gidi han
5 Ethylparaben Danh muc gi¢i han & canh bao trung lap Danh muc gi¢i han & phat hién trung 1ap
6 Methotrexate Danh muc cdm Danh muc cdm
7 Calcium sulfat Zl;?t;g é()Alfé;l[l;id SULFATE) Stra chinh ta: Calcium sulfate

Phian mém phat hién duoc hoat qhét trung lap
(Ethylparaben); phan loai cac thanh phan tra ctru chinh
xac trong tung danh muc, phu luc va phat hién sai 1éch

v6i thanh phan Calcium sulfat (c4ch viét ding: Calcium
sulfate). Két qua tra ctru thyc t€ tr phan mém dugc thé
hién trén Hinh 7.
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Myristic acid Kétqud Dé chinhta Cho phép Gigihan Cém sir dung Khéng cé
Peg-8
Stearic acid -
Potassium hycroside
Lauric acid |A. DANH MUC CAM : |A. DANH MUC CAM : ~
Ethylparaben - Methotrexate NitroGlJ€8fin. Propane-1.2,3-triyl trinitrate
Glycol distearate — - . . Mathotrexals
Coix lacryma-jobi ma-yuen seed extract B. KHONG CO KET QUA : - -
Butylene glycol - Calcium sulfat B. KHONG CO KET QUA :
Sodium hyaluronate
|Arginine - [C. DANH MUC GION HAN :
Cocamide DEA C. DANH MUC GIOT HAN : Potassium Hydroxide
Butyrospermum parkii butter - Potassium Hydroxide . ETHYLPARABEN
Palmitic acid - ETHYLPARABEN - Methylparaben
Cocamidopropyl betaine - Cocamide DEA Cocamide DEA
Cetyl alcahol - Polyquatemium-7 - CORNAMIDE/COCAMIDE DEA
Polyquaternium-7 ~ - Polyquatemium-7
cocamide dea D. DANH MUC CHO PHEP : CALCIUM SULFATE
Glyceryl stearate - Glycerin
Glyceryl stearate se - Myristic Acid D. DANH MUC CHO PHEP :
| Tetrasodium edta - PEG-8 - CAPRYLOYL GLYCERIN/SEBACIC ACID COPOLYMER
Ethyiparaben - Stearic Acid DIGLYCERIN
Methotrexate - Lauric Acid - ETHYLHEXYLGLYCERIN
Calcium sulfat - glycol distearate - Glycerin

- COIX LACRYMA-JOBI MA-YUEN SEED EXTRACT Glycerin monostearate

- Butylene Glycol - PEG/PPG/Polybutylene Glycol-8/5/3 Glycerin

- SODIUM HYALURONATE - POLYGLYCERIN-10

- Arginine POLYGLYCERIN-3

- Butyrospermum Parkii butter - Myristic Acid

- Palmitic Acid - ALMOND OIL PEG-8 ESTERS

- cocamidopropyl betaine ARGAN OIL PEG-8 ESTERS

- Cetyl Alcahol . avocado oil peg-8 esters

- Glyceryl stearate - Jojoba Oil Peg-8 Esters

- GLYCERYL STEARATE SE MACADAMIA TERNIFOLIA SEED OIL PEG-8 ESTERS

- TETRASODIUM EDTA - Olive Oil Peg-8 Esters

- PEG-8 CAPRYLIC/CAPRIC GLYCERIDES
Danh muyc tra ciru PEG-8 DIMETHICONE
PEG-8 GLYCERYL ISOSTEARATE
® Titca - PEG-80
© Danh myc EU PEG-80 Sorbitan laurat
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Hinh 7. Giao dién tra ciru voi dir li€éu nhap thir cho cac danh muc EU Coslng

4. BAN LUAN

Quy trinh ph€ duyét hd so ding ky my pham can trai qua
nhiéu cong doan, trong do thao tac tra ctru thanh phan
cong thtrc m¥y pham la cong doan doi hoi tinh chinh
xac, phu hgp voi quy dinh d€ dam bao tinh an toan cua
san pham. Phan mém Pharsolpro DMP v1.0 hd tro cac
chuyen vién rat ngin sd luong thao tac va thoi gian
tra ctru cho mot san pham. Mbi chuyen vién can thuc
hién tir 1 t61 11 thao tac tra citu voi tu:ng phu luc cho
mo6i thanh phan cua san pham, dénh gia va két luan, gia
dinh mot san pham véi 20 thanh phan riéng biét, tong
s6 luong thao tac va chuyén gura cac danh muc c6 thé
1én tdi hang tram thao tac. Viéc ung dung CNTT gitip
chuyén vién danh gid nhanh, tong hop Ve danh sach
thanh phan va xac dinh cac thanh phan can danh thoi
gian tra ciru chi tiét.

Mot so diem dang luu y va trién vong cua nghién clru
nhu sau:

- Viée khong thdng nhat vé tén thanh phan giira cong
ty dang ky va co quan quan 1y c6 thé gay kho khan cho
ca hai bén trong qua trinh phé duyét. Vi vay, cong khai
ngudn dir liéu danh gia, nguyén tac va quy dinh ghi cac
thanh phan cho cong ty dang ky va dung thir phan mém
1a can thiét dé giai quyét vudng méc nay.

- V& cac ndi dung cap nhat khi c¢6 thay d6i bét ky trén
danh muc dir li¢u tham chleu tu EU va ACD, thao tac
cap nhat dit liéu tvong ddi don gian va du0’c hd tro,
tuy nhién khi hoat dong trén h¢ thong mang ndi bo voi
CSDL di kem, chat lu’ong cua qua trinh cép nhat va tinh
ddng bo con tiy thude vao don vi duoc trién khai. Viéc

chuyén déi phan mém tir ngoai tuyén sang truc tuyén
v6ingudn dit lidu chung dugc cong khai, quan 1y va cap
nhat lién tuc co6 thé giai quyét vin dé vé dit liéu.

5. KET LUAN

Nghlen curu dé khao sat va xay dung duoc quy trinh tra
ctru thanh phan duoc m§ pham co phan mem hd tro, xay
dyng duge bo CSDL hoat dong Phan mém Pharsolpro
DMP v1.0 dugc phat trién v6i hai chirc nang chinh la
quan ly danh muc va tra ciru, hd trg chuyen vién tra ctru
danh sach thanh phan mot cach chinh xac, phat hién
trung 13p chat va do chinh ta. Két qua danh g1a van hanh
cua phan mem phu hgp v6i URS dé ra; noi dung thim
dinh phan mem cho thay su trung khop giira két qua
phan mém tra vé va ndi dung danh gia cuia chuyén vién.
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