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DANH GIA TiNH KiCH U'NG DA CUA SAN PHAM KEM THAO DU'OC
MECAMIX TREN THO THU'C NGHIEM

Trén Vidn Hoa, Nguyén Lé Hong Vién, Lé Phwdc Duong
B& mén Duoc ly, Truvong Pai hoc Y Duwoc, Bai hoc Hué
Tém tat
Muc tiéu: Khao sat tinh chat kich (rng da cda kem thdo dwoc MECAMIX trén tho thuyc nghiém. Tir d6 danh
giad cac budc kiém tra dé thuong mai hda san pham nghién ctu phuc vu cong dong. D8i twong va phwong
phéap nghién ctru: Kem thao duwoc MECAMIX thanh phdm dwoc san xuat va cung cap bdi Cong ty Ung dung
khoa hoc Y hoc Viét Nam (VMSA). Nghién clru phong thi nghiém, thiét ké nghién clru ngang va thuc nghiém
trén stc vat co d6i chirng. K&t qua: Vé tinh kich &ng da: Diém kich (rng clia Kem thao dugc Mecamix K < 0,07;
dat tiéu chuan trong gidi han diém [0 — 0,5], twong &ng mirc kich (rng da khdng dang ké. K&t luan: Kem thao
dugc MECAMIX hoan toan dat yéu cau vé tinh kich (rng da theo quy dinh cla Bd Y té trong Quyét dinh s&
3113/1999/QP-BYT ngay 11 thang 10 ndm 1999 clia B6 trudng BO Y té.
Tir khéa: Mecamix, kem thdo dugrc, kich tng da

Abstract

SKIN IRRITATION OF MECAMIX HERBAL CREAM ON
EXPERIMENTAL RABBIT

Tran Van Hoa, Nguyen Le Hong Van, Le Phuoc Duong
Department of Pharmacology, Hue University of Medicine and Pharmacy, Hue University

Background: To examinate the property of skin irritation of MECAMIX herbal cream on experimental
rabbit, thenceforward, evaluating the test steps to commercialize research product for the community.
Materials and method: MECAMIX herbal cream is manufactured and supplied by Vietnam Medical Sciences
Application Company (VMSA). Laboratory research, cross-sectional and experimental design in controlled
animals. Results: About skin irritation, the irritant point of Mecamix K < 0.07; qualified within the point
limit of [0 - 0.5], corresponding to negligible skin irritation. Conclusion: MECAMIX herbal cream is perfectly
satisfactory in terms of skin irritation standards as stipulated by the Ministry of Health in Decision 3113/1999
/QP-BYT dated on October 11, 1999 of the Minister of Health.
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1. DAT VAN DE

Bong la mot trong nhitng tén thuwong nghiém
trong nhat trong cac loai thwong tich [4]. Bong chiém
mot ti 1é khodng tir 5 - 10% téng s& cac chan thuong
ngoai khoa, 13 loai chan thuong phd bién thir tu
trén thé gidi, sau tai nan giao théng, nga va bao lyc.
Khodng 90% cac trudng hop bong xay ra & cac qudc
gia ¢6 thu nhap thdp dén trung binh, nhitng ving
thuwong thiéu co sé ha ting can thiét dé giam ty 1& va
muirc d6 tram trong cda bong [7]. Diéu tri vét thuong
bdng néu khéng tét gdy ra nhiéu bién chirng vai cac
muc d6 khac nhau va cé thé dnh hudng dén tinh
mang bénh nhan. Cé nhiéu phwong phap diéu tri
bong nhu diéu tri tai chd, phiu thuat ghép da, phau
thuat cat bo cac té chirc hoai tir bong... tuy nhién
diéu tri tai chd gitt mét vai tro quan trong trong qua
trinh diéu tri. Hau hét cac thudc diéu tri bdng déu 13
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tan duoc ngoai nhap, dat tién, khoé khdn cho bénh
nhan & cic quéc gia thu nhap thap dén trung binh
trong viéc tiép can vdi cac thudc st dung diéu tri.
Tir nam 1987 dén nay, B6 mén Dugc Ly - Trudng
Dai hoc Y Dwgc Hué d3 nghién clru tao ra ché pham
Mecamix (MCH) tir ddu mé va b6t hat cau, 1a 2 duogc
litu phd bién cé tai dia phwong. Cac cong trinh
nghién ctru d3 chirng minh duwoc hiéu qua cda MCH
trén thyc nghiém va |am sang déi véi vét thuong
bdng véi nhiéu tac dung nhu: 1am khé vét thuong,
giam dau, giam viém, (rc ché& sy phat trién cla vi
khuan, kich thich qua trinh t4i tao mé hat... [10].
Mecamix (tén thwong mai da dang ky ca MCH)
la mdt ché pham mdi, dang kem, dé& st dung va cé
hiéu qua rd trén thuc nghiém, can tiép tuc nghién
clru, san xuat, danh gid dé c6 thém mot san pham
rng dung tir k&t qua nghién ctru khoa hoc. Trong do,
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tinh kich (rng da la m6t thanh phan thiét yéu trong
cac ddnh gid ban dau d&i véi mot san pham bbi ngoai
da. Vi vay, ching téi tién hanh d@ tai “Danh gia tinh
kich (rng da ctia san phdm Kem thao dwoc Mecamix
trén thd thwe nghiém” vadi cdc muc tiéu sau:

1. Bdnh gid murc dé tao vdy - ban dd trén da thé
thuc nghiém.

2. Bdnh gid mirc dd, khé néng géy phi né trén da
thé thuc nghiém.

2.pOI TUQONG VA PHUONG PHAP NGHIEN cU'U

2.1. Bai twong nghién ciru

Kem thdo duwgc MECAMIX thanh phdm (tén
thwong mai cia MCH) duwoc sdn xuit va cung cap
b&i Cong ty C6 phan Ung dung Khoa hoc Y hoc Viét
Nam (tén giao dich VMSA JSC), dia chi tru s& cong
ty dat tai C14, duwdng Cao Xuan Duc, phuwong V§ Da,
thanh phé Hué, Thira Thién Hué.

2.2. Thoi gian va dia diém nghién ciru

Thoi gian nghién ctru: 09/2017 dén 12/2017.

Dja diém nghién ctru: B6 mdn Dugc Ly - Trwdong
Pai hoc Y Duoc Hué.

2.3. Phuwong phap nghién ctru

2.3.1. Thiét ké nghién ciru

Thiét k& nghién ctru ngang va thyc nghiém trén
doéng vat cé d6i chirng.

2.3.2. Vit liéu nghién cuu

- Kem thdo duoc Mecamix: tuyp 20 gram, dang
kem bdi da, do VMSA JSC sdn xuat. Ngay san xut:
01/09/2016, han st dung: 01/09/2019.

- S4n pham d6i chirng:

+ Panthenol: tuyp 20 gram, dang kem boéi da,
thanh phan chinh chra Dexpanthenol 5%, duoc
san xuat bdi cong ty c6 phan lién doanh dugc
pham Medipharco Tenamyd BR s.r.l. Ngay san xuét:
23/09/2016, han sir dung: 22/09/2019.

+ Kem nghé va vitamin Thai Duwong: tuyp 20
gram, dang kem du®ng da, thanh phan chinh bao
gdbm: nghé, vitamin E, vitamin B2, duwoc san xuat
b&i cong ty c6 phan Sao Thai Duwong. Ngay san xuat:
10/01/2017, han st dung: 10/01/2022.

+ Pusadine: tuyp 5 gram, dang kem baéi da, thanh
phan chinh chira acid Fusidic 2%, dwoc san xuat bai
cbng ty ¢ phan lién doanh duoc phdm Medipharco
Tenamyd BR s.r.l. Ngay sdn xuat: 18/01/2017, han s
dung: 17/01/2020.

- Thé thyc nghiém:

+ S8 lwong: tién hanh thuc nghiém trén 60 con tho.

+ Dac diém lya chon: dap (ng cac tiéu chuln
theo quy dinh vé Phuong phap thir kich ng trén
da cla Bd Y t&. Thd trang trudng thanh, khong st
dung thd cé chira hodc dang cho con bu, cadn nang
2 - 2,6kg, khde manh va cé da lanh Ian.
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+ Thd dugc cung cip tr co s& Ngon Co Ngot -
chdn nudi, cung cap, tiéu thu thd; dia chi: 10A,
dudng Phia H6, phudng Pha Vang, Thira Thién Hué.
Thoé dugc nudi, theo ddi va ti€n hanh nghién ctru tai
B& mén Dugc Ly - Trudng Pai hoc Y Dugc Hué. Cac
cd thé tho dugc nudi nhét riéng biét trong cac 16ng,
thirc an va nudc udng day di trong sudt qud trinh
thi nghiém.

- Dung cu: téng do dién, kéo, panh, thudc, gacy
té, bang dinh y t&, but danh dau.

2.3.3. Phwong phdp thuc hién

Thuc hién phuong phap thir kich (ng trén da (ap
dung cho céac san phdm dung trong y t& va my pham)
theo quy dinh cGa B6 Y t& (Ban hanh kém theo Quyét
dinh s6 3113/1999/QP-BYT ngay 11 thang 10 ndm
1999 cha Bo trwdng Bo Y té).

* Pdng vat va diéu kién thi nghiém

Thé dugc nhét riéng tirng con va nudi dudng
trong diéu kién thi nghiém it nhat 5 ngay trudc khi
thir. Thi nghiém ti€én hanh trong diéu kién nhiét do
phong 25 + 3°C, d6 4m twong d6i 30 - 70%, anh sang
dam bao 12 givr t6i, 12 gi®r sdng hang ngay.

* Cach ti€n hanh

- Chuan bj déng vat va mau thir

+ C8 dinh thd. Dung téng do dién lam sach 16ng
thé & vung lung déu vé hai bén cot séng moét khoang
dl rong dé dat cac mau thlr va mau déi chirng (10cm
x 15cm). Chi nhitng thé cé da khoé manh, déng déu
va lanh 13n méi duogc dung vao thi nghiém.

+ MAu thlr 13 sdn phadm thanh pham dang kem,
duoc st dung tryc tiép khong pha lo3ng, phu hop
theo cach sir dung tryc tiép trén ngudi clia kem
thdo duwgc Mecamix (M).

+ MAau d6i chirng bao gébm: Panthenol (P), Kem
nghé va vitamin Thai Duwong (N), Pusadine (Pu) dwoc
st dung truc tiép khong pha lodng, phu hop theo
cach s dung truc tiép trén ngudi cla mau déi chirng.

- Dat mau thor

+ Chuan bj gac khéng gay kich tng véi kich thuéc
2,5cm x 2,5cm. D3t mau thr Mecamix l1én miéng
gac, liéu chat thir trén mdi thd 13 0,5 gram (s dung
can ki thuat dién tlr), dan déu mau thlr trén bé
mat miéng gac va dap Ién da thd. Tién hanh tuong
tw véi cdc mau doi chirng Panthenol, Kem nghé va
vitamin Théai Duong, Pusadine. C6 dinh miéng gac
bang bing dinh khong gay kich rng it nhat trong 4
gi®r. Panh dau vi tri d&t mau thir va mau déi chirng
bang but 16ng.

+ Sau 4 gid tlr lic 8 dinh gac trén da tho, loai
bo gac va bang dinh, chat thir con lai dwoc 1am sach
bang nuwdc cat.

- Quan sat va ghi diém

Tién hanh quan sat, danh gid va ghi diém phan
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tng trén chd da dit chat thir so véi da k& bén
khong d&t chat thir & cac thoi diém 24 gio, 48 gio
va 72 gio sau khi lam sach mau thl, theo huéng
dan trong quy dinh cla BA Y t€ (Ban hanh kém theo
Quyét dinh s8 3113/1999/QP-BYT ngay 11 thang
10 ndm 1999 cla Bo trwdng BO Y té) vé thir Kich

&ng trén da (dp dung cho cac san phdm dung trong
y t& va my pham)(Bang 2.1).

Cé thé kéo dai hon thoi gian quan sat khi cé tén
thuwong sdu dé cé thé danh gid day dd hon vé kha
nang hdi phuc hodc khdng hoi phuc cta vét thuong
nhung khéng nén qua 14 ngay.

Bang 2.1. Mtrc d6 phan (rng trén da thd.

Phan &rng Piém danh gia

* Sy tao vay va ban dé
- Khéng ban do 0
- Ban dé rat nhe (vira d0 nhan thay) 1
- Ban dé nhan thay rd 2
- Ban d4 vira phai dén nang. 3
- Ban d6 nghiém trong (d6 tay) dén tao thanh vay dé ngin nglra sy tién trién cla 4
ban do.
* Gay phl né
- Khéng phl né 0
- Phu né rat nhe (vira dd nhan thay) 1
- Phi né nhan thay rd (vién phlu né phong 1én rd) 2
- Phu né vira phai (da phdng 1én khodng 1mm) 3
-Phl né nghiém trong (da phdng [én trén 1mm va cé lan réng ra viing xung quanh) 4

Tong s diém kich &ng t6i da co thé. 8

Cach tinh diém kich (ng clia mau thir Mecamix (theo Quyét dinh s6 3113/1999/QD-BYT ngay 11 thang 10

nam 1999 cla Bd trwdng Bo Y té):

+ Chi str dung cac diém & nhirng thoi gian quan sat & 24 gid, 48 gidr va 72 gid dé tinh két qua.
+ Trén mdi tho, diém phan &ng (Y) duoc tinh bang tdng s6 diém & hai mirc do ban dod, tao vay (B) va
phti né (P) chia cho s& lan quan sat. Trong trwong hop so sanh véi mau d6i chirng, diém phan ng cla

Mecamix dwoc trir di s& diém cla mau d6i chirng.

+ Diém kich ¢ng (K) ctia mau th&r Mecamix dwoc 1dy trung binh diém phan tng cla cac tho d3 thir.

Cach tinh thuc hién theo cong thirc sau:

X=2XB+2XP

Y =X/3
>(Y-Yp)

K=—F—

Ghi chu:

- X: T6ng diém ddnh gid su tao véy, ban dé va phu né

- B: Biém ddnh gid sv tao vdy, ban dd

- P: Diém ddnh gid sw gdy phi né

- Y: Biém phdn tng clia méu thir Mecamix
- Y, Diém phdn trng cia méu déi ching

- K: Biém kich trng ctia mau thir Mecamix
- n: ¢& mdu thuec hién (n=60)

Dai chiéu diém kich rng vdi cdc mirc dd quy dinh trén bang 2.2 dé xac dinh kha nang gay kich &ng trén

da thd clia mau thir.
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Bang 2.2. Phan loai mirc d6 kich rng trén da thé

Loai kich (rng Piém trung binh
Kich rng khong dang ké 0-0,5
Kich rng nhe >0,5-2,0
Kich &rng vira phai >2,0-5,0
Kich &'ng nghiém trong >5,0-8,0

2.3.4. Phuo'ng phdp xtr ly sé liéu

Theo phuong phdp théng ké y hoc.

X ly s6 liéu theo phan mém Excel 2010.

Panh gid kich &rng da theo cdc mirc d6 quy dinh vé phan loai cac phdn &ng trén da tho clla B& Y té [1].

3. KET QUA
3.1. Két qua vé su tao viy va ban do
Bang 3.1. Tan suat su tao vy va ban dd sau 24 gid (n=60)

M P N Pu
Phan (rng S6 Tilé S6 Tile S6 Tilé 6 | Tile
lwong (%) lwong (%) lwong (%) lwong (%)
1 | Khéng ban dé 51 85 56 93,33 49 81,67 57 95
2 | Ban d6 rat nhe 9 15 4 6,67 11 18,33 3 5
3 | Ban d6 nhan thay ré 0 0 0 0 0 0 0 0
4 | Ban dé vira phai dén ning 0 0 0 0 0 0 0 0
5 | Ban do6 nghiém trong 0 0 0 0 0 0 0 0
Téng 60 100 60 100 60 100 60 100

Sau 24 gidr dau tién, su tao vay va xuat hién ban dé cla Kem nghé Thai Duwong c6 ti |é cao nhat 13 18,33%,
Mecamix 15% va thap nhat d6i véi Pusadine 5%.
Bang 3.2. Tan suit sy tao vy va ban dd sau 48 gid (n=60)

M P N Pu

Phan tng s | Tiie| ss | mie | ss | mie | % | Tie

lwong | (%) | lwong (%) luvong (%) wong (%)

1 | Khéng ban do 56 93,33 60 100 52 86,67 60 100
2 | Ban dd rat nhe 4 6,67 0 0 8 13,33 0 0
3 | Ban d6 nhan thay rd 0 0 0 0 0 0 0 0
4 | Ban d6 vira phai dén nang 0 0 0 0 0 0 0 0
5 | Ban do nghiém trong 0 0 0 0 0 0 0 0

Téng 60 100 60 100 60 100 60 100

Sau 48 gi& khdng ghi nhan duoc tredng hop sy tao vay va ban dé mdi hodc mirc dd nghiém trong hon
Kem nghé Thai Duong 13,33%, Mecamix 6,67%.
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Bang 3.3. Tan suat sy tao vy va ban dd sau 72 gi& (n=60)

M P N Pu
Phan (ng $6 | Tile | ss | Tle| ss | Tile | s | Tile
lwgng | (%) | lwgng | (%) | lwong | (%) | lwgng | (%)
1 | Khéng ban do 60 100 60 100 59 98,33 60 100
2 | Ban do rat nhe 0 1 1,67
3 | Ban d6 nhan thay rd 0 0 0
4 | Ban dé vira phai dén nang 0 0 0
5 | Ban dé nghiém trong 0 0 0
Téng 60 100 60 100 60 100 60 100
Sau 72 gi® sy tao vay va ban dé chi con 1,67% d&i véi Kem nghé Thai Duong.
3.2. K&t qua vé sw gay phu né
Bang 3.4. Tan suat gdy phu né sau 24 gi®, 48 gi& va 72 gio (n=60)
M P N Pu
Phan ing s | Tile | s§ | Tile | s& | Tie | s& | Tile
lwgng | (%) | lwong | (%) | lwgng | (%) | lwgng | (%)
1 Khoéng phu né 60 100 60 100 60 100 60 100
2 Phu né rat nhe 0 0 0 0
3 Phu né nhan thay ré 0 0 0 0
4 Phu né vira phai 0 0 0 0
5 Phu né nghiém trong 0 0 0 0
Téng 60 100 60 100 60 100 60 100

Sau 24 gidy, 48 gidr va 72 gity khdng ghi nhan bat c&r phan &ng gdy phu né trén da tho.

3.3. Diém kich &rng ciia Mecamix

Bang 3.5. Diém kich rng cla Mecamix trong twong quan véi mau déi chirng

K(m/P)

K(M/N)

K(M/Pu)

0,056

0,022

0,067

Diém kich &ng cla kem thao duwgc Mecamix dao d6ng trong ngudng rat thap tir 0,022 dén 0,067

4.BAN LUAN

4.1. Vé phan &rng tao ban d6 va tao vy trén da
tho thwc nghiém

K&t qua ghi nhan dugc mét ti 1é rat nhd cac tho
thuc nghiém xuat hién ban dé tai ving dat mau thir
va mau déi chirng sau 24 gi dau tién, cao nhat déi
voi ving dat mau déi chirng Kem nghé va vitamin
Thai Duong vdi ti 1é 18,33% va thap nhat d6i voéi
vung dat mau déi chirng Pusadine 5% (thé hién &
bang 3.1). Cac ban d6 ghi nhan dwoc phan I6n & mic
dd rat nhe, khé quan sat thay, khdng ghi nhan duoc
trudng hop nao xuat hién ban dé mrc dd nhan thay
rd dén nghiém trong trong [an quan sat nay.

Ban dé dugc dinh nghia la d6 da hodc niém mac,
khi 4n vao thi bién mat, tha ra thi xuat hién trd lai

[3]. Ban dd la mét trong nhi*ng biéu hién chinh cla
kich &rng da do hda chat [5]. Nguyén nhan do chat
thir 4p dung trén b& mat da xdAm nhap vao |&p sirng
va gy phda hdy cac |6p bén dudi cic té bao sirng. TE
bao sirng tén thuong gidi phong chat trung gian gay
viém hoat dong trén cac té bao |&p trung bi, dic biét
13 1&p dém va I&p ndi mac mach mau [9]. Xuat hién
gidn mach va tdng tinh thdm thanh mach béi sy thay
ddi n6i md mach mau, dic biét 1a & mao mach lam
tang luu lwvgng mau (xung huyét) gay ban dé [3]. Dé
tranh sw danh giad ch quan, anh hwdng béi mau sc
da, da bong vay [5] do d6 khi danh gia va ghi nhan
ban d6 can tir mét ngudi trd 1én.

Tilé tho xuat hién phan &rng ban d6 giam 50% d6i
véi mau thlr Mecamix, 20% d&i véi mau Kem nghé
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va vitamin Thai Duvong & [an quan sat thoi diém 48
gi®r so vdi két qua ghi nhan duoc & 1an quan sat dau
tién, cac phan ng ban dé bién mat & cac vi tri dat
mau Panthenol va Pusadine, khéng ghi nhan duorc
truong hop tao phan &ng ban dé6 mdi hay ban dd
murc d6 nghiém trong hon (thé hién & bang 3.2). Cac
phan (rng tao ban d6 bién mat hoan toan sau 72 gid
quan sat (thé hién & bang 3.3), khdng ghi nhan dugrc
trudng hop nao xuat hién ban d6 méi hay ban dé tir
mtc d& nhan thay rd dén ban dé nghiém trong sau
3 ngay quan sat va ghi diém. K&t qua ghi nhan phu
hop vdi dinh nghia kich (tng da 13 tén thuong da co
tinh chat héi phuc [8], [9], do co ché sira chira duorc
thiét 1ap ngay sau khi xuat hién cac tén thuong [5].
Céc biéu hién nay hoi phuc, chat thir dugc danh gia
[ an toan & mdt mre dd nao d6 [6].

V& phan (rng tao vay da, két qua cho thay khéng
ghi nhan bat c&r phan &ng tao viy da nao trén tat ca
60 tho thuc nghiém & cac thoi diém 24 gio, 48 gid va
72 gidy (thé hién & bang 3.1; 3.2 va 3.3). Vay da dugc
hinh thanh dé ngan ngira sy tién trién cla ban do va
xuat hién & phan &rng mirc dd ban dé nghiém trong
(a4 tay) [1] nén khong ghi nhan vay da 1a hop ly.

4.2. VVé phan (rng gy phu né trén da tho thuwc
nghiém

Vé phan &ng phu né, két qua cho thay khéng
ghi nhan bat c phan &ng gy phu né trén da thé
tai vung da ddt mau thdr va mau déi chirng tai ca 3
thoi diém quan sat 24 gid, 48 gid, 72 gid (thé hién
& bang 3.4). Phu né duoc dinh nghia |a su swng 1én
so v&i vung da k& can, cling |& mot biéu hién chinh
cla kich rng da [3], [8]. Phlu né cé cling co ché vadi
ban do, sw gidn mach va tang tinh thdm thanh mach
lam tang thoat dich vao cdc mé co thé va gay biéu
hién phu né. Két qua déng thoi cling cho thay khéng
¢6 cac biéu hién thay d6i khac (thay d6i mau sic
da, mun nudc, bong nudc, khoé da...) trén da tho tai
cac vung da ddt mau th&r va mau déi chirng trong 3
ngay quan sat.

4.3. Vé diém kich &ng trén da thé thuwc nghiém

Diém kich &ng cla mau thlr Mecamix trong
twong quan véi cdc mau ddi chirng Panthenol, Kem
nghé va vitamin Thai Duwong, Pusadine (thé hién
& bang 3.5) cho thay diém kich ¢ng cla kem thao
duwoc Mecamix dao ddng trong ngudng rat thap tu
0,022 dén 0,067. Dbi chiéu theo bang phan loai cac
murc d6 kich &ng trén da thd clia BO Y té€ (bang 2.2),
diém kich &ng clia Mecamix thudc khoang 0 - 0,5
nhém murc d6 kich &ng da khéng dang ké [1].

K&t qua déanh gia tinh kich &ng da cla sdn phadm
kem thao dugc Mecamix rat quan trong d6i véi mot
ché& pham boi trén da dé diéu trj vét thuwong tai chd,
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dac biét d6i v&i cac vét thwong bdng, vi day 13 tén
thuong lam cho da tré nén rat nhay cam, viéc s
dung céc ch& pham diéu trj c6 dd kich &ng khoéng
phu hop khéng chi gdy dau ddn, kho chiu cho bénh
nhan, ma con cé thé gay ra t6n thuong hodc lam
nang thém viém loét vén cé hodc [am nang né thém
tinh trang hoai tlr tir cac t6n thuwong. Vi tac dung
tao mang che ph bé mat vét thwong cda kem thao
dwoc Mecamix, mé hat sé duoc hd tro ting sinh tét,
rat ngan qud trinh lanh hoéa vét thuong. Nhu vay
theo quy dinh cta Bd Y té& vé viéc ban hanh “Quy
ch& Quan ly my phdm” tai Quyét dinh s6 48/2007/
QP-BYT, ngay 31 thang 12 nam 2007 d&i vdi san
pham st dung bdi va dé lau trén da thi kem thao
dwoc Mecamix hoan toan dap rng dugc tiéu chuin
vé kich rng da khéng dang ké s& [a vu diém rat tot
trong viéc dam b3o dé an toan khi sir dung diéu trj
vét thuong bong va mot s6 tén thuong da khac [2].

5. KET LUAN VA KIEN NGHI

5.1. K&t luan

Qua qua trinh dénh gia tinh kich &rng da ca kem
thdo dugc Mecamix trén thd thwc nghiém theo
Phuong phdp danh gid tinh kich &ng da (ap dung
cho cac san phadm dung trong y t& va my phadm) theo
quy dinh cha B Y té€ (Ban hanh kém theo Quyét dinh
s6 3113/1999/QP-BYT ngay 11 thang 10 ndm 1999
cla BO trwdng BO Y té), ching tdi rut ra duogc cac két
luan sau:

1. Phan t&ng tao ban d6 va tao vay: cac ban do
rat nhe, khé quan sat dwoc xuat hién chi yéu trong
lan quan sat dau tién sau 24 gid véi mot ti 18 nho tai
ving da dit mau thi, phdn ¢ng nay gidm dan sau
48 gi®y va bién mat hoan toan sau 72 gid. Khéng ghi
nhan duoc trudng hop nao xuat hién ban dé tir mirc
dd nhan thay rd dén ban dé nghiém trong, khéng cé
bat ki phan rng tao vay da nao duoc ghi nhan.

2. Phan &ng phu né: khéng cé bat ki phan (ng
phu né nao dwoc ghi nhan tai 3 thoi diém quan sat
sau 24 gic, 48 gio' va 72 gio.

3. biém kich (ng da clia kem thdo dugc Mecamix
rat thap, véi diém kich irng K < 0,07; ndm trong gidi
han diém 0 - 0,5 twong (*ng v&i mirc kich &ng da
khong dang ké.

5.2. Kién nghi

- Kem thdo duoc Mecamix dugc nghién ctru co
tinh kich &ng da khéng dang ké trén thuyc nghiém dé
c6 thé dinh hudng tiép tuc nghién ciru st dung an
toan trén lam sang.

- Can dénh gid thém cac théng sé ly, hoa, vi sinh
dé hoan thién san phadm, thvong mai héa st dung
trong cdng ddng va trong y té.
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