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Ban Tin Nganh — 08/07/2023 — May Méc/Thiét Bi Cham Séc Da

Hoi Bong Nganh Toc va Tham My (Hoi dong) khong phé chuan hodc quan ly thiét bi
hodc san phém‘ dwoc str dung trong nganh téc va lam dep. Do do, HQi Dong khéng
dwa ra y kién ve dy dinh st dung bat ky loai may nao ma bén dwoc cap phép dang can
nhac mua.

Pao Luat Lam Téc va ThAm My (Pao luat) xac dinh pham vi hanh nghé thdm my va
nganh chuyén mén cham séc da. (B6 Luat Kinh Doanh va Nghé Nghiép California, muc
7316 (b) va (c).) Ngwdi duwoc cap phép lam chuyén gia thAm my hodc chuyén vién thdm
my phai han ché hoat ddng hanh nghé va cung cép dich vu cho céng chung chi &
nhirng linh viec ma ho dwoc cp phép. (B Luat Kinh Doanh va Nghé Nghiép California,
muc 7317.) Dao luat nay khéng trao quyén hanh nghé y hodc phau thuat. (B6 Luat Kinh
Doanh va Nghé Nghiép California, muc 7320.) Quy dinh ctia Hoi ddng dac biét nghiém
cdm céac tha thuat xam Ian dan dén cét bd, pha hay, rach hodc dam thing da cia khach
hang ngoai I1&p biéu bi hoac sir dung dong dién lam co co mét cach rd rang (Tiéu muc
16, B6 Luat Quy Binh California (California Code of Regulations), muc 991.) Cac
chuyén gia thdm my va chuyén vién thAm my dwoc cip phép dwoc khuyén céao khong
tham gia thwc hién b4t ky thd thuat xam Ian nao.

St dung kich thich bang xung dién trong dich vu chdm séc da |a hoat dong thuéc pham
vi clia chuyén gia thAm my trong mét sé diéu kién nhat dinh. Vé&i diéu kién cac may kich
thich bang xung dién khéng cung cip dong dién cé thé lam co co trén mét hodc co thé
mot cach rd rang va/hodc dan dén pha hay hodc loai bd 1&p da bén duai I16p biéu bi cua
khach hang. Phai cai d&t thong sb may sao cho viéc kich thich khéng gay co co.

Hoi dbng hiéu rang cac may moc/thiét bi sau khi str dung voi pham vi dong dién thich
hop c6 thé khéng ciu thanh tha thuat xam 1an:

Dong dién cwong dd nhod

Dong dién vi mé

Dong dién cao tan

Siéu am (tan sb thap, cong suat thap, thiét bi dung ngoai da dé lam sach da, tay
da chét va thoa san pham lén da)

e Thiét bj LED (410 nm — 945 nm. (hnm = nanomet))

Nhirng dich vu sau cé thé dworc coi Ia x4m Ian hodc hanh nghé y:

e Tan s6 vo tuyén (trr ngudi dwoc cip phép thue hanh dién phan)

e May kich thich co bang xung dién (Electrical Muscle Stimulator, EMS) - Thiét bj
loai dong Faradic

e Liéu phap anh sang xung cwéng dd cao (Intense Pulsed Light, IPL) (diéu tri da
mat st dung anh sang - photo facial)

e TiaX
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Siéu am (Nang co mat)

Quang tri liéu

Bat ky loai tiém nao

Lan kim hoac vi kim

Loai bé nbt rudi, dm ddi mdi, mun thit dw va/hodc tan nhang
Liéu phap ap lanh

Phwong phap dong lanh chét béo (cryolipolysis) va/hoac béat ky phwong phap
dieu tri giam m& nao

o LAy ray tai bang nén xéng (ear candling)

e Nang co tré hoa da bang nguyén bao soi/huyét twong

e S dung cac san pham theo toa

Néu may gay ra bat ky tinh trang nao sau day thi quy vi dang lam viéc ngoai pham vi
hanh nghé ctda minh:

Chay mau

Bam tim

Phu né

Viém

Ri nwéc

Lot da

bong vay

Loai bd da dwai I&p biéu bi
Xuyén qua da

Lam néng hodc dbt da

Nhi*ng cau héi can can nhac dé xac dinh quy vi co dang lam viéc trong pham vi hanh
nghé cta minh hay khéng:

Muc dich phuc vy cua toi co phai la lam dep da khéng?
Toi c6 dang diéu tri mot can bénh nao dé khéng?

Muc DPich Str Dung

C6 mot sb cach dé xac dinh muc dich st dung. Vi du:

San pham dwoc quang cao nhw thé nao? San pham dang duoc tiép thi nhw loai my
phadm dé lam dep hay tuyén bé trong quéng cdo la cé tac dung diéu tri hodc chira khdi
bénh?

Mot loai kem dwéng da co thé quang cao réng c6 kha nang lam min va lam dep lan da
(muc dich st dung la my pham), tuy nhién, néu né quéng cao vé kha nang chira tri
hodc diéu tri mun trieng ca thi co thé coi do la hanh nghé y hoc.

Nhan thrc clia ngudi tiéu dung vé san pham/may méc la gi? Tai sao ngudi tiéu ding
mua dich vu va nguoi tiéu dung mong doi gi & dich vu d6?



Mét chiéc may cé thé quéng céo vé kha ndng hé tro sw thdm théu chét dudng &m dé
lam dep lan da (muc dich st dung la my phdm), tuy nhién, néu né tuyén bé la lam gidm
tinh trang da s&n hodc kiém soat con dau thi cé thé coi dé la hanh nghé y hoc.

Thanh phan cliia san phadm cé khién sadn phdm dé duoc coi 1a thue hanh y hoc khéng?

Mot sén phdm 16t da c6 thé quéng céo vé kha néng loai b céc té bao da chét khéng
mong mudn va thic day lan sang da (muc dich st dung la my phdm), tuy nhién, néu
sé&n pham 16t da tuyén bé la loai bé cac d6m néu hodc seo thi ¢ thé coi dé la hanh
nghé y hoc.

Dé& xem xét thém vé cach xac dinh muc dich str dung ctia sdn phadm hodc may maéc, vui
ldng xem &n pham “Is It a Cosmetic, a Drug, or Both? (Or is It Soap?)” (Pay La My
Pham, Thubc Hay Vira La My Phdm Vira La Thubc? (Hay La Xa Béng?)) ciia Co Quan
Quan Ly Thwc Phadm va Dwoc Phdm Hoa Ky (FDA).
http://www.fda.gov/cosmetics/quidanceregulation/lawsregulations/ucm074201.htm#lnte
nded use

Thong Bao Khach Hang

Hoi ddng khéng phé chuan hodc quan Iy viéc kinh doanh may chadm séc da. M&i ndm
co héng ngan may cham séc da dwoc san xuéat va dwa vao Hoa Ky. Nhirng may nay
cé thé da hodc chwa trai qua qua trinh klem nghiém thich hop va/hoac dé hoac chwa
dwoc FDA chép thuan. Vay nén hay can trong - hay chac chan rang quy vi biét vé san
phadm quy vi dang chuan bi mua. Héi déng khong co thAm quyén quan ly viéc san xuat
va/hodc mua ban may méc. Nguwdi dwoc cip phép co trach nhiém hiéu biét day da vé
viéc liéu ho co thé sir dung may da mua trong pham vi hanh nghé ctia minh hay khéng.

Nhirng diéu cin can nhac trwwéc khi mua thiét bi cham soc da

e May c6 dwoc dang ky véi FDA va tuan tha cac yéu ciu ctia FDA khéng?

e Hay ddm bao quy vi hiéu ré muc dich st dung cta may, tuyén bd vé may va
phén loai cia FDA (chon cac thiét bi Loai 2 clia FDA; tat ca cac thiét bi Loai 3
déu nam ngoai pham vi clia nhirng bén dwoc chang tdi cap gidy phép).

e May c6 chirng nhan an toan gi khdng? Thiét bi cé6 mang nhan hiéu UL, CSA

ho&c CE trén than may va day nguén khéng?

Nha san xuét c6 dwoc ching nhan ISO 13485 khong?

Nha san xuét c6 bao hiém trach nhiém phap ly véi may khéng?

quy vi da dwoc hwdng dan cach vé sinh/khir tring may dung cach chwa?

C6 chédng chi dinh nao lién quan dén viéc st dung may khéng?

Néu quy vi khéng biét chac cau tra 16 cho nhirng cau hai trén thi hay hdi nha san xuét
trwd'c khi mua may.

LUPU Y Hoi dong khuyen ngh| cac bén dugc cap phép lap va duy tri Tap H6 So Banh
Gia Thiét Bj tai co s& dé x(&r ly cac cau hdi co thé phat sinh lién quan dén may moéc
trong qua trinh Hoi Pong thanh tra. Dé biét thong tin vé cach lap Tap H6 So Panh Gia
Thiét Bi, hay xem https://barbercosmo.ca.gov/consumers/equip_evaluation.shtml.
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     		Serial		Page No.		Element Path		Checkpoint Name		Test Name		Status		Reason		Comments

		1		1		Tags->0->0,Tags->0->8		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Figures		Passed				Verification result set by user.

		2		1,3		Tags->0->6->1,Tags->0->6->1->0,Tags->0->7->1,Tags->0->7->1->1,Tags->0->29->2,Tags->0->29->2->1,Tags->0->29->2->2,Tags->0->35->1,Tags->0->35->1->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed				Verification result set by user.

		3						Guideline 1.3 Create content that can be presented in different ways		Lbl - Valid Parent		Passed		All Lbl elements passed.		

		4						Guideline 1.3 Create content that can be presented in different ways		LBody - Valid Parent		Passed		All LBody elements passed.		

		5						Guideline 1.3 Create content that can be presented in different ways		Link Annotations		Passed		All tagged Link annotations are tagged in Link tags.		

		6						Guideline 1.3 Create content that can be presented in different ways		Links		Passed		All Link tags contain at least one Link annotation.		

		7						Guideline 1.3 Create content that can be presented in different ways		List Item		Passed		All List Items passed.		

		8						Guideline 1.3 Create content that can be presented in different ways		List		Passed		All List elements passed.		

		9						Guideline 1.3 Create content that can be presented in different ways		Tagged Document		Passed		Tags have been added to this document.		

		10						Guideline 1.3 Create content that can be presented in different ways		Heading Levels		Passed		All Headings are nested correctly		

		11						Guideline 1.3 Create content that can be presented in different ways		ListNumbering		Passed		All List elements passed.		

		12						Guideline 1.3 Create content that can be presented in different ways		Meaningful Sequence		Passed		No Untagged annotations were detected, and no elements have been untagged in this session.		

		13						Guideline 1.3 Create content that can be presented in different ways		Tabs Key		Passed		All pages that contain annotations have tabbing order set to follow the logical structure.		

		14						Guideline 1.3 Create content that can be presented in different ways		Orientation		Passed		Document is tagged and content can be rendered in any orientation.		

		15				Doc		Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Format, layout and color		Passed				Verification result set by user.

		16						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Reflow		Passed		Document is tagged and content can be rendered in any device size.		

		17						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Text Spacing		Passed		Document is tagged and content can be rendered by user agents supporting tagged PDFs in any text spacing.		

		18						Guideline 2.1 Make all functionality operable via a keyboard interface		Server-side image maps		Passed		No Server-side image maps were detected in this document (Links with IsMap set to true).		

		19						Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Headings defined		Passed		Headings have been defined for this document.		

		20						Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Outlines (Bookmarks)		Passed		Bookmarks are logical and consistent with Heading Levels.		

		21				MetaData		Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Metadata - Title and Viewer Preferences		Passed				Verification result set by user.

		22		1,2,3		MetaData,Tags->0->0,Tags->0->4,Tags->0->6->1,Tags->0->7->1,Tags->0->8,Tags->0->14->4->1->1,Tags->0->16->1->1->1,Tags->0->16->2->1->1,Tags->0->16->10->1->1,Tags->0->16->11->1->1,Tags->0->29->1,Tags->0->29->2,Tags->0->31->1,Tags->0->33->0->1->1,Tags->0->33->1->1->1,Tags->0->33->1->1->3,Tags->0->33->2->1->1,Tags->0->33->2->1->3,Tags->0->33->3->1->1,Tags->0->35->1		Guideline 3.1 Make text content readable and understandable.		Language specified		Passed				Verification result set by user.

		23				Pages->0,Pages->1,Pages->2		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed				Verification result set by user.

		24						Guideline 3.2 Make Web pages appear and operate in predictable ways		Change of context		Passed		No actions are triggered when any element receives focus		

		25						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Formulas		Not Applicable		No Formula tags were detected in this document.		

		26						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Forms		Not Applicable		No Form Fields were detected in this document.		

		27						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Other Annotations		Not Applicable		No other annotations were detected in this document.		

		28						Guideline 1.2 Provide synchronized alternatives for multimedia.		Captions 		Not Applicable		No multimedia elements were detected in this document.		

		29						Guideline 1.3 Create content that can be presented in different ways		Form Annotations - Valid Tagging		Not Applicable		No Form Annotations were detected in this document.		

		30						Guideline 1.3 Create content that can be presented in different ways		Other Annotations - Valid Tagging		Not Applicable		No Annotations (other than Links and Widgets) were detected in this document.		

		31						Guideline 1.3 Create content that can be presented in different ways		RP, RT and RB - Valid Parent		Not Applicable		No RP, RB or RT elements were detected in this document.		

		32						Guideline 1.3 Create content that can be presented in different ways		Correct Structure - Ruby		Not Applicable		No Ruby elements were detected in this document.		

		33						Guideline 1.3 Create content that can be presented in different ways		Table Cells		Not Applicable		No Table Data Cell or Header Cell elements were detected in this document.		

		34						Guideline 1.3 Create content that can be presented in different ways		THead, TBody and TFoot		Not Applicable		No THead, TFoot, or TBody elements were detected in this document.		

		35						Guideline 1.3 Create content that can be presented in different ways		Table Rows		Not Applicable		No Table Row elements were detected in this document.		

		36						Guideline 1.3 Create content that can be presented in different ways		Table		Not Applicable		No Table elements were detected in this document.		

		37						Guideline 1.3 Create content that can be presented in different ways		Correct Structure - Warichu		Not Applicable		No Warichu elements were detected in this document.		

		38						Guideline 1.3 Create content that can be presented in different ways		Correct Structure - WT and WP		Not Applicable		No WP or WT elements were detected in the document		

		39						Guideline 1.3 Create content that can be presented in different ways		Header Cells		Not Applicable		No tables were detected in this document.		

		40						Guideline 1.3 Create content that can be presented in different ways		Summary attribute		Not Applicable		No Table elements were detected in the document.		

		41						Guideline 1.3 Create content that can be presented in different ways		Scope attribute		Not Applicable		No TH elements were detected in this document.		

		42						Guideline 1.3 Create content that can be presented in different ways		Article Threads		Not Applicable		No Article threads were detected in the document		

		43						Guideline 1.3 Create content that can be presented in different ways		Identify Input Purpose		Not Applicable		No Form Annotations were detected in this document.		

		44						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Images of text - OCR		Not Applicable		No raster-based images were detected in this document.		

		45						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Content on Hover or Focus		Not Applicable		No actions found on hover or focus events.		

		46						Guideline 2.1 Make all functionality operable via a keyboard interface		Character Key Shortcuts		Not Applicable		No character key shortcuts detected in this document.		

		47						Guideline 2.2 Provide users enough time to read and use content		Timing Adjustable		Not Applicable		No elements that could require a timed response found in this document.		

		48						Guideline 2.3 Do not design content in a way that is known to cause seizures		Three Flashes or Below Threshold		Not Applicable		No elements that could cause flicker were detected in this document.		

		49						Guideline 2.5 Input Modalities		Label in Name		Not Applicable		No Form Annotations were detected in this document.		

		50						Guideline 2.5 Input Modalities		Pointer Cancellation		Not Applicable		No mouse down events detected in this document.		

		51						Guideline 2.5 Input Modalities		Motion Actuation		Not Applicable		No elements requiring device or user motion detected in this document.		

		52						Guideline 2.5 Input Modalities		Pointer Gestures		Not Applicable		No RichMedia or FileAtachments have been detected in this document.		

		53						Guideline 3.3 Help users avoid and correct mistakes		Required fields		Not Applicable		No Form Fields were detected in this document.		

		54						Guideline 3.3 Help users avoid and correct mistakes		Form fields value validation		Not Applicable		No form fields that may require validation detected in this document.		

		55						Guideline 4.1 Maximize compatibility with current and future user agents, including assistive technologies		4.1.2 Name, Role, Value		Not Applicable		No user interface components were detected in this document.		

		56						Guideline 4.1 Maximize compatibility with current and future user agents, including assistive technologies		Status Message		Not Applicable		Checkpoint is not applicable in PDF.		

		57						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Minimum Contrast		Skipped		Please ensure that the visual presentation of text and images of text has a contrast ratio of at least 4.5:1, except for Large text and images of large-scale text where it should have a contrast ratio of at least 3:1, or incidental content or logos
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