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PHAN KHAI QUAT

Pham vi dp dyng:

Tiéu chuin nay dugc dp dung cho sin phim HAM THAO LAP do CONG TY TNHH SAN
XUAT VA THUONG MAI AN KHANG DENTAL LAB sin xuit. San phim la HAM
THAO LAP chuyén ding trong y té. San phim dugc thong qua bing cong thirc clia CONG
TY TNHH SAN XUAT VA THUONG MAI AN KHANG DENTAL LAB thuin lgi trong
qua trinh sir dyng va khéng gy nguy hiém cho nguoi sir dung. San pham dugc sin xuit
bdi CONG TY TNHH SAN XUAT VA THUONG MAI AN KHANG DENTAL LAB

PHAN KY THUAT

1.  Tiéu chuiin ky thuit

1.1. Yéu cau vé nguyén li¢u:

iodnm s s ad L o s TR a2 ook
- Nguyén li¢u trén ddm bao xuat xit rd rang, dat tiéu chuan cua doanh nghi¢p san xuat.

- Céc nguyén liéu sir dung trong qua trinh san xuét ra sin phim dugc bao quéan theo
dung tiéu chuén quy dinh, nguyén liéu médi 100% chua qua sir dung, chua qua so ché.

1.2. Yéu cau vé ngogi quan:

- Ham thio lip gém 2 phin la: Khung him va ring nhya.
+ Khung ham dugc thiét ké thanh ham toan phan.

+ Rang nhya dugc lam nhya

Cung véi khung riing nhya 13 ring nhya. Ring nhya dugc 1am tir chét li¢u nhya. Ring
nhyra ¢6 vé ngoai ty nhién, méu sic va két cdu cua rang tu nhién.

- San pham khéng géy hai dén sirc khoe, khdng anh hudng dén méi truang.

1.3. Yéu céu vé chi tiéu chit lieong: (co, Iy, hoa, sinh, ...

- HAM THAO LAP ding trong y té dat céc yéu cau k¥ thuit sau day:

STT Chi tiéu Miic cong bé (mg/kg)
(+/-10%)
1 Diethylhexylphthalate (DEHP) 50
74 Benzylbutylphthalate (BBP) 50
3 Dibutylphthalate (DBP) 50
4 Diisononylphthalate (DINP) 50
5 Diisodecyl phthalate (DIDP) 50

Dugc quét bang CamScanner


https://v3.camscanner.com/user/download

TIEU CHUAN CO SO TCCS 03:2026/HTLAK

1.4. Yéu cau vé v¢ sinh:

- Cdc nguyén li¢u dé san xut HAM THAO LAP phai dam bao an toan v sinh theo diing
quy dinh.

1.5. Thanh phan ciia sin phim:
Thanh phan cia sin phim gom co:

Ham théo lip gom 2 phan 1a: Khung ham va ring nhuva. Hai bd phén khung ham vé:rﬁng
¢p chit voi nhau, hinh thinh mét khéi théng nhat dé tao ra him ring nhua thay thé cho
rang thit.

+ Khung ham: Khung ham dugc thiét ké thanh him toan phz’in. Khung ham la nén d&
cho céc rang nhya.

* Ham khung toin phin bing nhya: Acrylic (nhya c6 tén khoa hoc PMMA (poly
methyl methacrylate), Nylon (nhywa cong ngiép Polyamide (nhua PA).

C6 cdu triuc y hét ham ring that véi phin nén nudu nhya ba‘o trim toan b phin
nuéu that cing véi 12-14 chiée ring dugc lip phia trén. Ham toan phén st dung cho nhl'm'g
trudng hop mat toan bd ring hoic chi con sét lai 1, 2 chiéc ring. Loai him nay dugc thiét
ké vira khit, gitip 6m sat nuéu va xuong.

+ Rang nhya:
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Pre-polymerised PMMA pearls: Chéng lai mang bam hoic su d6i mau, tao mau
sic ty nhién cho rang nhya.

Ilybrid filler system: Tao hinh dang cho ring nhya gia va tao d¢ bong tu nhién
Nano-hybrid filler syste (hé thong loc nano): gitip tang cudng dd déo dai, chdng
s mai mon va ting tudi tho cho rang nhya thao Iép.

Polymer matrix (hiru hop nhua PMMA va nhya: UDMA): Chéng lai sy mai
mon, d6i mau va hinh thinh mang bam, chéng lai sy xdm nhap cua vi khuin.

2. Phuong phip thi:

- Theo phuong phap thir phong thir nghiém
3.  Ghi nhin:
3.1. Noi ghi nhan:

- Theo quy dinh ctia Chinh phii vé& nhin hing hoa cia thiét bj y té.

3.2. Noi dung nhan:

- Theo quy dinh ctia Chinh phii vé nhin hing hoa cia thiét b y té.

- Néi dung du kién gdm:

Tén thiét bj y té

S6 cong bd thiét b y té

Tén va dia chi chii s¢ hiru s6 luu hanh thiét bj y té
Xudt xir thiét bi y té

Ngdy san xuat va han sir dung. Viéc ghi ngay san xuit, han sit dung phai ghi 16
ngay, thang, ndm hoac thang nam.

S6 16 hoic s6 seri (serial number) cua thiét b y te.

Huéng din sir dung thiét bi y té, tai li¢u ky thudt phuc vu sira chira, bao dudng.

4. Muc dich sir dung cia san pham, Huéng din sir dung va bao quan:

4.1. Muc dich str dung ciia sin phim
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HAM THAO LAP 1a phuong phap phuc hinh lOl wu dé thay thé nhiéu ring hodic toan b¢
ring d3 mat nhung khong mudn ma1 ring hay cay ghép Implant. San pham ham gid thio
1dp nhya duge thiét ké theo yéu ciu ca nhin hoa pht hgp cho timg bénh nhan, nham h6 trg
chirc néng an nhai ctia bénh nhan bj mt ring.

4.2. Hudng din sir dung

Budc 1: Thim kham va tur vin

Sxvdvdmuand hdwn&wﬁv
- Trude tién, bac s tién hanh kiém tra stc khoe téng quat dé xac dinh tinh trang ring cua
khach hang. Théng qua thiét bj soi chup, phat hién ra bénh ly vé ring va c6 cich dicu trj
phu hop.
- Sau d6 béc si s& cling trao ddi thong tin véi khich hang. Tu vdn va giéi thigu cach khic
phuc tinh trang mt riing hiéu qué cao dén khach hang. Qua dé, ¢6 thé lya chon kiéu loai
ham thao ldp phu hop nhit.

Buére 2: V¢ sinh ring mi¢ng va sat khuan

- Tién hanh v¢ sinh khoang miéng sach s& dé khéng bi viém nhiém hay iy lan céc bénh ly
ring miéng vé sau. Két hop sat khuin dé dam bao cho qua trinh 1iy diu miu him an toan.

Buge 3: Liy dau mau ham
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T hanh iy 38 ham cua bfoh nhén

- Duya trén nhirng thiét bj chuyén dung béc si s& phan tich liy dau ring va mau ring that
cua khach hang. )

- Sau khi lay xong diu him, ham gia théo Iip s& bit diu dugc ché tac thiét ké ham théo lap
phu hop, twong thich. Qua trinh sau déy s& dién ra:

e Nhan miu, xir Iy miu gon gang, 1én gdi sap (sép cin) giri vé phong kham dé bac
si lay khop céin trung tam.

o Sau khi ly duoc khép cin, tién hanh 1én cing cfn va lén ring trén sip giri vé
phong khdm dé thir réing.

o Thir ring, khép cin tét tién hanh dép thodt céc vi tri lem trén miu va sao ra 1 miu
ham thir 2

e Sir dung but thiét k&, xac dinh cc vi tri dit méc va thiét ké nén ham trén mau.

o Sau khi di thiét ké xong, tién hanh 1am nén ham va moc nhu da thét ké tir trude
vio khuén (mip). Sau d6 ding nudc néng loai mé hét phan sap nén da thiét ké
va lam trude d6.

o Tién hanh béi 16p nurée cach ly 1én miu ham va vé sinh sach mau ham dé chudn
bi ép nhua.

e Sau qua trinh ép nhya di ra thinh phim, tién hanh g& ham ra khoi khudn va thach
cao

e Ding véi xit hoi nuéc xit sach mau ham da thanh pham rdi tién hanh ngudi tho,
gid him vio mdu 1am viéc ban dau, ngudi min va danh bong tra vé phong kham.

Lam khudn
Khuon thach cao dugc
& ', ch&téc tir phim chup

~ Ganranggia

! = +' Cécrang gia dugc gan
J " vacan chinh phi hgp

B1: Ché tao khudn
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Khéc phén nudu gia

Phan nuéu duoc diéu
.. khac sao cho khdp véi

khung ham that

C 77777 Dinh hinh ham rang gid

(P Thachcaoduoc d8
ey thém va c6 dinh hinh
~¢ dang cu6i cling cia ham

B2: Dinh hinh khuon

Chat liéu Acrylic hoac
A nhura sinh hoc dugc d3
& day vao khuén

&"\ Da acrylic vao khudn
y

(v, GG bd khudn thach cao
m.-' .. Khuon thach cao bén ngoai

y Rt j duoc béc bd 16 ra phan
Fu === ham rang gia bang Acrylic
B3: D6 khuén

' Chinh stra va danh béng
rd

Phan Acrylic thira sé duoc

/) c&t bd va danh béng dé
Lo s am wm hoan thién
Hoan thanh

X m Ham rang gia thao lap hoan thanh

W ~ vasan sang cho bénh nhan deo
CLTRARAETS"  thirtrong fan khdm tiép

4: Hoan thanh

Budce 4: Lip ham gia Ién cung him
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Ldp rdng vao cung ném vd hadn thdnn quy trink iam réng
- Sau khi ham gia thio Iflp duoc ché tao, bac si s& tién hanh dit thir vio mi¢ng bénh
nhan. Trude d6, bac si vé sinh sach s¢ khoang miéng va cao véi ring dam bao ring miéng
khoe manh, khong bj nhiém khuén, chudn bj tot nhat cho viéc lap ham gia chinh thirc.
- Bic si din din dua him gia vao dang vi tri mong mudn trén ham. Trudc khi lip chinh
thirc, ham gia sé duoc lip thir nhiéu lan trén ring.
- Cic béc si can dam bao dugce tinh chuan xac dé khong gay nén tinh trang léch khép cén.
Bénh nhan thir sir dung va kiém tra do kénh c6 hay khong. Néu c6 bac si s& chinh sira dén
khi nio bénh nhan cam thiy thoai mai.
- Bacsi gén ham gia thao lfxp Ién ring cho bénh nhan. Kiém tra lai mot lan nita 4é dam
bao chac chan trudce khi hoan thanh. Cudi cing s& huéng dan va din do khach hang céch
vé sinh rang miéng hop ly.
Chim séc ring sau khi deo ham thao lip

Sau khi deo ham thao lip, khach hang can phai duy tri ché d¢ vé sinh sach s& va khoa
hoc. Duéi day 14 cac budc chim sdc ham thao lap:

Vé sinh sach s& ham théo lip sau mdi bira dn
- Han che can xé do dai cing

Khoéng nén an do qua néng hoac qua lanh vi rang nhya cam nhan nhiét kém

- Tranh vin dong manh vi ham roi rét rit dé bé v

4.3.  Bdio qudn: Sin phim dugc bio quan tai noi khé rdo, thodng mat, tranh anh ning
tryc tiép.

5. Péng goi va van chuyén:

5.1. Bao goi:
- San phim: HAM THAO LAP dugc déng trong Hop Carton c6 bong va mut x0p nhim
tranh su va dap trong qua trinh van chuyén.

5.2. Vinchu yé:n:
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- Khi bdc xép hang héa phai nh¢ nhang, cin thin, khéng dugc anh huéng téi chat lugng
bén trong va bio v¢ dugc bao bi, nhin hi¢u.

- Cdc phuong ti¢n vin chuyén chuyén ding phai sach sé, dim bao v¢ sinh an toan.

- Tuén thu cdc quy pham an todn trong qua trinh van chuyén va xép d& hang hc:m. l’(héng
chuyén ché chung véi cac héa chat gay chay, in mon, gy kich tmg hodc cac chat boc mui
khac.

6. Nurée xuit xir: Viét Nam

7. Luu y khi sir dung sin phim

- Cincha y v¢ sinh rang mi¢ng that ky dé tranh siu ring va viém nudu;

- Tranh in nhai cic d6 dn cimg, cin lvc cin manh. Béc sy c6 thé hudng din ban sir dung

cac loai ban chai dic biét dé vé sinh ring;

- Khéng nén an cac thire in dai, cimg, ¢6 tinh dinh cao nhu keo cao su, keo déo c6 thé
1am anh huéng dén phuc hinh.
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