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CONG TY TNHH AN LOC PHAT

TIEU CHUAN CO SO
TCCS 01:2020/ALP

KHAU TRANG Y TE

Ha N¢i, ngay 28 thang 05 nam 2020
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CONG TY TNHH CONG HOA XA HOI CHU NGHIA VIET NAM

AN LOC PHAT Poc lip — Ty do — Hanh phiic
S6: 05/2020/ALP Ha Ngi, ngay 28 théng 05 ndm 2020
QUYET PINH

A A A b1 A K * A : >
Ve viéc xay dung va cong bo Tiéu chuan co s¢

Can cir Nghi dinh 36/2016/ND-CP ngay 15 thang 5 nim 2016 quy dinh vé quan ly trang
thiet bi y té

Cin cir nghj dinh 169/2018/ND-CP sira di nghi dinh s6 36/2106/ND-CP vé quén ly
trang thiét bi y té ngay 31 thang 12 nim 2018

Cin cir théng tu 46/2017/TT-BYT huéng din nghi dinh 36/2016/ND-CP ngay 15 thang
12 nim 2017 vé& quan ly trang thiét bi y té

Can cir ludt tiéu chudn va quy chuin k¥ thuat ngay 29 thang 6 nim 2006

Cin ctr nghi dinh s§ 127/2007/ND-CP ngay 1/8/2007 ctia Chinh pht quy dinh chi tiét 2
thi hanh mét sé diéu ciia Ludt tiéu chuén va Quy chudn k¥ thuat 8
Cin ctr thong tu 21/2007/TT-BKHCN ngay 28 thang 9 ndm 2007 cua B¢ truong B ¥
5 e X e . X_ A oy i 2 W

Khoa hoc Cong nghé vé viéc huéng dan xdy dung va dp dung ti€u chuan; \
Cin cir chtre niing, nhiém vu cua Cong ty TNHH An Loc Phét X
(

GIAM POC CONG TY TNHH AN LOC PHAT
QUYET PINH
Pidu 1: Ban hanh tiéu chuén co sé: TCCS 01:2020/ALP
Ap dung cho sén phdm KHAU TRANG Y TE
Pidu 2: Céc b phan lién quan ctia Cong ty chju trich nhiém thi hanh quyét dinh nay.
Pidu 3: Quyét dinh nay c6 hiéu lyc thi hanh ké tir ngay ky./.
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PHAN KHAI QUAT

1. Tén goi
Tiéu chuin co s& TCCS 01:2020/ALP

2.  Pham vi ap dung.
Tiéu chuin nay 4p dung cho san phdm: Khéu trang y té do Céng ty TNHH An Ljc Phit san

xuat,
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PHAN KY THUAT

)( L4 hd :
I. Cau tric san pham:

1: Quai deo
- 2. Lop vai khéng dét +
e Hoat tinh
3. Nep miii linh hoat

I1. Bang mé ta chi tiét cac chi tiét cAu thanh san pham:

STT Tén cac chi tiét Ngudn gdc, xuit xir
1 | Ldp vai khong dét Nhip khau
2 |Léploc Nhép khau
3 | Nep dinh hinh miii Nhip khau

III. Tiéu chuin ky thudt
3.1. Yéu ciu nguyén li¢u.
Nguyén li¢u d& san xudt khéu trang y té 1a:

- Vai khong dét str dung mot 1an khong sinh ra byi, khong cho vi khuén xuyén qua,

chéng thim nuéc, cdn, chéng tinh dién, ddm bao an todn cho ngudi sit dung
- Lép giita loc khang khudn ( Metlblown hogic SMS) : Loc 99% bui, vi khudn
- Thanh nep miii dwgc lam tir 14 nhom ddm bao linh hoat khi sir dung va khong gay kich

ung da.
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- Dy deo : ddy thun c6 kha nang dan hdi tét, min c6 d6 co gidn khong gy dau khi deo

lau.
3.2. Yéu cAu cam quan:
- San phém sach, khéng phat sinh sgi chi, xo vai.
- Khéng c6 16i ngoai quan
- Day deo duoc gén chéc chin tai 4 goc khau trang
- Cac mép khiu trang duge 6m sat khudn mit
3.3 Yéu ciu héa hoc
3.3.1: Yéu cu héa hoc ciia sin phim khiu trang:
TT Tén chi titu Mikc chat lirgng
1. Tro luc ho hip ( AP) & ché db thdi khi 30 lit/ | Max 9
min, mm HO
2. Gi6i han tAm nhin( trrdng nhin) Max 6
3 Khéi Irgng gam(g) Max 10
3.3.2: Gi6i han cho phép cac nguyén t6 kim loai niing c6 trong vai khong dét
TT Nguyén T6 Gi6i han
1. Asen ( g) 0.17
2. Chi( Pb) 1.0
3. Thuy ngén ( Hg) 0.12
4. Atimom( Sb) 0.1
5, Cadimin (Cd) 0.1
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3.4 Yéu céu sinh hoc:
San phim khong gay bét ky kich (g nio cho da.

IV. Phuwong phép kiém tra

4.1. Kiém tra ngoai quan

~ < <R -, A A .
Dung mat kiém tra céc yéu cau ngoai quan.

4.2. Kiém tra hi¢u suit lgc d6i véi swong diu

Kiém tra hiéu suét loc d6i véi swong dau theo TCVN 8389-1.
4.3. Kiém tra tré lwc ho hip

Kiém tra tré Iyrc ho hap theo TCVN 8389-1.

4.4. Kiém tra giéi han truong nhin

Kiém tra gi6i han truong nhin theo TCVN 8389-1.

4.5. Kiém tra khoi lugng

Kiém tra khéi lugng theo TCVN 8389-1.

4.6. X4ac dinh gioi han cho phép cac nguyén t6 kim loai niing c6 trong vai khong
dét
Nguyén tic

Hoa tan kim loai niing trong mAu vai bang axit clohydric. Xac dinh céc nguyén t kim

loai ndng trén mdy quang phd hip thu nguyén tir.
. Thiét bi, dung cu
- may quang phd hip thu nguyén tir;
- may do pH, d6 chinh x4c + 0,1 don vi pH.

Héa chit, thube thir
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Thuoc thir ding trong phan tich chi ding cac héa chit tinh khiét va chét chuin duoge

chirng nhén.
Axit clohydric, dung dich 0,07 mol/l;
Axit clohydric, dung dich 2,0 mol/l;
Tricloetan khong axit hodc dung dich thich hgp khéc;

Chét chudn ctia cic nguyén t6 asen (As), chi (Pb), thity ngan (Hg), antimon (Sb) va
cadimi (Cd).

Cich tién hanh
- Tron 5 g mAu thir di chuin bj véi 250 g dung dich axit clohydric 0,07 mol/ rdi Iic
trong 1 min.

- kiém tra d¢ axit ciia hon hop. Néu pH 16n hon 1,5, vira lic vira thém timg giot dung

dich axit clohydric 2,0 mol/1 cho dén khi pH nhé hon hogc bing 1,5. Dinh mtrc dén 250 ml.
- hdn hop dugce Iic lién tuc sau d6 @& yén trong 1 h ¢ nhiét d6 37 °C + 2 °C.
CHU THICH: Khéng dugc dé hdn hop ra 4nh sang,

- B& ngudi hon hop 1di loc qua gidy loc bang xanh, Lay dich loc dé xac dinh céc nguyén

td kim loai ning trén méay quang phd hép thy nguyén tir.
V. Ghi nhin

5.1 Bao géi don vij (50 sp/ 1 hgp)
- Nhén sén phdm trén bao bi, gbm :
+ Tén san phdm
+ S8 16 san xuat
+ Ngay sén xuat, han sir dung
+ 86 ding ky luu hanh san phim.
+ Dja chi nha san xuat.

5.2 Bao géi nhiéu don vi
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Thing dugc thé hién dAy du céc ndi dung sau.

-Thé hién 15 tén san pham: Khéu trang y té

-Ky hiéu 16, thém vao diu bing tir S6 16 (LOT)

-Ngay thang ndm thang hét han

-Tén va dia chi ciia nha san Xuat;

- Pidu kién bao quan duge khuyén céo: van chuyén, bao quan
V1. Han sit dung

Han str dung san pham 3 nim ké tir ngdy san xuat.

VII. Huéng din sir dung.

- Sir dyng hai ddu ngén tay cia mdi ban tay dong thoi 16ng hai diy deo khau trang vao
hai tai hodc tirng bén tai médt.

- Chinh cho khéu trang thit can déi.

- Str dung mdt tay giit phén canh trén khéu trang c¢b dinh cach mét khoang 1cm va kéo
nhe phén duéi gidn ra sao cho phi xubng duéi cim dé khiu trang che khit hoan toan khu
vue cdm, miéng, miii.
- Sirdung tiép ngén cai va ngon tré bop nhe day kim loai nhoé & mit trén khiu trang y té

HY

ép sat theo hinh dang mili, sao cho 6m sat vao sdng mii, giit kin cho vi tri tiép xiic cia
khAu trang v6i song mili dé tao do kin gifta miii voi khu trang.
Ha Ngi, ngay 28 thdng 05 nim 2020

= | TRACH NHIEM
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