PHU LUC 1
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A1 PEY . . . . A,y .. . M3 ké khai gia va hiéu
STT Tén hartl)gé(l)mzixéde nghi Pic tinh ky thuit Dgﬁl’r Yl osé lwgng | Dia diém cung cip van chuyén Bio quin tr?{:l g thiét bi Thh;: g:iaul_llilgl? lue gia ké khai theo
g y g ND98/2021 va NP07/2023
Loai mAu xét nghiém: Huyét thanh
Thé tich miu: 5 ne (Céc mau phai chira nhiéu hon téng Kho khoa Dugc — Can lam sang, N A 2 . N X 2 .
PP Y A < R Hang san xuat, nha cung Hang san xuat, nha cung
thé tich yéu cau it nhat 1a 100 pL.) Trung tdm Cham soc suc khoe i bio qudn trane thiét | 1neavdén 5 | chp. e kém theo bdo aid
1 FBHCG XTND Pham vi phan tich: 2 dén 200 ng/MI Hop 18 | sinh san tinh Khanh Hoa, dia chi: | P 029 uan trang gy D, g1 RO 1160 790 8
. . o Loria R g bi y té theo dung quy ngay théng tin ké khai gia trang
Bao quan: 2-8°C 36 Yét Kiéu, phuong Van Thang, dinh ciia hine san xuat thiét bi v té
Quy céch: 100 test/Hop TP Nha Trang, tinh Khanh Hoa. mhen g sanxu oty
Str dung twrong thich véi may mién dich Immulite 1000.
Ba lo chira HCG tu do ciia ngudi déng khé trong chit nén
¢6 huyét thanh ciia ngudi, o chét bao quan.
it nhat 30 phut trude khi sir dung, hoan nguyén mdi lo
bang 1,0 mL nudc cit hodc nude khir ion. Tron bang cach
lic hodic déo di ddo lai nhe nhang cho dén khi chit dong
khé hoa tan hoan toan. On dinh & 2-8°C trong 30 ngay sau
kh17 h(?an nguyén, hodc trong 6 thang (dugc chiet vao cac lo Kho kho? Duq<i - C:gll’l la}m saflg, Hang san xu 4. nha cung Hang san xu 4. nha cung
nho) ¢ -20°C. Trung tdm Cham soc strc khoe £ \ L% ek PPN Lo
Free Beta HCG Control R e x an , R . oo , o .| cap bao quan trang thiet | 1ngayden5 | cap, gui kem theo bao gia
2 Tranh 13p lai nhiéu 1an cac chu ky cap dong/ra dong. Cac Hop 12 sinh san tinh Khanh Hoa, dia chi: .z , A T
Module PO 2 . X . N \ £ ia \ ‘ bi y té theo dung quy ngay thong tin ké khai gia trang
chat kiém chuan dugc dung dé dugc xét nghiém nhu la cac 36 Yeét Kiéu, phuong Van Thang, dinh ciia hing sin xuAt thidt bi v 16
chét khong xéc dinh, theo cling cach thirc tién hanh nhu TP Nha Trang, tinh Khanh Hoa. : & by
céc mau cua bénh nhan, trong bdi canh cua chuong trinh
kiém sodat chét lugng noi bo. MBOi chét kiém chuén can
dugc xac dinh theo mi s6 16 (doc & 10) va ngay mo lo/hoan
nguyén.
Quy cach: 3 x 1 ml/Hop
Str dung twong thich véi may mién dich Immulite 1000.
A A 5 A 0/ 4  INZA
Df,lng Eiong A!(ho::Tha'nh pha{l 100% tir nguoi. Bap mg 51 Kho khoa Duoc — Can lim sang, i 9 . ) i , . ‘
cac thong s6 Mién dich thuong quy. N - R Hang san xuat, nha cung Hang san xuat, nha cung
i \ o Trung tdm Cham soc suc khoe L, . 2 oz ; N .
. . Bao quan 2-8°C. R . e , . .. . | capbaoquantrangthiet | 1 ngaydénS | cap, g kém theo bao gia
3 IA Premium Plus Tri-level | .~ .7 . . .z R o - . Hop 1 sinh san tinh Khanh Hoa, dia chi: .z , N NI oo
Do bén mad nap toi thi€u 7 ngay 2—-8°C hodc 28 ngay & - PR . ‘ bi y té theo dung quy ngay thong tin ké khai gia trang
A - 36 Yet Kiéu, phuong Van Thang, . 1~ A £ Ay A
20°C hoac twong duong. TP Nha Trane. tinh Khanh Hoa dinh cua hang san xuat thiet bi y t&
Str dung twong thich véi may mién dich Immulite 1000. & ’
Loai miu xét nghi¢m: huyét thanh hogc huyét tuong
Thé tich miu: 10 pL (Céc maiu phai chtra nhiéu hon t6ng Kho khoa Dugc — Can lam sang, N A A . N X P .
Ror 1A A s o1 Z 1y A < R Hang san xuat, nha cung Hang san xuat, nha cung
thé tich yéu cau it nhat 1a 100 pL.) Trung tdm Cham soc strc khoe i bo quan trane thiét | 1neavdén 5 | chp. e kém theo bdo eid
4 PAPP A Kit Pham vi phan tich: Lén dén 0,1 dén 10 mIU/mL Hop 16 | sinh san tinh Khanh Hoa, dja chi; | P P29 duan trang 8y P, gu e 11e0 90 8
. . o Loria R ‘ bi y té theo dung quy ngay théng tin ké khai gia trang
Bao quan: 2-8°C 36 Yeét Kiéu, phuong Van Thang, dinh ciia hine sin xuit thiét bi v t&
Quy céch: 100 test/Hop TP Nha Trang, tinh Khanh Hoa. i eu J x Hy
Str dung turong thich véi may mién dich Immulite 1000.

Trang 1



Ma ké khai gia va hi¢u

STT Tén hartl)g’hoz_n,de nghi Pic tinh k¥ thuat Dgn; Yl osé lwong | Dia diém cung cp van chuyén Bio quin tr?;n g thiét bi Thh‘m g:ial_llf_l? 0 lue gia ké khai theo
acgl n ye ang QUi | Np98/2021 va ND07/2023

Hai lo chira PAPP-A ddng khd & céc ndng d6 khac nhau

trong chat nén huyét thanh khong phai ciia ngudi.

ft nhat 30 phat trudc khi ding, hoan nguyén mdi lo bing

2,0 mL nudc cét hodc nudce khir ion. Tron béng cach lic

hodic d4o di d4o lai nhe nhang cho dén khi chit dong kho

h(‘)ia tan hoz}n toérj. On dinh 6/2—8°C trong.3A’0 n‘gay,sau khi Kho khoa Dugc — Can lam sing, o . ‘ o ) ‘

hoan nguyén, hodc trong 3 thang (duoc chiét vao cac lo Trung tim Cham soc stc khoe Hgng san xuat, nha cung ) Hang san xuat, nha cung
5 | PAPP-A Control Module |99 :20°C- : Hop 10 | sinh san tinh Khanh Hoa, dia chi: | ¢2P P30 qun trang thi€t | 1 ngdy dén 5 | cap, gti kém theo bdo gid

Cac chat }{iém chuan dugc dung de dugc xét nghié,m nhu ) 36 YétKiéu, phuomg Va’n i’hz“ing biy te theo ding quy ngay théng tin kE% khai gia trang

la cac chﬁt~kh6ng xac dinh, theo cung céach thuc tién hanh TP Nha Tre;ng tinh Khanh Hoa ’| dinh cta hdng san xuat thiét bi y té

nhu cdc mau cua bénh nhan, trong boi canh cua chuong ’ '

trinh kiém soat chit lwong noi bd. Mdi chét kiém chuin

can dugc xac dinh theo mi s6 16 (doc & lo) va ngay mé

lo/hoan nguyén.

Quy cach: 2 x 2 ml/Hop

Str dung twrong thich véi may mién dich Immulite 1000.

Dé str dung trong bao tri hang ngay hé théng IMMULITE

va IMMULITE 1000 - nhim giam thiéu nhidm ban chéo Kho khoa Dugc — Can ldm sang, | ... . . .. L

thudc thir bang cach giam tich tu protein va lipid trong diu Trung tdm Cham soc suc khoe Hfmg ,San x1}at, nha cu.rig N I—}ang S an X ut, nha 'cun.g'
6 Probe Cleaning do. Hop 3 sinh san tinh Khanh Hoa, dia chi: cap ba(z quan tryang thiet | 1 ngay ‘den > cap, gul keAm the_o p,ao gla

Béo quén: 15 - 28°C 36 Yét Kiéu, phuong Van Thing, | 0 Y (€ theo diing quy ngay thong tin ke khai gia trang

Thanh phan: Dung dich Natri Hypoclorit: < 4.4 % TP Nha Trang, tinh Khanh Hoa. dinh ctia hdng sdn xuat thictbiy ¢

Quy céach: 100 ml/Hop

Dé sir dyng nhim giam thiéu nhiém chéo thudc thir bing

cach giam tich tu protein va lipid ¢ kim hut. Kho khoa Dugc — Céan 1am sang, N A A . N X P .

Bao quan: 15 - 28°C Trung tdm Cham sdc suc khoe Hfmg ,San x?at, nha cugg N I—A'Iang S an ‘Xuat’ nha 'cun.g'
7 Probe Wash Module Chit 1ong, chira: Trikali orthophosphate, dung dich Hop 10 sinh san tinh Khanh Hoa, dia chi: cap ba(z quan tryang thiet | 1 ngay‘den > cap, g keAm the:o !),ao gla

dém/chét én dinh 36 Yét Kiéu, phuong Van Thing, biy (€ theo diing quy ngay thong tin ke khai gia trang

Quy cach: 2 x 100 ml/Hop TP Nha Trang, tinh Khanh Hoa. dinh cta hang sin xuat thict bi y ¢

Str dung twong thich véi may mién dich Immulite 1000.

X £ x Kho khoa Duoc —Cén lam sang, Hang san xuét, nha cung Hang san xuét, nha cung

Quy cach/Thanh phan: Hop/Thung 1000 coc/cai dung mau Trung tdm Cham soc suc khoe Lo, . 4 NS A N ’ .o

8 sample cups cho xét nghiém mién dich. Chét liu: nha Thing 12 | sinh san tinh Khanh Hoa, dia chi: | CoP P40 quan rang thit | 1 ngay dén 5 | cap, gui kem theo bdo gid

Str dung twong thich véi may mién dich Immulite 1000.

36 Yét Kiéu, phuong Van Théng,
TP Nha Trang, tinh Khanh Hoa.

bi y té theo dung quy
dinh ciia hing sén xuat

ngay

thdng tin ké khai gia trang
thiét b y té

Trang 2
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Ma ké khai gia va hi¢u
lue gia ké khai theo
ND98/2021 va ND07/2023

Substrate Module

Béo quan: 2-8°C

Hop: 2 x 500 test

Hai chai : mdi chai 105 mL.

Co chét da chuan bj sin dé sir dung, chira mot phosphate
ester ciia adamantyl dioxetane, trong dung dich d¢m AMP
¢6 chat tang cuong.

Str dung twrong thich véi may mién dich Immulite 1000.

12

Kho khoa Dugc — Can lam sang,
Trung tdm Cham soc suc khoe
sinh san tinh Khanh Hoa, dia chi:
36 Yét Kiéu, phuong Van Théng,
TP Nha Trang, tinh Khanh Hoa.

Hang san xuat, nha cung
cAp bao quan trang thiét
bi y té theo dung quy
dinh ciia hang san xuét

1 ngay dén 5
ngay

Hang san xuat, nha cung
chp, giri kém theo bao gia
thong tin ké khai gia trang

thiét bi y té

10

Thrird Generation TSH

Loai mAu xét nghiém: huyét thanh

Thé tich mau: 75 pL. (Cbc mau phai chira nhiéu hon tong
thé tich yéu cau it nhat 1 100 pL.)

Pham vi phan tich: Téi da 75 pIU/mL (WHO 2nd IRP
80/558)

Bao quan: 2-8°C

Quy cach: 100 test/Hop

Str dung twong thich véi may mién dich Immulite 1000.

60

Kho khoa Dugc — Can lam sang,
Trung tdm Cham soc strc khoe
sinh san tinh Khanh Hoa, dia chi:
36 Yét Kiéu, phuong Van Théng,
TP Nha Trang, tinh Khanh Hoa.

Hang san xuét, nha cung
cép bao quan trang thiét
bi y té theo ding quy
dinh ctia hing san xudt

1 ngay dén 5
ngay

Hang san xuét, nha cung
cép, giri kém theo bao gia
thong tin ké khai gia trang

thiét b y té

11

Water test

Muc dich st dung: Str dung véi cac Hé théng IMMULITE
va IMMULITE 1000 nhu mot bién phap hd tro trong viéc
kiém tra cac ngudn nudc dé biét tinh trang nhiém
photphatase kiém, theo quy trinh duéi ddy va hudng din
trong S tay huéng dan van hanh IMMULITE hozc
IMMULITE 1000.

Quy cach/Thanh phan: Hai muoi lim Pon vi xét nghiém
khong co hat, duge dong goi trong mot tii ¢6 thé bit kin lai
dugc (25 cai/Hop).

Bao quan: ¢ nhiét d phong (15-28°C).

Kho khoa Dugc — Can lam sang,
Trung tdm Cham soc strc khoe
sinh san tinh Khanh Hoa, dia chi:
36 Yét Kiéu, phuong Van Théng,
TP Nha Trang, tinh Khanh Hoa.

Hing san xuat, nha cung
cAp bao quan trang thiét
bi y té theo diing quy
dinh cta hang san xudt

1 ngay dén 5
ngay

Hing san xuét, nha cung
cAp, gui kém theo bao gia
thdng tin ké khai gia trang

thiét bj y té

Téng cong 11 khoin

Trang 3
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