SO Y TE QUANG NINH CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN SAN NHI Péc 1ap — Tw do — Hanh phiic

$6:325/BVSN-KD Quéng Ninh, ngay 24 thdng 3 nam 2022
V/v méi chao gia vt tu, hoa chat, moi
truong st dung cho ho tro sinh sén (lan 1)

Kinh gui: - S& Y té Quang Ninh

- Cac don vi quan tam

Can cir Van ban sé 5888/BYT-TB-CT ngay 29/10/2020 ciia Bo Y té veé
viéc hudng dén trién khai ddu thau trang thiét bi y té theo Théng tu 14/2020/TT-
BYT;

Can ctr Quyét dinh sé 47/QD-BVSN ngay 12/01/2022 cta Bénh vién San
Nhi Quéng Ninh vé viéc ban hanh quy trinh thyc hién mua sim trang thiét bi y
té, vat tu, hoa chét, y dung cu phuc vu hoat dong thuong xuyén ctia Bénh vién
San Nhi Quang Ninh;

Bénh vién San Nhi Quang Ninh ¢6 nhu cdu mua sam vat tu, héa chat, méi
truong st dung cho HS tro sinh san (lﬁn 1) (Chi tiét theo phu luc 1 dinh kem).

Kinh moi céc don vi quan tam, cé kha nang cung cép hoa chat néu trén
béo gia va cung cap thong tin theo mau tai phu luc 2.

Thoi gian nhan bao gid: Tir ngdy 24/3/2022 dén trude 16 gio 00 ngay
01/4/2022.

Dia diém nhén bao gid: Khoa Dugc — Bénh vién San Nhi tinh Quang Ninh
(Dia chi: khu Minh Khai, phwong Pai Yén, thanh phé Ha Long, tinh Quang
Ninh)

Dién thoai lién hé: 02033.696568 hodc 0915.694.888

Bénh vién xin trin trong thong bdo./.
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Tiéu chi k§ thuit co bin

Pon vi
tinh

S6 lwgng

i (] trudmg diing dé chudn bj tinh tring. Thanh phn: Calcium chloride, EDTA,

MB&i trudng rira tinh tring 30ml

Gentamicin, Glucose, HEPES, Albumin huyét thanh ngudi, Magnesium
sulphate, Potassium chloride, Potassium dihydrogen phosphate, sodium
carbonate, sodium chloride.... Mirc d§ an toan tiét tring (loc tiét tring): 1E-3.
Mai trudmg pH=7.35 + 0.1, Ap sufit thim théu: 290 + 5 (mOsm/kg). Doc t6 vi
khudn < 0.25 (IU). Thir nghiém phoi chudt (1 té bao) (ty 18 tui phoi phat trién
trong vong 96 gitr ) [%]: > 80.Lo > 30ml. Pat tidu chudn ISO 13485 hoic
tuong duong

Lo

50

Méi trudng dong tinh 10ml

Moi trudng ding dé dong lanh tinh tring. Thanh phén: Calcium chloride,
Chemically Defined Lipid Concentrate, Gentamicin, Glucose, Glycerol,
Glycine, Albumin huyét thanh ngudi, Magnesium chloride, MOPS, Potassium
chloride, Sodium bicarbonate, ...Mirc d6 an toan tiét trang (loc tiét tring): 1E-3.
D6 thim thiu [mOsm/kg]: 2700+300. Mbi truomg pH =7,45+0,20. Noi doc 16 vi
khuén (thtr nghiém LAL) [TU hoic EU/mL]: <0,5. Kha niing séng ctia tinh tring
> 80%. Hop = 4 x 10ml . Pat tiéu chuin [SO 13485 hodc tuong duong

MOoi trudng rira dung cu va lam
sach c6 tir cung

Dung dich ding d& rira dung cu va lam sach ¢b tir cung, khong ding dé nudi
cdy. Thanh phin bao gdm: Calcium Chloride, Gentamicin, Magnesium
sulphate, Potassium chloride, Sodium bicarbonate, Sodium chloride, Sodium
pyruvate, Nudc tiém. pH (tai +37°C va 6% C02): 7,30 + 0,10. Do thdm théu
[mOsm/kg]: 280 + 5. Mire d an toan tiét tring (loc tiét trung): 1E-3. Néi doc th
vi khudn (thtr nghiém LAL) [1U hode EU/mL]: < 0,25; Thir nghiém phdi chudt
(1 té bao) (ty 1¢ thi phdi phat trién trong vong 96 gio) [%]: = 80. Lo = 125ml
.Dat tiéu chudn 1SO 13485 hoiic twong dwong

Lo

120

MOoi truding thao téc trimg chira
HAS

Mai truomg xtr Iy va thao tac vai trimg va phéi; Mai trudng dém MOPS chira
Albumin huyét thanh nguei; pH (tai +37°C va mi trudng 6% CO2): 7,27 +
0,07; B6 thim thiu [mOsm/kg]: 280 + 5; Mirc dd an toan tiét tring (loc tiét
triing): 1E-3; Noi doc (6 vi khudn (thir nghiém LAL) [IU hodc EU/mL]: < 0,25;
Thir nghiém phdi chudt (1 té bao) (1 1¢ tai phdi phat trién trong vong 96 gic)
[%]: > 80; Thir nghiém phoi chudt (1 t& bao) (s6 lugng & bao (i phdi trong
vong 96 gi): DPAT; Thanh phin: Alanine, Alanyl-glutamine, Asparagine,
Aspartate, Calcium chloride, EDTA, Gentamicin, Glucose, Glutamate, Glycine,
Albumin huyét thanh ngudi, Lipoic acid, Magnesium sulphate, Methionine,
MOPS, Potassium chloride, Proline, Serine, Sodium bicarbonate, Sodium
chloride, Sodium citrate, Sodium dihydrogen phosphate, Sodium lactate,
Sodium pyruvate, Taurine, Nude tiém.Lo = 125ml. Tiéu chudn: ISO 13485
hodc tuong dwong

Lo

Mbi trudng thao tac trimg chira
albumin huyét thanh ngudi

MO6i trrang xur ly va thao tac vdi trimg va phéi; Mai trudng dém MOPS chira
Albumin huyét thanh ngudi; pH (tai +37°C va 6% CO2): 7,27 + 0,07; D6 thdm
thiu [mOsm/kg]: 280 + 5; Mire d6 an toan tiét tring (lgc tiét tring): 1E-3; N§i
doc 16 vi khudn (thir nghiém LAL) [1U hodc EU/mL]: <0,25; Thir nghiém phoi
chudt (1 té bao) (ty 18 tai phdi phat trién trong vong 96 gidy) [%]: = 80; Thir
nghi¢m phéi chudt (1 & bao) (sb lwong té bao tai phdi trong vong 96 gid):
DAT; Thanh phén: Alanine, Alanyl-glutamine, Asparagine, Aspartate, Calcium
chloride, Gentamicin, Glucose, Glutamate, Glycine, Albumin huyét thanh
ngudi, Magnesium sulphate, MOPS, Potassium chloride, Proline, Serine,
Sodium bicarbonate, Sodium chloride, Sodium dihydrogen phosphate, Sodium
hydroxide, Sodium lactate, Sodium pyruvate, Taurine, Nude tiém. Lo > 30ml.
. Tiéu chudn: ISO 13485 hodc twong dwong

Lo

55




Maéi trudng thy tinh

Mai trudng dé chudn bi va xir Iy trimg va tinh triing, va cho thy tinh éng
nghiém. M6i trudng dém bicarbonate chira Albumin huyét thanh ngudi. Thanh
phén bao gdm: Alanine, Alanyl-glutamate, Asparagine, Aspartate, Calcium
chloride, Gentamicin, Glucose, Glutamate, Glycine, Albumin huyét thanh
ngudi, Hyaluronan, Lipoicacid, Magnesium sulphate, Methionine, Potassium
chloride, Proline, Serine, Sodium bicarbonate, Sodium chloride, Taurine, nurdc
tiém. .. pH (tai +37°C va méi trudng 6% CO2): 7,30 + 0,10. BH tham thiu
[mOsm/kg]: 280 + 5. Mirc d@ an toan tiét tring (loc tiét trang): 1E-3. Noi doe to
vi khudn (thir nghiém LAL) [1U hodc EU/mL]: <0,25. Thir nghiém phdi chudt
(1 1€ bao) (ty 1& tii phoi phat rién trong vong 96 gid) [%]: > 80.Lo > 60ml. Dat
tiéu chudn 1SO 13485 hofic twong duong

Lo

170

MBoi trudmg chuyén phoi

M&di truding dung dé chuyén phéi. Dung djch dém Bicarbonate c6 chira
Hyaluronan va Albumin ngudi téi 16 hop. Thanh phan bao gdm: Alanine,
Alanyl-glutamate, Asparagine, Aspartate, Calcium chloride, Calcium
pantothenate, Cystine, Gentamicin, Glucose, Glutamate, Glycine, Hyaluronan,
Magnesium sulphate, Methionine, Potassium chloride, Proline, Serine, Sodium
bicarbonate, Taurine, nudc tiém...pH (tai +37°C va 6% C02): 7,30 £ 0,10. D6
tham théu [mOsm/kg]: 280 + 5. Mtrc do an toan tiét tring (loc tiét tring): 1E-3.
Noi doc td vi khudn [IU hogic EU/mLY]: < 0,25. Thir nghiém phoi chuét (1 t&
bao) (ty 1€ tti phoi phat trién trong vong 96 gid) [%]: > 80. Lo> 10ml. Dat tiéu
chudn 1SO 13485 hofc tuong duong

Lo

Méi trudmg cb dinh va ¢d lap
tinh tring

MBai truomg cb dinh va 6 1ap tinh tring trude khi lam ICSL X 1y nhét tinh
tring c6 chira Albumin ngudi téi tb hgp va PVP. Thanh phén bao gdm:
Calcium chloride, EDTA, Glucose, Magnesium sulphate, Polyvinylpyrrolidone
(PVP), Potassium chloride, Potassium dihydrogen phosphate, Albumin nguoi
tai t& hop, Sodium bicarbonate, Sodium chloride, Sodium lactate, Sodium
pyruvate, Nude tiém, Mirc do an toan tiét tring (loc tiét trang): 1E-3. Ni doc 15
vi khudn (thtr nghiém LAL) [IU hodc EU/mL]; < 0,25, Thi nghiém phuc hdi
véin dong tinh trung ngudi cho ICSI: > 40% di dong ban déu. Hop> 5x 0,1

ml. Dat tiéu chuin ISO 13485 hodc tuong duong

25

MB®i trrdng nudi phoi lién tuc

Mai trudmg nudi cdy phdi tir khi thy tinh dén giai doan tai phdi.Méi truomg dém
bicarbonate chira Hyaluronan va Albumin huyét thanh ngudi. Thanh phin bao
gdm: Alanine, Alanyl-glutamin, Arginin, Asparagie, Aspartat, CaCl2, Canxi
pantothenat, Cystin, EDTA, Gentamicin, Glucose, Glutamat, Glycine, Histidin,
Hyaluronan, Isoleucin, Natri citrat, Nude tiém...pH (tai +37°C va 6% CO2):
7,30+ 0,10. D6 thdm thdu [mOsm/kg]: 270 + 5. Mirc d6 an toén tiét trang (loc
tiét trang): 1E-3. Noi dgce td vi khudn (thir nghiém LAL) [IU hoic EU/mL]: <
0,25. Thir nghiém phoi chudt (1 t€ bao) (ty 18 tai phéi phat trién trong vong 96
gi0) [%]: = 80. Lo > 30ml. Pat tiéu chudn ISO 13485 hojic twong duong

Lo

70

10

Maéi truomg pht dia nubi cdy

Duing dé phii 1én méi trudng trong subt qua trinh thu tinh trong 8ng nghiém va
céc qua trinh vi thao tac. Dau khoang parafin, da loc tiét tring. Mirc d§ dam bao
tiét tring (loe Lt trting): 1E-3. Nai dde 16 vi khudn (thir nghiém LAL) [1U hode
EU/mL]: <0,23. Thir nghiém phéi chudt (1 té bao) (ty 1& tai phoi phat trién
trong vong 96 gidy) [%]: >80. Thir nghiém phoi chudt (1 té bao) (s lugng té bao
tai phéi trong vong 96 gid): Dat. Lo > 100ml. Pat tiéu chudn ISO 13485 hoiic
trong duong

Lo

160

11

Dung dich chira Hyaluronidase

Dung dich ding dé loai bo t& bao cumulus. Dém mudi sinh 1y chira
Hyaluronidase va Albumin huyét thanh ngudi. Thanh phén bao gdm: Calcium
chloride, di-Sodium dihydrogen phosphate, Albumin huyét thanh ngui,
Hyaluronidase, Magnesium chloride, Potassium dihydrogen phosphate, Sodium
lactate, nude tiém...pH (tai +37°C va mdi truomg xung quanh): 7,27 + 0,07. Do
thdm thiu [mOsm/kg]: 280 + 5. Mite d6 an toan tiét tring (loc tiét tring): 1E-3;
Noi de t6 vi khudn (thir nghiém LAL) [IU hogic EU/mL]: <0,5. Thit nghiém
loai bo t& bao cumulus: Dat. Hop = '5 x 0,1 ml. Pat tiéu chudn ISO 13485 hoic
twong duong

60
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£1°C va mdi truting xung quanh): 7,60+0,20; Do thim théu

1: 300+£10; Mire d¢ an toan tigt trang (loc tiét tring): 1E-3; Noi doc
1 (thir nghiém LAL) [1U hogic EU/mL]: <0,5; Thir nghiém phuc hdi
Mngudi (1y 1& phuc hdi sau khi phan tach) [%]: >25: Thanh phén:
(Hy/chloride, Glucose, HEPES, Magnesium sulphate, mono-Potassium
fgél phosphate, Potassium chloride, Hat keo silica phu silane, Sodium
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Tiéu chufn: 1SO 13485.

Kit

10

13

Kim tiém tring c6 diu nhon
gbc 35°

Dung cu ding trong vi thao tac, tiém trirng. Pudng kinh trong: 4-5,5 pm. Chidu
dai ddu tip: 17-20 pm. Chidu dai kim: 55-65 mm, géc 35°. Vit lidu: thiy tinh
borosilicate trénh bj tic ddu bén trong. Phin diu md phia trén duge danh bong
bing nhiét. Dugce kiém nghiém MEA-test va LAL-test. Pugc tiét tring g céi.
Dat tiéu chuén SO 13485 hofic twong duong

Cii

400

14

Kim giit ph6i c6 dau nhon goc
35°

Dung cu ding trong vi thao tac, gitr phdi

Duang kinh trong: 20-30 um. Chiéu dai ddu tip: 120+ 10 pm. Chiéu dai kim:
50-60 mm, géc 35°. Vit ligu: thiy tinh borosilicate tranh bj tic diu bén trong.
Phin ddu m¢ phia rén duge dénh bong biing nhiét. Puge kidm nghiém MEA-
test va LAL-test. Puge tiét tring timg cai. Dat tiéu chudn ISO 13485 hoic
tuong duong

Céi

750

15

Kim sinh thiét phoi goc 35°,
dudmng kinh trong 30 pm

Duyng cy diing trong vi thao tdc, thu sinh thiét phoi ngay 3. Pudng kinh trong:
30 pm, gée 35°. Vit lidu: thiy tinh borosilicate tranh b tic ddu bén trong. Canh
nhiin min, 2 thanh kim song song, phin dAu m& phia trén duge danh béng bing
nhiét. Duoc kiém nghiém MEA-test va LAL-test. Pugec tiét tring tirng céi. Pat
tiéu chudn 1SO 13485 hoic twong duong

Cai

250

16

Kim sinh thiét phdi goc 35°,
dudng kinh trong 25 pm

Dung cy ding trong vi thao tdc, thu sinh thiét ph6i ngay 5. Puding kinh trong:
25 pum, goe 35°. VAt ligu: thiy tinh borosilicate tranh bi tic ddu bén trong. Canh
nhén min, 2 thanh kim song song, phin dau m& phia trén duge ddnh béng bing
nhiét. Pugc kiém nghigm MEA-test va LAL-test. Duoc tiét tring tirng céi. Dat
tiéu chudn ISO 13485 hodc tuong duong

Cai

10

17

Kim sinh thiét gai nhau

Duyng cy ding dé lam sinh thiét nhau thai ¢6 hudng din siéu am. Chidu dai 150
mm, duong kinh ngoai Imm G19 (gauge). Pugc trang bi ciing kim thim do va
khéa két ndi voi | dng tiem. Pat tiéu chudn ISO 13485 hofc tuong durong

Cai

10

18

Dia nuti cdy 5 giéng

Duing dé tach bao twong trimg trude khi lam ICSI, nudi cdy va dong lanh. Gdm
5 giéng c6 danh sb. V4t lidu polystyrene. Truyén nhiét t6i wu: dudi ddy hoan
toan bing phing véi df tiép xiic 100% trén timg dia don va trén moi loai
dia.Kiém nghi¢m MEA-test.Khir tring bing chiéu xa. Dat tiéu chuén ISO
13485 hoiic tuong duong

Céi

3.000

19

Pia nudi cdy vi giot 12 giéng

Ding dé nudi cdy phoi. Gdm 12 vi giéng téi wu cho cac giot tir 25-30 pl. Vat
ligu polystyrene.

Nhin dién bing chir va s8, c6 giv bao vé gitra cdc vi giéng. Khir tring béing
chiéu xa. Pat tiéu chudn 1SO 13485 hoiic twong duong

Cai

1.000

20

Dia nudi cdy ®40 mm

Ding dé 1y trimg, thy tinh va nuéi cdy. Puomg kinh ngoai: 40 mm. C6 goan
toan & mép dia dé giam thiéu nguy co chay tran. Vit liéu polystyrene. Dugc
kiém nghiém MEA-test va HSSA-test. Khir trung biing chiéu xa. Dat tiéu chudn
[SO 13485 hodc tuong duong

Cai

2.400

21

Bia thu trimg 90mm

Dudng kinh ngoai: 90 mm; Vit ligu polystyrene duge kiém nghiém USP cép
VI; Truyén nhi¢t t8i wu: dudi day hoan toan biing phing vai do tiép xic 100%
trén timg dia don va trén moi loai dia;

Dat chudn kiém dinh thiét bj Y t& chau Au loai Ila, CMD/CAS Canada; Khit
tring bang chidu xa; Dat tiéu chuén ISO 13485 hoic tuong duong

Cii

960




[npp Suop ox uzr £ unp amyo ur wyS)
B3 ovq ia vop end dyyd doy udip g
TTOT wrw - Sugyy - Lgdy

&y Aefuma Uong naty 03 Aeu 71 ow
4 B | naty 24

21 A g B00 un Fuowy Fueo uan teyy Sugo 0onp gp BB oeyy wey uan nn ngyq Sun ein “udia yuag oy 1 Supy omF ‘uginya uea ¢ wty oeq “yd ‘aniy 1wof oo wof oeq 105 uon BIS £| (60)

04 149
T
1
(D) 61) 81 @n (1) (18] (r1) §4¢) Ty an (o 6) () w 9 ) () () 4] [€9]
quip
Anb
. nuyy Tung nryy op A qur
uipsasnb | "t T mg " — P quuy oy vayy
n_:__.,,”...,. @ | epaud | unnssinp u_..:«“"_:u HTOTL @>ev) E__E.z_s - - i ava _ watugp | 4405 dou ) . Hawy nsy . Sungs
LleIlh b @0 iwN | wdados it LL o LAdLL usaonn | wesug | ssowdumy | wiuwg | TPWC | g | S gvokod fuvgedinnpggsuour | ol oL oy Suey uy dunp | LIS
woquunyg | phojupyg i quay naf :
A3 Burp o5
vy s Bury) 71 nvy) Sun v
i
ANA :ia uog ‘nes nyu des Sund g3 92 & Sugd Suey 12w 585 2o un Fuoy ia uopuenb 03 £nb 101 S :ﬂ\b
IL A WVHJ HNIS ‘LYHD YOH ‘ig LATHL ONVYL YID OYVd
ZOAT1AH4
; pewy
réoyl udtg

9y U 1D wig
h— 3u0) vyl pyu ua g




