TRUONG PATHOCYHANQI ~ CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN DAI HOC Y HA NOI Pic ldp - Tw do - Hanh phic
S6: 200 ITB- BVDHYHN Ha Ngi, ngay 2.1 thing 7 £ nam 2025
THONG BAO

Xoen A X R v r e i ;
Ve viéc yéu cau bdo gid hang hod, dich vu phuc vu cong tic
kham chira bénh ciia Bénh vién Dai hoe Y Ha Ngi

LAN 2

Kinh giri: C4c héing san xuét, nha cung cép tai Viét Nam
Bénh vién Pai hoc Y Ha N§i ¢6 nhu céu tiép nhén bao gid dé tham khao, xay dung
g1a gbi thau, 1am co sé tb chire lwa chon nha thiu cho g6i thdu mua sim céc mit hang chi
tiét nhu Phu luc 3 kém theo.
I. Théng tin ciia don vi yéu cau bdo gid
1. Don vi yéu ciu béo gia: Bénh vién Pai hoc Y Ha Noi
2. Théng tin lién hé cia nguoi chiu trach nhiém tiép nhén bao gia:
Ong D3 Van Nam, Chuyén vién Phong VAt tur thiét bi- Quan tri, Phong 513, tda nha
A2, Bénh vién Dai hoc Y Ha Noi. SDT: 096.894.6171. Email: dovannam.h5@gmail.com.
3. Cach thirc tiép nhan béo gia:
Nhan tryc tiép tai dia chi: Phong Vat tu thiét bi - Quan tri, Phong 513, tda nha A2,
Bénh vién Dai hoc Y Ha No6i
4. Thoi han tiép nhan béo gia: Tir 08h00 ngay £5 théng A nim 2025 dén trude
17h00 ngay €3 thiang - nam 2025.
Céc b4o gia nhin duoc sau thoi diém néu trén s& khong duge xem xét.
5. Thoi han c6 hidu lyc clia béo gid: T6i thiéu 180 ngay, ké tir ngay thding nim
2025.
IL. N§i dung yéu ciu bdo gis:
1. Danh muc hang hod: Bénh vién Dai hoc Y Ha N§i d& phat hanh Théng b4o moi chao
gid s6 1683/TB-BVDHYHN ngay 28/05/2025 theo hinh thirc giri théng bdo dén céc nha
cung cép trén dia ban va ding tai théng bdo cong khai trén:

+ Trang web cia bénh vién: http://benhviendaihocyhanoi.com/,

+ Heé thong mang d4u thiu quéc gia: https://muasamcong.mpi.gov.vn/

Trén co s& két qua tdng hop chdo gid theo thong bio néu trén tir céc nha cung cip
cing nhu xem xét diéu chinh tinh ning, thng sb k§ thuat cho phu hop véi thi truong cua
Bénh vién. Qua d6 con mét sb hang muc trong théng bao vin chua thu thap du co sé xay
dung du todn va gi4 goi thau theo quy dinh.

Tix @6, Bénh vién théng bio Lin 2 v& viéc moi chio gia céc hang héa, hang muc nhu
Phu Iuc 03 kém theo. Hang héa, hang muc nhu phu luc bao gdm:

(1) Céc hang muc da thong béo Lin 1, chua du co s& xdy dyng dy toan, yéu ciu ky
thuét khong dbi

va

(2) Céc hang muyc da thong béo Lan 1, chua du co s& xay dung dy toan, yéu cdu ky
thuat, s luong da duoc sua d6i, didu chinh dé tang tinh canh tranh, phu hop voi thi trudng,

2. Pia diém cung cAp, ldp dit; cac yéu cdu vé van chuyén, cung cip, lép dit, bao quén

thiét bi y té:




- Giao hang héa tai Bénh vién Dai hoc Y Ha Néi, moi chi phi van chuyén do nha
cung cép chiu.

- Hang héa trong qu4 trinh van chuyén phai thuc hién theo quy dinh ctia nha san xuét.

- Pja diém nhan hang: Tng 5 nha A2 - Bénh vién Pai hoc Y Ha Noi, s6 1 Tén That
Tung, Pdng Pa, Ha Nbi.

3. Thoi gian giao hang du kién: Giao hang trong vong 15 ngay ké tir ngay nhan dugc
thong bao dit hang ctia Bénh vién.

4. Dy kién vé cdc diéu khoan tam g, thanh toén hop ddng:

- Gi4 trj thanh todn: bing s lugng thuc té nha thau di thie hién nhan véi don gia cb
dinh trong hop ddng hoic phu luc hop déng (néu co).

- Phuong thitc thanh toén: chuyén khoan trong vong 90 ngay tinh tir ngay cudi cing
cta thang xuit héa don sau khi Bén A nhén dugc héa don chimg tir hop 18, hop phép.

5. Thoi gian thwe hién hop ddng: 18 thang ké tir ngay ky

6. Cac thong tin khic (néu cd).

- Kinh d nghi céc cong ty, cic nha cung cAp nghién ctru k§ cic yéu ciu va lam theo
hudng din di néu tai cic Phu luc dinh dém théng béo nay.

- Luu y: Dé danh gid dép tmg vé k¥ thuit ciia hang héa do cong ty chao gid so v6i
yéu cu ctia Bénh vién, d& nghi Céng ty thuc hién diy du céc yéu cAu néu tai cac phu luc
dinh kém théng bao. Céc bio gia khong cung cip diy di théng tin theo yéu chu tai phu luc
ctia thong béo thi Bénh vién s& khong c6 d cin cir dé tdng hop, xem xét.

- Pugc chao gia 1 hodc nhidu muc hang trong danh muc moi chao gia theo kha niang
cung cp ctia cong ty.

- D& nghi céc cong ty thuc hién lay (c4c) file mAu, thuc hién 14p béo gia qua hé
théng hé tro tai dia chi: https://sites.google.com/view/hmuh-vttbqt/qu%E1%BA%A3n-
1%C3%BD-ch%C3%A00-gi%C3%A 1-v8 hoiic quét ma QR phia dudi dé truy cap.

Tai khodn truy cép guest@123 mat khiu 121212.

Trén trong cdm on./. -~

A

Noii nhin:
- Nhu trén;
- Luu: VT, VITB-QT.
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PHU LUC 01
Céc yéu ciu chung vé 14p bdo gia

(Kém theo Théng bdo sé 7005 . /TB-BVPHYHN ngay 7 | thdng & ndm 2025 )

STT Thong tin Chi tiéu Danh gia dap tGng ky
thuat ciia Bao gia

Céng ty phii 1ap bang déap tmg | C6 bang dap tmng véi ddy | Dép tng
tinh ning chi tiét clia hang héa | di thong tin yéu cdu

do Cong ty chao so v6i yéu ciu

ciia Bénh vién nhu MAu 1 tai Phu Khong c6 bang dép ung | Khong dap ting

luc 02 hoéc‘ bang dap ung khong
, co ddy du thong tin

- Bénh vién danh gid gid mic d§ dap ing k¥ thuit cia hang héa cong ty
chio dua trén co s Bang ké khai thong sb k§ thuat - do cong ty tw ké khai — tu chiu
trach nhiém trude phap ludt vé tinh chinh x4c ctia cic ndi dung do cong ty tur ké khai.
Trudng hop cén thiét Bénh vién s& yéu cdu 1am 16, cong ty phai cung cp tai lidu dé

chirng minh.

- Yéu cau k¥ thuat néu trong Phu luc 03 13 cac théng sb yéu cAu tham khéo co ban dé Bénh
vién xdy dung du todn mua sim. Cong ty c6 thé chao loai hang héa twong duong hoic t6t hon.
Déi v6i cac yéu ciu v& Tiéu chudn san xudt, ché tao va Xudt xit: hang héa chio gid phai dap
tng tbi thidu mét trong 02 yéu ciu néu tai cic cot ndy dé duoc danh gia Pat.

- Trudng hop hang héa cong ty chao khéng dip wng diy dii cic yéu ciu vé Tinh niing,
thong s ki thuat va/hodc Tiéu chudn sdn xuét, ché tao va Xuit xir, Bénh vién dé nghi
cong ty van thwe hién chio gia va ghi chi 18 cic tiéu chi khong dép ing. Bénh vién s& xem
xét téng thé céc tiéu chi va gia chao ciia cong ty. Néu (cac) tiéu chi khong dap ung khong énh
hudng qua nhiéu dén tinh ning, cong dung, chét lugng ctia hang hoa, Bénh vién s& chép thuin
bdo gia cia cong ty va didu chinh tiéu chi yéu ciu twong tng dé phtt hop véi thuc té hang hoa
trén thi trudng nhung van dam béo yéu ciu chuyén mén va hiéu qua diéu tri cho bénh nhén.

- Pé dam bao tinh ddng bd, dé nghi cong ty chao gia ddy di cic danh muc
hang héa trong 1 phén.

- Cong ty cung cép kém theo Bdo gia (cac) két qua tring thiu gin nhit
trong vong 360 ngay (néu cb) ciia (cac) thiét bi y té twong tur @4 chio gia cho Bénh
vién.

- Trudng hop cong ty c6 nhiéu thiét bj, nhiéu model ciing dap g v6i nhidu
mirc gia khac nhau thi céng ty 1am cho mdi thiét bi, mdi model mét bang d4p tng k§
thuat, bao gid mdi model riéng biét.




PHU LUC 02

MAu 1: Bang dap wng ky thuat

(Kém theo Théng bdo s6 1005 /TB-BVDHYHN ngay 7! thdng ¢ ndm 2025)

BANG PAP UNG KY THUAT HANG HOA CHAO GIA

Yéu cau mai chao gia

(Chi tiét tai Phu luc 03)

STT STTTB
theo moi chao

phén gia

Tén
hang

hoa

Tinh
ning,
thong sb

ky thut

Thong s6 k§

thuat chao gia

Cic diém khéng
dat kém thuyét

minh

Neéu cac thong
s6 ky thuat cta
hang hoa
trong Gng véi
c4c tinh nang
k¥ thuit yéu

cau

- Néu rd cac thong
s6 khong dép tng
clia hang héa (néu
c6) kém theo thuyét
minh/ ly giai

- Truong hgp co
cong nghé/ giai
phép ky thuat tuong
dwong hoic tét hon
nhung van dap Gng
yéu ciu chuyén
mén d& nghi thuyét

minh cu thé

-

¥ o e

i —
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PHU LUC 03

Bing mo ta cac tinh néing, yéu cau k¥ thuit co ban ctia cc thiét bi y té

(Kém theo Théng bdo s6 %05 /TB-BVDHYHN ngay 7| thdng £ nidm 2025)

STT| Tén |STT | Tén Hang Thong s6 k§ thuat Chirng nhin chit | Pon |S6 Luong
- | Phén |Theo| Héa h i lrgng _vi |18 thing
' phin = ; s el Sltinhs e
1 |Phan 1| P1.1 |Cung Archbar |Cht ligu thép khong gi Chimng nhan FDA | Cai 150
MHLW/PMDA
(Nhét Ban) hodc
ARTG (Uc) hoic
CE (MDD/
MDR) hoéc
ISO13485
hodc tuong duong
2 [Phn 1| P1.2 [Chi thép bude |Chat ligu thép khong gi Chimg nhan FDA | Cuén | 50
¢0 dinh (M%) hoidc
MHLW/PMDA
(Nhét Ban) hodc
ARTG (Uc) hogc
CE (MDD/
MDR) hodc
ISO13485
ho#c twong dwong
3 |Phin2:| P2.1 |Miéng v4 san |- Chét liéu: Titanium hogc Hop kim Chimg nhin FDA | Cai 25
Nep vit O matco 3 Titanium ho#c twong dwong (M¥) hodc
canh nep - D§ day < 0.5mm MHLW/PMDA
- Thiét lsé ¢6 3 canh nep, mbi canh nep (Nhat Ban) hodc
c6>316, : " e
Tuong thich véi vit dudmg kinh 1.5mm égﬁ]g%‘? hoge
hodc 1.6 mm o
MDR) hodc
ISO13485
hoidc tuwong duong
4 |Phn2:| P22 |Miéng vé san |- Chét liéu: Titanium hogc Hop kim Chimg nhén FDA | Céi 3
Nep vit 0 mat co 4 Titanium hodc twong duong (M3) hodc
cénh nep - D¢ day <0.5mm MHLW/PMDA
- Thiét lgé ¢6 4 canh nep, mdi cénh nep (Nhat Ban) hodc
co0>3 10, : . ‘.
Tuong thich véi vit duomg kinh 1.5mm é‘gfﬁ]g%‘? hodic
hogc 1.6 mm i
MDR) hodc
ISO13485
hodc tuong duong
5 |Phan 2:| P2.3 |Nep thing 16 |- Chét ligu: Titanium hojc Hop kim Chimg nhan FDA | Céi 76
Nep vit 16, dudng Titanium hodc tuong duong (M%) hodc
kinh 16 vit - b§ day < 1.0mm

™

y/



STT| Tén | STT | TénHang  Théng sb ky thudt 'Chirng nhén chit | Don [S6 Lwrgng
| Phin [Theo| Héa ‘ e lrgng _ vi |18 thing
~ |phdn| : , g il i
1.5mm hogc |- Thiét ké c6 > 16 16, MHLW/PMDA
1.6mm Twong thich v6i vit duong kinh 1.5mm | (Nh4t Ban) hodc
hodc 1.6 mm ARTG (Uc) hodc
CE (MDD/
MDR) hodc
ISO13485
hodc tuong duong
6 |Phan2:| P2.4 |Vit dudng - Vit liéu: Titanium hodc Hop kim Chirng nhin FDA | Cai 300
Nep vit kinh 1.5mm |Titanium ho#c twong dwong (M3¥) hodc
hodc 1.6mm |- Loai tu khoan, tu taro MHLW/PMDA
= Du’QHg kinh 1.5mm hOéC 1.6mm (Nhﬁt Bél’i) hoidc
- Chiéu dai cdc & trong khoang tir Smm ARTG (Uc) ho.z"ic
MDR) hodc
IS0O13485
hodc tuong duong
7 |Phén3| P3.1 |Nep cim céc |* Nep ding cho viing cim c6 4 16 hojc 6 | Chimg nhan FDA | Céi 25
cd I (My¥) hodc
- Chat liéu: Titanium hodc Hop kim MHLW/PMDA
Titanium hodc twong duong (Nhat Ban) hoic
e ARTG (Uc) hoiic
- Thiét ké béc thang 2 cap CE (MDD/
- Khoéng céch giita cc cép tdi thiéu MDR) hoc
dm céc c&: 4mm,6mm,8mm :
fasASaat i ISO13485
hodc twong duong
8 |Phin3| P3.2 [Vitduong |- Chét liéu: Titanium hodc Hop kim Chitng nhan FDA | Cai 150
kinh 2.0mm |Titanium ho#c twong dwong (M¥) hodc
- Loai tu khoan, ti taro hodc tu taro MHLW/PMDA
- Dudng kinh 2.0mm (Nhat Béan) hoic
- Chiéu dai céc c& trong khoang tir 5Smm ARTG (Uc) ol
dén 15 mm CE (MDD/ )
MDR) ho#c
ISO13485
hodc twong duong
9 |Phin4 | P4.1 |Bo chy ghép |1.Vat Hang nhén tao Chimg nhén FDA | B$ 20
thé hang nhan |cau tao gom : 2 6ng hinh tru va 1 bom  |(M§F) hodc
tao * Ong Hinh tru MHLW/PMDA
- Chat liéu bing silicon hodc (Nhat Ban) hoic
polgmetiane: , ARTG (Uc) hozie
- Thén dugc phu 16p wa nuée CE (MDD/
Hydrophilic . MDR) hos
-Ap xudt thanh &ng c6 thé chiju dugc > ) hogic
7000 psi ISO13485
- Chiéu dai Ong >10cm dén 30< cm hodc twong duong

A r A
- Piu dic mém




STT| Tén | STT | Tén Hang - Théng s ky thuat Chimg nhéin chit | Pon |S§ Lwong
Phin | Theo Hoa : e = ~ lwong  vi |18 thing
phin s |timh | -
- C6 bng silicon d& két néi véi bom
*Bom
- Chét liéu bang silicon hoic
polyurethane
- Bom c6 van 1 chiéu, van bang kim loai
- C6 6ng dé két ndi v6i vét hang nhan tao
va toi chita dich bang chét liéu silicone.
2. Ti Chira dich
- Chét liéu bfmg silicon hodc
polyurethane
- Tai chira dich ¢6 co ché khéa chéng
bom tu déng
- Thé tich tai chua dich trong khoang
>50 cc dén <150 cc
- C6 bng silicon dé két ndi véi bom
3.B6 dung cu lap rap di kém
- Dung cu mé rdng d4u ndi phia sau
- Péu ndi dé bom nude vao ti chira
dich.
- Khéa néi giita cac dng silicon véi nhidu
kich c& khéac nhau
- Kim Keith
10 |Phin4 | P4.1 |Tinhhoan  |Chét lidu Silicon rdn, co tinh dan hdi ~ |Ching nhan FDA | Cai 20
nhén tao (My) hodc
MHLW/PMDA
(Nhat Ban) hodc
ARTG (Uc) hoic
CE (MDD/
MDR) hodc
ISO13485
hoéc twong duong
11 |Phdn 5| P5.1 |Dung cu khau |- Tuong thich v&i bing ghim thing md |Chiing nhdn FDA | Céi 105
cét thﬁng mbd ndi soi > 6 hang dinl} ghim ‘ (M¥) hoiic
ndi soi ddu |- Pau dung cu co the gip gbe, c6 nhicu | MHLW/PMDA
gap goc, loai |diém dimng, géc gp <45 do (Nhét Ban) hotic
co hoc, tuong |- Chiéu dai can > 340mm ; ' i
thich véoi - Dung cu c6 thé cit ngang va cit bo nhu ARTI\(/}ID(%(;) hioge
ghim mdndi |méd CE ( i
soi> 6 hang |- Dung cu st dung voi =10 14n nap bing MDR) hoge
dinh ghim-  |dan ISO13485
Loai 2 hodc tuong duong
12 | Phdn 5 | P5.2 |Bang(dan) |- Loai bing ghim thing, c6 > 6 hing Chimg nhén FDA | Céi 300
ghim khau dinh ghim . (M¥) hoiic
thang dong |- Chat liu ghim bang Titannium hogc | \MHL W/PMDA
trong phau Hop kim Titanium (Nhét Ban) hosic
thudt ndi soi, |- Chicu dai dudng ghim > 45mm ARTG (U o) h ofic
> 6 hang dinh |- Chi€u cao ghim khi déng < 1.3mm CE (MDD/ :

- Chiéu cao ghim mé c6 kich thuée




STT| Tén | STT | Tén Hang ~ Thong so k¥ thuat Chitng nhin chit | Don |S6 Luong
Phin |Theo | Hoéa L lwgng | vi |18 thing
phén e Sl b
ghim, c& S - |<3.0mm MDR) hodc
Loai 2 - SO lugng ghim >66 ghim 1S0O13485
- Duing cho dung cu khiu cét thang ndi hoic tuong duong
soi loai co hoc )
- Hang héa dugce phén loai nhém C hodc
D theo Quy dinh
13 [Phin 5| P5.3 |Baing (dan) |- Loai bang ghim thing, c6 > 6 hang Chimg nhan FDA | Cai 450
ghqim khau dinh ghim . (M3) hoic
thang ding |- Chat liéu ghim bang Titannium hodc  |[MHLW/PMDA
trong phau  |Hop kim Titanium (Nhat Ban) hoic
thuat ndi soi, |- Chiéu dai duong ghim > 45mm - L %
> 6 hang dinh |- Chidu cao ghim déng c6 céc kich thudc éﬁ?ﬁ[g%‘? Rote
ghim, c& M - |trong khoang tir 1.25mm dén 2.0mm. G
Loai 2 - Chiéu cao ghim mé c6 céc kich thuge MDR) hode
trong khodng tir 3.0 mm dén 4.0mm IS913485
- 86 lrong ghim >70 ghim hoc tuong duong
- Duing cho dung cu khéu cit thing ndi
soi loai co hoc
- Hang héa duge phén loai nhom C hodc
D theo Quy dinh
14 |Phdn 5| P5.4 |Bing (dan) |- Loai bing ghim thing, c6 > 6 hang Chiing nhan FDA | Céi 300
ghim khéu dinh ghim (M¥) hodc
thang dung |- Chat liéu ghim bang Titannium hodc  |MHLW/PMDA
trong phau Hop kim Titanium (Nhat Ban) hoic
thuat ni soi, |- Chiéu dai duong ghim khoang>60 | ApTG (Ue) hodic
> 6 hang dinh (mm CE (MDD/ ’
ghim, ¢& L- |- Chiéu cao ghim dong c6 kich thude = .
Loai 2 1.75mm. MDR) hogc
- Chidu cao ghim mé c6 kich thude ISO13485
>4.0mm hogc twong duong
- 86 lwong ghim >70 ghim
- Dung cho dung cu khéu cit thing nbi
soi loai co hoc
- Hang héa duge phén loai nhém C hodc
D theo Quy dinh
15 |Ph4n 6| P6.1 |Dung cu  |Loaiding I ln, Chitng nhan FDA | B¢ 135
(mdy) cat ndi |- C6 khodng > 28 dinh ghim (M§) hodc
tu dong sur - Chat liéu ghim bang Titanium hodc MHLW/PMDA
dung trong ky |Hop kim Titanium (Nhat Bén) hoic
thuit Longo |- Dudng kinh ngoai < 35mm ARTG (U ¢) h c; Ac
(bao gobm ca |- Puong kinh trong > 20mm CE (MDD/ :
vong béang - Chiéu cao ghim déng trong khoang tir > -
ghim khau 0.75mm dén < 1.5mm. MDR) hoge
kém theo) - |- Chiéu cao ghim mé trong khoang tir > ISO13485
Loai 2 3.5mm dén < 5mm. hogc trong duong

- Hang héa dugc phén loai nhém C hodc

D theo Quy dinh




hoéc tuong duong

STT| Tén |STT | Tén Hang Théng s6 ky thuit Chitng nhin chit | Pon |S6 Lwgng
| Phén | Theo Héa e lrgng vi [ 18 thing
[ | phin S (= tinhe|FEt e
16 |Phin7 | P7.1 [Dung cu khau |Loai ding 1 lan _ |Ching nhdn FDA | Cai | 500
noi tiéu héa |- SO lwong dinh ghim khoang tir 18 dén  |(M¥) hodc
tron, Loai 2 |30 dinh ghim . MHLW/PMDA
- Chit liéu ghim bang Titanium hodc (Nhat Ban) hoic
Hop kim Titanium AR’fG (U ¢)h a8
- Dudng kinh ngoai trong khoéng tir 20 CE (MDD/ )
mm dén 35 mm P
- Pudng kinh trong trong khoang tir 15 MDR) hoge
mm dén 25 mm ISO13485
- Chiéu cao ghim khi déng trong khoang hogc tuong duong
tir 1.5mm dén 2.2 mm.
- Chiéu cao ghim mé trong khoang tir
3.5mm dén 5mm
- Phin d4u de c6 thiét ké ranh gin éng
nudi dn
- DAu de thiét ké nghiéng 90°, c6 thé
thao roi.
Hang hoa dugc phan loai nhém C hodc
D theo Quy dinh
17 | Phan 8 | P8.1 |Bing (dan) |- Loai bing ghim thing, c6 > 6 hang Chimg nhan FDA | Cai 600
ghim khau dinh ghim . (M3#) hoic
dung trong |- Chét liéu ghim bang Titannium hodc  |MHLW/PMDA
phau thuét mo |Hop kim Titanium ) (Nhét Bén) hodc
mo, loai cat |- Chiéu dai dudng cat tir >60mm den AR'l."G (Uc) h (;é .
thangc6 > 6 |<80mm CE (MDD/ ;
hang dinh |- Chiéu dai duomg ghim > 80 mm (
g din ai g ghim > 80 m <
ghim - Loai 2 |- Chiéu cao ghim déng cé cac kich thude MDR) hode
trong khoang tir >1.5 dén <2.0mm ISO13485
- 86 Iugng ghim >110 ghim hogc tuong duong
Lu®i dao tich hop trén bing ghim
- Hang héa dugc phén loai nhém C hodc
D theo Quy dinh
18 | Phin 8 | P8.2 |Dung cu khau | Tuong thich véi ghim md m&> 6 hang  |Chimg nhan FDA | Céi 60
cét théng md |dinh ghim ' (M$) hoic
m& trong MHLW/PMDA
thich. Vol (Nhét Ban) hodc
ghimmez6 ARTG (Uc) hoiic
hﬁ‘}g T CE (MDD/
ghim - Loai -
MDR) hoéc
ISO13485
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STT| Tén | STT | Tén Hang Théng sb ky thuét Chimng nhin chit | Pon |S6 Lwgng
: Phin | Theo Hoa ; lirgng | vi |18 thang
phén ) = Elitinhe e
19 |Phdn 9 [P9.1 |Lu6idiéutri |-Ludidiéu trjthoat vi ben, c6 1 mitcé [Ching nhan FDA | Cai 450
thodt vi ben |céc gai ty dinh, st dung trong mé ndi soi (M¥) hoic
loai tir dinh |- Vat liéu: Polyester don soi MHLW/PMDA
dung trong |- Gai lam bing chét liéu polylactic acid (Nhat Ban) hoic
phau thuét ndi |ty tiéu sau > 18 thang ARTG (Uc) h (;5 .
soi - Kich thuéce ludi > 15x10cm CE (MDD/ ’
- Kich thuée 16 ludi: > 1.5x1.5mm -
‘Luéi hinh giai phiu theo bén trai/phai | MDR) hodc
ISO13485
hodc tuong duong
20 (Phdn9 [P9.2 |Ludidiéutri |-Ludidiéu tri thoét vi ben, c6 1 mitcé |Ching nhdn FDA | Cai 75
thodt vi ben |cac gai ty dinh, st dung trong md md. (M¥) hoiic
loai ty dinh |-Vt liéu Polyester don soi hodc twong  |MHLW/PMDA
dipgfrong (duang ., (Nhét Ban) hoc
md mé - Gai lam bang chat liéu tu tiéu sau > 18 ARTG (U ¢) h O.EC
thang '
- Kich thudc luéi <12x8cm CE (MDD“/
Kich thuéc 18 lu6i > 1.0x1.5mm. MDR) hoge
- Lu6i hinh gi4i phAu theo bén trai/phai  [ISO13485
hodc tuong duong
21 [Phdn |P10.1 |Miéng Diing dé bd sung khiém khuyét day Chting nhan FDA |Miéng| 30
10 collagen b chéng, gén, co, mang sinh hoc (M¥) hodc
sung khiém |- Chat lidu: Collagen dj loai (c6 ngudn | MHLW/PMDA
Khuyét & ddy |gbe tir dong vér) (Nh4t Ban) hodic
chang, gan, co|- Dang xép, day khoang 4.0mm (£0.5) ARTG (Uc) ho.é'lc
- Kich\thuc’rc > 5x7cm CE (MDD/ ’
Ditinmg MDR) hoiic
ISO13485
hodc tuong duong




