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BO TRUYEN KIEM SOAT GIAM DAU
(PCA PUMP)

TONG QUAN VE SAN PHAM

BO TRUYEN KIEM SOAT GIAM PAU DUNG MOT LAN

BO truy@n kiém soat giam dau dung mot [an hay bom truyén kiém sodt giam dau
dung motlan (Disposable Patient-Controlled Analgesia Pump) la métthiét biy té dang
bom truyén dich dwoc thiét k& véi co ché dac biét cho phép bénh nhan co thé tuw
kiém sodt liéu lwgng thubc gidm dau duwoc truyénvao co thé nhé dé ngudi bénh cb
thé chu dong kiém soatcon dau cia minh.

Hinh anh binh chira ca san pham BO TRUYEN KIEM SOAT GIAM DAU

San pham hoat ddng nho str dung qua cau khi bang silicon (nam bén trong binh
chra) cé tinh dan héi 6n dinh. Dich truyén s& dugcbom vao lam cadng qua cau silicon,
sau do dich truyén s& dwoc day ra theo duwdng 6ng truyén nho su co lai cia chat liéu
silicon.
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CAC DONG SAN PHAM

Bo truyén kiém soat giam dau dugc thiét ké thanh hai dongsan pham nham muc
dich dap ing véitirng nhu cau sirdunggidm dau cdia bénh nhan theo sy chidinh cla

(¢

bacsy:

DONG TRUYEN THAY DOI ( TYPE-B )

'L 4
£

San pham TYPE-B duwoc thiét ké c6 mét co
ché ndt bdm-khéa nam trén duong day
truyén dich, duoc goi la BOLUS.

Co ch& BOLUS nay khi duoc kich hoat (bang
cdch bdm nut badm) s&8 md rong duong
truyén dich va liéu luvgng dich truyén duogc
thay d&i tang thém mot lwong nhat dinh cho
mdi [An bam nit, bén canh dong truyén 6n
dinh ban dau.

P& ngan nglra viéc lam dung thudc do kich
hoat co ché BOLUS vdi s6 [an vuot qua chi
dinh, mdt co ché van khdéa duoc thiét [ap bén
trong nut bdm cé khd nang khoa viéc khai
doéng BOLUS trong modt khoang thoi gian
nhat dinh (15 phut, ...)

S dung BO truyén kiém soat dau dung mot
[an TYPE-B la mot gidi phap hitu hiéu danh
cho nhitng bénh nhan cé thé ngay lap tirc
giam dau cho chinh ban than minh khi cé
cam giac dau manh vuwot qua kha nang giam
dau cQa dong truyén binh thuong.

VIETHUNG IDT

DONG TRUYEN LIEN TUC ( TYPE-C)

(posi!

San pham TYPE-C duogc lwoc bd co ché nut
bam cta TYPE-B va chi hoat déng vé&i dong
truyén co ban, dugc goila CONTINOUS.

Véi chi duy nhat dong truyén lién tuc sé
ddm bao ap luc dich truyén vao co thé bénh
nhan luén 6n dinh.

DPéng thoi gid thanh clda BO truyén kiém
soat dau dung mét [an TYPE-C ciing s& gidm
di nho thiét k& don gian hon.

Dong san pham truyén lién tuc 1a mot
phuong 4ntiét kiem nhwng ciing khéng kém
phan hiéu qud ddi vdi nhitng bénh nhan
khéng thudng xuyén phai chiu nhitng con
dau sau hay nhirng ngudi cé ngudng dau
tét.

B truyén kiém sodt giam dau (PCA PUMP)



CAuU TAO
San pham BO truyén kiém soat gidm dau dung mét [an cé ciu tao gdm hai phan
chinh: Binh chira va Day truyén dich.

D3i vai loai dong truyén thay ddi (TYPE-B), trén DAy truyén dich dwoc gan thém
B& diéu chinh, chinh la noi chra co ché BOLUS va van khda.

Day deo

Nip
e o

“Béng Silicon
Nép truyéndich  Chot khéa 1
\/ Chotkhoa?2

B
! TR\ i Vong deo ¢b tay

'y, U

DONG TRUYEN THAY O ( TYPE-B)

| Khéi didu chinh
Nut bam diéu chinh
Pau két noi
Day deo Nip
by Bong Silicon
DONG TRUYEN LIEN TUC ( TYPE-C Be o
el : Nap truyén dich Chot khoa 1
\ / Chétkhéa2
Loc khong khi
i
\
Pau két ndi

Bé&n trong Binh chira clia san phdm gdm cé Nap day va Qua cau Silicon |3 noi lvu
cha dich truyén. Nap day cé kha ndng chdng tang ap lwc nhanh hod tro duy tri 6n
dinh dongtruyén (sangkién da dugc cap bangsangché).

Trén bo DAy truyén dich dugcthiét ké hai chét khéa giup linh hoat khéa-md dong

truyén. Ngoaira,bd phan Lockhéngkhico thé dam bao rut hétkhéngkhi ra khéi day
truyén trudc khi ti€n hanh truyén dich cho bénh nhén.
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CAC THONG TIN VE SAN PHAM

BO TRUYEN KIEM SOAT DAU DUNG MOT LAN DISPOSABLE PCA PUMP

NHA SAN XUAT AMPall CO., LTD

. . -~ Cong ty TNHH Dau tw & PTTM VIET HUNG
NHA PHAN PHOI tai Viét Nam '
VIET HUNG IDT CO., LTD

M3 hiéu nha san xuat PP-9800
Loai dong truyén thay ddi ( TYPE-B) PP-9800B
Loai dong truyén lién tuc ( TYPE-C) PP-9800C

, Bom vy té truyén dich bang ap luc cla qua
Muc dich si d = _ P )
we dich st dung cau khi, str dung mot lan

Téc d6 dong truyén co ban 1ml/h; 2ml/h; ...
< 3ml (trong day truyén + tdi chira + bd loc)

Theoi han khir trung 3 nam ké tir ngay san xuat
Nhiét d6 bdo quan -10 - 48°C

Phuwong phap khir trung khi déng bao bi S dung tia Gamma

BAO BI PONG GOI

Mot bo truyén kiém soat giam dau s& dwoc khir trung va déng goi bai NSX tai Han
Qudctrudc khixuatkhau.

Phuong phap khirtrung bang tia Gamma duwoc WHO khuyén dung mang lai hiéu
qua tiét trung cao va an toan hon st dung khi Ethylene oxide (EO).
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HUGNG DAN SU DUNG

BU'OC 1: Trwdc khi mé bao bi, kiém tra thdihan khir trung, thong sé dongtruyén (flow
rate) va loai dungtich thiét bi (delivery volume).

BU'O'C 2: L4y dich truyén vao xi lanh.

BU'OC 3: Khéa dudng truyén bang chdt khéa (ch6t 1 hodc 2).

BU'G'C 4: M& ndp truyén dich va bom thuécvao béngsilicon tir xi lanh d3 chra day dich
truyén.

BU'OC 5: Dédng nap truyén dich va mé chét khda. Dich chuyén chot khda vé khoi diéu chinh.
BU'OC 6: M& dau ndiva cho dich truyén chay tdi hét dau néi.

BU'OC 7: Gan dau ndivao dau cho truyén dich. Khi thudc chdy téi kim, bat dau qua trinh
truyén dich.

BU'OC 8: N&u can thay d6i dong truyén trong qua trinh truyén, an ndt bam diéu chinh. Thoi
gian khéatéida la 15 phut.

? ’
CANH BAO

e Khéng sl dungtrongtruorng hop bao bi birdch hodchét han st dung.

e Docky hwdngdan sir dungtruwdc khi dung.

e Trongqudtrinhlap dat va sir dungcan cé su kiém tra sodt clia chuyén gia y té.

e San pham chi dungmot 1an cho mét bénh nhan.

e Tranh dé sdn pham truc tiép duwdidnh sdang mat troi.

e Trudc khi st dung cho bénh nhan, phai rdt hét khéng khi trong ddy truyén ra ngoai.
Né&u khéngkhi duwoc truyén vao co thé cé thé gy nguy hiém hodc chét nguoi.

e Kiém tra daytruyén xem cé dich truyén chay ra ngoai khong trudc khi bat dau
truyén.

e Trudckhikét nGibo truyén kiém traxem day truyén cé bijkhda hodc bi cong, gap
khong.

e Khongbom dich truyén nhiéu hon dung tich chra téi da ctia bong silicon. San pham
dugc san xuat véitiéu chuan dich truyén la Glucoza 5%. Néu str dung nwdc mudi hoac
nuwdc cat phalodngthitdc dé duwdng truyén co ban cé thé ting 10%.

e San pham duwocsdn xuat vditiéu chudn nhiét dd 13 32°C (nhiét dd str dung). Dong
truyén cé thé thay d6i b&inhiét dé thuc té khislr dung.
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AMPall Co., Ltd |& m6t nha san xuat thiét bj bom truyén y t& hang dau tai Han Quéc
vdi hon 25 ndm kinh nghiém trong [inh vuc nghién clru va phattrién cic hé théng
bom, tiém tuy@n hién daiva tién dung. Hién nay, cdc san pham chinh cia AMPall nhw
cac loai bom Xi-lanh, bom truyén may theo ddi huyét ap... vdi co ché hoat déng co
hoc hay dién t&r d3 c6 mattai nhiéu bénh vién, phongkham, co sé'y té tai Han Qudc
cung nhiéu qudcgia khac trén thé gidi.

AMPall d3 tré thanh mot thwong hiéu Idn manh trén thi truong thiét bi bom truyén
y t€ vdikha ndngcanh tranh manh mévé ca gia ca cling nhu tinh ndng cla san pham.
Toan bd nhan vién clia AMPall luén cd gdng hét minh dé dua cong ty tré thanh Nha
san xuadtbom truyén tét nhat thé gidivao nam 2020.

Thanh lap 3 thang 12 nam 1990
Loai hinh kinh doanh San xuét va cung cép thiét bj y té
Nhan lwc 40

. ) Phat trién va budn ban bom tiém vi dinh lwong, thiét bi
Linh vwc kinh doanh Ny . A
y té dién tr va thiét bj do lwdng tin hiéu sinh hoc

3F Annex Hankook Junja Hyeopdong B/D, 114, Gasan

DPia chi .

digital 2-ro, Geumcheon-gu, Seoul, Korea
bién thoai + 82 2 858 2839
Email ampall@ampall.com

San pham Bd truyén kiém sodt dau dung mét [an ndiriéng cling nhutat ca cac thiét
biy t&€ dwoc sdn xuatbdi AMPall déu dat cac chirng chi tiéu chudn vé chat luvong
nhw CE, ISO 9001:2008, ISO 13485:2012, GMP.

C€ v

0120
QUALITY
MANAGEMENT

005
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VIET HUNG IDT CO., LTD

Congty Viét Hwng IDT c6 bé day nhiéu ndm kinh nghiém trong hoat déng vé thuong
mai cong nghé cao va thiét bi y t&, chdm séc strc khde nham mang dén nhitng gid tri
hai hoa nhat dén tan tay ngudi st dung cudi cng. Viét Hung IDT luén cd gang tim
ki€m va lyva chon nhitng san pham tir cdcnha san xuattrangthiétbjy té cé uy tin trén
thé gidi dén tir qudcgia cd nény hocphattrién nhw Chau Au, MY, Han Quéc... dé dua
vé phucvu tai thi truorng Viét Nam.

Cacsan pham d3 va dang duoc phan phdibdi Viét Hwng IDT tai thi trwdng Viét Nam
nhu: BO truyén kiém soat giam dau dung mét [an (PCA), cdc bd khin, do, chan st
dung trong phau thuat, phim chup X-Quang... Cic dong sdn pham nay da duoc Viét
Huwng IDT gidi thiéu tai nhiéu bénh vién, co s&, trung tdm y té cling nhu cac hdi nght
va trién 1am khac nhau va nhan dugc nhitng phan hoi tich cuc tir phia cac bac sy va
bénh nhan st dung. Qua dé, chingtéi d3 trién khaihop tdc va phan phdinhirngsan
pham nay t&i mot sd bénh vién, co sd'y té nhu:

Bénhvién Trung wong quan d6i 108
Bénhvién Quany 354

Vién Bong Trung Uong Lé Hitu Trac
Bénhvién ThaiNguyén

Bénhvién Da khoa Can Tho
Bénhvién Quany 103

Bénhvién Quandoéi 175

Bénhvién Bach Mai

Bénhvién ung buwdutrung vong
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TONG KET

Viét Huwng IDT tin twdng s& ho tro va dap irng moi mong doi cla Quy khach hang va
mong mudén cung Quy khach hang thyc hién trién khai du dn nham mangtéi nhirng
diéu tdt dep va cam gidc thoodimainhatdén cho nhitngbénh nhan dangcan su gidp
d&. Moivan dé can thiét thao luan chi tiét cling nhu nhitng thac mac vé san pham,
dich vu xin vui long lién lac tryc ti€ép vai Viét Hung IDT theo mucthdng tin lién hé.

Xin chan thanh cam on Quy khach hang!

THONG TIN LIEN HE

CONG TY TNHH PAU TU’ VA PHAT TRIEN THUO'NG MAI VIET HUNG

VIET HUNG IDT CO., LTD

Trus&: A15, L6 12 Khu D6 Thi Dinh Céng, Phuong Dinh Cong, Quan Hoang Mai, Ha
Noi.

Van Phong: P704, Chungcuw Hoang Sam, dudng Hoang Sdm, Quan Cau Gidy, Ha Noi
Tel: +84.4. 62 694 321 Fax: +84.4.62 694 320

Email: contact@viethung-idt.com.vn
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Phu luc
Céac chirng nhan caa san pham

Chung nhan CE

Ching nhan GMP

Ching nhén ISO 9001:2008

Chirng nhan ISO 13485:2003va EN ISO 13485:2012
Chirng nhan CFS (Chiyng nhan Lwu hanh Tw do)
Chirng nhan Lwu hanh Ty do (Ban dich)



EC Certificate Full Quality Assurance System: Certificate KR07/00886

The management system of

AMPall Co., Ltd.

3F, Annex HanKook Junja HyeopDong B/D
371-51, Gasan-Dong, Geumcheon-Gu, Seoul, Korea

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

Infusion pump (Model: IP-7700);

Syringe pump (Model: SP-8800);

Blood Pressure Monitor (Model: BP 868F);

PCA pump (Model: PP-9900) and infusion set (PP-9900ACB series);
Sterile single use PCA pump (Model: PP-9800B1, PP-9800B2, PP-
9800C1, PP-9800C2)

For placing on the market of Class Ill devices covered by this certificate, an EC Design Examination
Certificate according to Annex Il (Section 4) is required.

This certificate is valid from 9 September 2013 until 12 July 2018 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 4 June 2016

Issue 8. Certified since 12 July 2007

Certification is based on reports numbered KR/SEL Y-PC/07167

Authorised by

[
3

SGS United Kingdom Ltd, Notified Body 0120

202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (0)1934 522917 f+44 (0)1934 522137 www.sgs.com

SGS CE 010311

Page 1 of 1

This document is 1ssued by the Company subject to its General Conditions of
Certfication Services accessible at www.sgs.com/flerms_and_cenditions. htm
Adtention is drawn to the limitaions of liability, indemnification and jurisdictional

issues established therein. The auth y of this document may be verified at
http:/Amww.sgs com/en/Our-CompanyiCertfied-Client-Directories/Cerified-Client-
Directories.aspx. Any thorized alteration, forgery or falsifi of the

conltent or app of this d is unlawful and offenders may be
nrasacited to the fullest axtent of the law




eIZHS(No.) :  KTL-ABB-149001

A=IJl M= X S JIE

(Certlﬂcate of GMP)

B YA/ GIIEH S (Company name of Applicant / License No.)

(F)lolgme / ® 21878
AMPall

m HEX (Representative)

23|2 ( Yang Hee Bong )

m X AKXl (Company address of Applicant)
KAESEAN SEIP IIMOXIE2Z 114 MXESEY EA3S

3F ANNEX HANKOOK JUNJA HYEOPDONG B/D 114, Gasan digital 2-ro, Geumcheon—-gu, Seoul, 153-803
KOREA

m HZEAY (Name of Manufacturer)
(F|)olojgm 2

" AMPall

m HZEA ATHX (Address of Manufacturer)

KESEA SEFP OIMCIXE2Z 114 EXIESLE EA3S

3F ANNEX HANKOOK JUNJA HYEOPDONG B/D 114, Gasan digital 2-ro, Geumcheon—gu, Seoul, 153-803 KOREA

m EZ232 (Category)
EYEX (See attached list)
OIZD|J| HIE & SR IS0 HetetsS QAStLICH.

(We hereby certify that the above manufacturer complies with Korea
Good Manufacturing Practices of Medical Devices for the product(s) listed above)

g8 ol TH(Date of Issue) .2014. 11.23

5 87|2H(Date of Expiration) : 2017. 11. 22

s SN

@ & HanpUmasmEmY Sl
w

ADMINISTRATION Lgﬁé

ERPHEE

e A JI & Al R R YRS
Korea Testing Laborator
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I
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Certificate KR07/00888

The management system of

AMPall Co., Ltd.

3F, Annex HanKook Junja HyeopDong B/D
371-51, Gasan-Dong, Geumcheon-Gu, Seoul, Korea

has been assessed and certified as meeting the requirements of

1ISO 9001:2008

For the following activities

Design and manufacture of infusion pump, syringe pump, blood
pressure monitor, PCA pump and infusion set, and sterile single use
PCA pump

Further clarifications regarding the scope of this certificate and the applicability of
ISO 9001:2008 requirements may be obtained by consulting the organisation

This certificate is valid from 19 July 2013 until 12 July 2016 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 4 June 2016

Issue 1. Certified since 19 July 2013

Authorised by

SGS United Kingdom Ltd Systems & Services Certification
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t-+44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

SGS 9001-8 01 0311

Page 1 0of 1

This d is issued by the Company subject to its General Conditions of

Certification Services accessible at www.sgs.comfterms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at

hitp:/www.sgs.com/en/Our-Company/Certified-Client-Directories/Certified-Client-
Directories.aspx. Any unauthorized alteration, forgery or falsification of the
content or appearance of this document is unlawful and offenders may be
nrosecuted to the fullest axtent of the law

o
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Certificate KR07/00887

The management system of

AMPall Co., Ltd.

3F, Annex HanKook Junja HyeopDong B/D
371-51, Gasan-Dong, Geumcheon-Gu, Seoul, Korea

has been assessed and certified as meeting the requirements of

ISO 13485:2003
EN ISO 13485:2012

For the following activities

Design and manufacture of infusion pump, syringe pump, blood
pressure monitor, PCA pump and infusion set, and sterile single use
PCA pump

This certificate is valid from 19 July 2013 until 12 July 2016 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 4 June 2016

Issue 1. Certified since 19 July 2013

Authorised by

SGS United Kingdom Ltd Systems & Services Certification
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t+44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

SGS 13485-2 0612

Page 1 of 1

This document is issued by the Company subject to its General Conditions of
Certification Servi le at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
htp:/www.sgs.com/en/Our-Company/Certified-Client-Directories/Certified-Client-
Directories.aspx. Any unauthorized alteration, forgery or falsification of the
content or app of this d is unlawful and offenders may be
nrosecuted to the fullest extent of the law

o
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#212, Mokdongjungang-ro, Yangcheon-gu, Seoul, Korea,
Tel: 82-2-2640-1307, Fax: 82-2-2640-1360

No. of Certificate : 20140111396 Date : 2014/06/30

Certificate of Free Sales

Exporting(certifying) country . Republic of Korea

Importing(requesting) country
\.

The Ministry of Food and Drug sgj @nf;eq th t,tpe'"‘raquing firm is authorized to
manufacture medical d the Medical De Devi&e égt and the followmg item(s)

ce
is(are) permitted to % }hfao and o\?ets\aﬁ
-\ /
Manufacturer (Regi ex:@vo.,‘f 2187 ‘

J

pdni/D 371-51, Gasa‘ng, \(umcheﬂ:gu, Seoul,
ffsiadion 7

=
!
J
=
=
I

11-723 \“‘1 Yﬁﬁxsiori\gump, electri / ® 4

12-210 /N V4

12-81 N \hq;'c\ally-powered //:( A T 7
el

% Attached : List of Product Classification and Model

-]b{ SCam 7/45

seadidE

Director of General Services Division ;
Seoul Regional Food & Drug Administration

1/2




#212, Mokdongjungang-ro, Yangcheon-gu, Seoul, Korea,

No. of Certificate : 20140111396

Product License No. : 11-723 (2014/04/15)
Classification : Infusion pump, electrically-powered
Model (Export Name)

Tel: 82-2-2640-1307, Fax: 82-2-2640-1360

Date : 2014/06/30

PP-9900

Product License No. : 12-210
Classification : Infusion pump, electrically-powered

Model (Export Name)

(2012/02/22)

PP-9800C1

Product License No. : 12-81 (2012/01/16)
Classification : Infusion pump, electrically-powered

Model (Export Name)

PP-9800C2

PP-9800B1

PP-9800B2

21

0o



Sé chiing nhan: 20140111396 Ngay 30/06/2014

Chang nhan Luu hanh Tu do
(Ban dich)

Nudc (xac nhan) xuat khau:  Dai Han Dan Quéc

Nudc (yeu cau) nhap khau:

B An toan Thuc pham va Dwoc pham chitng nhan don vi sau day da
dwoc cap phép san xuat cac hang hda trang thiét biy té theo Muc Thiét
bi Y té va cac hang héa dwéi diy dwgce cho phép lru thwong tu do tai thi
tredng trong nwéc va xuit khau ra nwéc ngoai.

Nha san xuét (S6 Pang ky:  2187)
AMPALL CO., LTD

Tang 3, Annex Hankook Junja Hyeopdong B/D 371-51, Gasandong,
Kumcheongu, Seoul, Han Quéc

S6 Giay phép San xuat Loai hinh san pham
11-723 Bom truyén dich
12-210 Bom truyén dich
12-81 Bom truyén dich

* Pinh kém Danh séch Loai hinh va Mau ma San pham

Truéng B phan Dich vu Chung
Cuc quan Iy Thuc pham va Duoc pham Seoul
Ju Seon Tae
(Pa ky)



S6 ching nhan: 20140111396
S Gidy phép San phdm: 11-723  (15/04/2014)
Loai hinh san pham : Bom truyén dich

M4 hiéu (Tén hang xuét khau)

Ngay: 30/06/2014

e PP-9900

S6 Gidy phép San phdm: 12-210  (22/02/2012)
Loai hinh san phdm : Bom truyén dich

M4 hiéu (Tén hang xuét khau)

e PP-9800C1

S Gidy phép San phdm: 12-81  (16/01/2012)
Loai hinh san phdm : Bom truyén dich

M4 hiéu (Tén hang xuét khau)

e PP-9800B1



(((’ VIET HUNG IDT
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