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Tén san

. 1. Kich ¢& — Quy cich déng géi

M3 séan phim (MSP): 146
Quy cach dong goi: Bo 02 ong

2. Mo ta chung

5PRP Kit 12 b§ dung cu y té ding mdt lan,
duge thiét ké dé thu nhin, phin tich va
hoat hoa huyét twong giau tiéu cau
(Platelet-Rich Plasma — PRP) tr mau
nguoi.

B dung cu cho phép xtr ly thé tich mau toi
thiéu 10 mL/6ng phan tich PRP, khong
bao gém chét chong dong.

San phim bao gdm day du cac dung cu can
thiét cho qua trinh thu mau, ly tim phéin
tich va thu nhin PRP bang ky thuat ly
tAm dang ti trong, phuc vu muc dich sir
dung trong co s&'y té.

3. Muc dich sir dung

5PRP Kit dugc str dung mét lan dé thu nh@n
va hoat hoda huyét twong giau tiéu cau
(PRP) tir mdu ngoai vi hodc mau day rén
cia nguoi, nhim phuc vu cic muc dich y
té theo chi dinh ciia nhin vién y té c6
chuyén mon.

4. Thanh phin - S6 lrgng:

Thanh phén S6 lwong

Kim dai 01 cai %
N ’ =

Bom tiém dau xodn 10 mL 03 cai

Gac tam con 02 cai

Kim 14y méu chan khong 01 céi

Ong gir kim 01 cai

Bing ca nhan 01 cai

Ong PRP 02 éng

Mang loc 01 cai

Ong nbi 01 céi

Ong luu trit PRP 01 éng
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5. Dic tinh va hi¢u ning

Quy trinh sir dung san phim dugc nghién
ciru va phét trién, cho phép thu nhan PRP
¢6 dg tinh sach cao, han ché t6i da sur 1an céc
thanh phan té bao khong mong mubn. :

San phdm thudc nhém Pure-PRP (PRP tinh
sach).

Hé phén tach str dung 6ng phén tich PRP ¢6
gel phén tach, phu hop voi ky thudt ly tim
dang ti trong.

Trang: 1/5



San xuét béi Vién Té bao gbe
Dia chi: Toa nha B2-3, Truong Dai hoc Khoa hoc ty nhién, khu phd 6,

phudng Linh Xuén, thanh phd Hb Chi Minh, Viét Nam a :

S6 dién thoai: (+84) 28 36 36 12 06
Céc chi tiéu k¥ thuat dat dwgc: e Thanh phan bén trong bi bién dang, dbi mau |

e Vb tring: Asitnk hoac co dAu hiéu nhiém ban.

o Ni ddc té: <1 EU/mL
o Higu suit thu hdi tiéu chu: > 70%/6ng

o Kha niing loai bo té bao khong mong
muén:

o Hdng ciu: > 99%
o Bach cau: > 90%

e San phim dwoc vo tring & bwéc cudi cung

6. Ddnh gid va kiém tra
SPRP Kit dd dugc danh gia cho thdy kha néng thu
nhin PRP tir mau ngoai vi hoic mau day rén mot

cich thudn tién, nhanh chéng va én dinh, pht hop
cho st dung thudmg quy trong co sd'y té.

7. Hoan nguyén, pha loing va phdi tron

Khong ap dung.

8. Vit llgu va héa chit can thiét nhung khong
cung cap kém theo

Khong cé.

9. Béo quén va han sir dung

o Diéu kién bio quian: Nhi¢t d0 phong
(15-27°C), tranh 4nh séng tryc tiép, tranh va
dép manh.

e Diéu kién vén chuyén: Nhiét do phong.

o Han si dung: Theo han sir dung ngin nhét
cua céc thanh phan trong bd san pham.

Khéng sir dung sin phim trong céc trwong hop
sau:
o San phim d& qua han sir dung ghi trén nhan;
e Bao bi bi rach, thing, 4m w6t hodc c6 diu
hiéu ro ri;
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10. Hudng din sir dung
10.1. Kiém tra: Dam bao tt ca thanh phan con

nguyén ven, vo tring va con han sir dung.

10.2. Thu mau

Buwée 1: Lip Kim 14y mau chan khong vao
Ong giir kim.

Bwde 2: Bugc garo gan vi trf choc k1m
Buwée 3. Sat khuin bing Gac tim cdn.
Buée 4. Choc Kim 14y méu chan khong vao
tinh mach da chon.

Buée 5: An manh 1an Iugt timg Ong PRP
vao long Ong gilr kim, khi nay mau sé tu
ddng chay vao ong.

Bwdére 6. Thu méu day 2 6ng. Pao nhe dé chét
chéng dong hoa déu vao mau.

Buwdre 7. Sau khi rut kim, bang lai vi tri choc
kim bang Biing c4 nhan.

10.3. Ché tao PRP:

Bwée 1. Pat 2 Ong PRP c6 chita mau vao
may ly tam.

Bwdrc 2. Ly tAm dng véi tbe do 1500 g trong
10 phaut. '
Bwée 3. Nhe nhang ldy 2 Ong PRP ra khoi ,
may ly tam.
Budre 4. Gan Bom tiém d4u xoén 10 mL thi
nhét vao Kim dai. Hat phan huyét tuong bén
trén vao bom ti€m, chira lai tir 1.5 — 2.5 mL
mL huyet tuong clng véi cum ling tiéu cu
& mdi 6ng.

(Thé tich @ lai tuy thuoc vao muc dich s
dung)

Bude 5. Thao Bom tiém dau xoén 10 mL thu
nhét ra khoi Kim dai.

Buwéc 6. Gin Bom tiém dAu xoén 10 mL thu'
hai vao Kim dai. ;
Bwée 7. Kéo va dy piston cia bom tiém

10mL dé tron déu phén tiéu cdu ndm trén 16p .

gel v6i lugng huyét twong con lai trong ng,
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hiit nha 3-5 14n. Tién hanh twong tu véi Ong
PRP thir hai. Hat toan by hdn hgp nay vao
Bom tiém dau xoén 10 mL. Pay chinh la
huyét twong giau tiéu cdu (PRP) chua hoat
hoéa.

10.4. Hoat hoa va vé trung PRP

Buwéc 1. Gin Bom tiém ddu xoén 10 mL
chira PRP vao Mang loc.

Buwée 2. Gin Ong ndi vao Pau con lai cua
Mang loc.

Bude 3. Gin Bom tiém ddu xoén 10 ml thu
ba vao dau con lai ciia Ong néi.

Buwéc 4. Ddy manh toan bo dung dich PRP
tir Bom tiém d4u xoén 10 mL chira PRP chua
hoat héa sang Bom tiém dAu xo4n 10 mL tha
ba (day la PRP da duoc hoat hod).

11. Canh bso va khuyén cdo an toan
~ 11.1. Chi dinh va chéng chi dinh
Khoéng sit dung SPRP Kit trong cic truwomg hop

sau:

Ngum 6 roi loan dong mau bAm sinh hoiic
mic phai, bao gom nhung khong gidi han:
Hemophilia, glam tiéu cau ning, hodc dang
sit dung thuéc chong déng miu ma khong
thé tam ngung theo chi dinh cua bac si trude
khi thuc hién thu thuat PRP.

Ngudi dang trong giai doan héa tri, xa tri,
hoic ¢6 tinh trang suy gidm mién dich niing.
Nguoi mic cac bénh ly toan than nghlem
trong chwa dwgc kiém sodt, nhu: nhiém

trung huyét, bénh gan man tinh giai doan
cudi, suy than man giai doan cubi.

Nguoi ¢6 nhiém trung cip tinh hoic man

tinh tai vi tri dy kién tiém PRP.

Ngucn cé tién sir qua min hodc di ing voi
bat ky thanh phan nao ¢6 thé t1ep xUc trong
qua trinh st dung (vi du: chét chéng dong,
chit hoat héa, néu co).
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Phu nir mang thai hodc dang cho con bu,
trong truong hop chi dinh PRP chua co6 day
du bang ching an toan trén nhém d6i tuong
nay.

Tré em dwdi 18 tudi, trir khi ¢6 chi dinh cu
the ctia béc si chuyén khoa va dugc theo dOiT5 =
y té chit ché trong sudt qué trinh sir dung.

- DAl
g

Khuyén céo: Khong str dung PRP dugc thu tor mau' EN
ciia nguoi mac cac bénh truyen nhiém lay qua.( G
dwdng mau, bao gom nhung khong gidi han: HIV,

viém gan B (HBV), viém gan C (HCV).

11.2. Canh b4o va thin trong chung

Khong sir dung san pham néu bao bi bi rach,
thiing, 4m wét, hw héng, hodc néu bét ky
thanh phan nao trong bd kit c6 déu hiéu bét
thuong nhu: d6i mau, bién dang, c6 di vét.

San pham chi dugc sir dung béi nhén vién y
té da dwgc dao tao chuyén mon, trong diéu
kién co s y té dap ung yéu cau kiém soat
nhiém khuén.

Viéc tiém PRP vao mod mém hodc da cin
dugc thue hién ding k¥ thuét; thao tac khong
dung c6 thé gay tai bién y khoa.

Chi dinh sir dyng PRP phai dugc béc si dianh
gia va cin nhic phu hgp cho ting doi
twong. San phim khong dwgc sir dung nhw
bién phap thay thé trong céc tinh hudng cép
ctru, nhiém trung ning hodc bénh ac tinh chua
dugc kiém soét.

11.3. Céc tic dong bét lgi tiém én

Tuorng tu c4c thu thut xam l4n va tiém truyen khac,
vige sir dung PRP c6 the gdy ra mot sO tac dung
khong mong muén, bao gdbm nhung khong gidi han:

Tén thuong mach méau hodc day than kinh tai
vi tri tiém.
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Nhiém tring tai chd tiém hodc cac phan ung 13. Ky hi¢u sir dung trén hp
mo tai vi tri can thiép.

 Hinh thanh md seo hodc xo héa mé néu quy Ky hi¢u Y nghia
trinh khong dugc thuc hién dung k§y thuat.
HSD Han str dung
o Phan tmg bt loi v6i thube gay té hoic thudc

hé tro khéc (néu c6 sir dung). NSX Ngay san xuét

Tru’o’c khi thwe hi¢n thu thuit, ngu’o’n du'()'c lay
mau cin thong b4o cho nhin vién y té vé: LSX So 16

e Tién str di g thuéc;

o Tién sir phan (g v6i gy té hodc giy mé; /ﬂ/ Gidi han nhiét do
e .Céac bénh ly anh huong dén déng méu hoic DU
kha niing hdi phyuc mo. ’::f\‘ Trénh xa 4nh sang mit troi
-~ Gitt kho rdo
12. Xik li thai bo
o Tt ca céac thanh phan cua SPRP Kit 12 dung .
cuy té dang mét lan. 14. Sén pham lién quan
e Saukhi st dung, toan bo vat liéu da tlep xuc 15; (I;lllefl h(‘; ; : Mi sin ohi
v6i mau (kim, ong phan tach PRP, gac, bing, Mg A0 SARARR pYam
dng chira san pham ) phai dugc xir Iy nhw ‘
chat thai y té 1y nhiém, theo quy dinh hi¢n SPRP Kit V1 376
hanh vé quan ly chat thai y té. SPRP KIT 170
e Khong dworc tii sir dung, tai tiét trung hodic SPRP KIT V1 19
xir Iy lai san pham dudi bat ky hinh thirc nao. j 0
e Kim va vit sic nhon phai duoc thu gom vao PRt Ll 4 )
hdp an toan chéng dam thing theo dung RGML PRP KIT V1 166
quy dinh. 5PRP - F KIT V1 416
o Chf{it thai phai dugc phéan loai, dong goi, dan 5PRP - F KIT V2 417
nhén va ban giao cho don vi ¢é chirc niing
xir Iy theo quy dinh phép luat. SPRP —F KIT V1 418
o Trudng hop xdy ra roi vi, phai tién hanh lam SPRP - F KIT V2 419
sach va khir khudn khu vure bi nhiém bang SPRF KIT V1 393
dung dich khur khuén pht hop (vi du: dung
dich chira cdn hoic hypochlorite) theo hudng SPRF KIT V2 388
dan kiém so4t nhim khuén ctia co s y té. SPRF KIT V1 390
SPRF KIT V1 ; 389
COOL PRP 175"
HEMAGEL 404
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