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Kinh gifi Quy Bdc si, Quy Chuyén gia Y té va Quy Dai tdc,
Y hoc tdi tao dang tiing budc chuyén dich hudng tdi cdc gidi phdp sinh hoc tu
than, khai thdac tiém ndng cla chinh cdc thanh phén sinh hoc trong co thé nhdm
hé trg qud trinh phuc héi va tdi tao mé. Trong xu hudng dé, Huyét tuong gidu tiéu
cau (PRP) va Fibrin gidu tiéu cdu (PRF) ngdy cang dudc quan tdm va ung dung
trong nhiéu linh vuc nhu Da liéu — ThGm my, Chdn thuong chinh hinh — Co xuong
khdp, Nha khoa va Ngoaqi khoa.
Tuy nhién, chdt lugng va tinh nhdt quan clia ché phdm tu thén phu
thuéc ddng ké vao quy trinh thu nhén, phén tdch va kiém sodt chét
lugng. Su khdc biét vé céng nghé, vat tu, diéu kién xt ly va thao tdc
cé thé dén dén nhiing khdc biét vé ddc tinh ctia ché phédm cuéi cung.
VGi dinh hudng chuén héa cdéng nghé - kiém sodt chdt lugng — hé trg
thuc hanh Idm sdng, chung téi phat trién hé théng gidi phdp PRP va
PRF tif 6ng thu nhdn, vt tu y té chuyén dung dén cdc bé dung cu
hoan chinh, hudng tdi kiém sodt chdt ché tiing budc trong quy trinh
vé ndng cao tinh nhat qudn cta ché pham tu than.
Khéng chi cung cdp sdn phdm, chung téi hudng dén viéc xdy dung
mot nén tang gidi phdp PRP-PRF toan dién, két hop gilla cd s& khoa
hoc, céng nghé phan tdch, kiém sodt chdt luong, ddo tao va chuyén
giao céng nghé.
Chung téi trGn trong cdm on su tin tudng va déng hanh cua Quy Bdc
si, Quy Chuyén gia Y té va Quy Péi tac. V4i tinh than hop tdc va déi
mdi lién tuc, chung téi cam két khéng ngiing hodn thién cdc gidi phdp
phdp y sinh nhdm hé trg chuén héa quy trinh va ndng cao
chét lugng thuc hanh Idm sang.

&
ba

b i T T
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11 TAM NHIN THUONG HIEU
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TAM NHIN THUONG HIEU ' L

-
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Chung t6i hudng tdi tré thanh thuong hiéu uy tin trong nghién cliu va cung cap giai phap vat tu y
té chuyén dung cho diéu ché ché pham sinh hoc tu than, ndi cédng nghé, chat luong va an toan
dugc dat lam nén tang. Bang viéc lién tuc cai tién san pham, chuan héa quy trinh va minh bach
héa cac tiéu chuan kiém soat chat lugng, ching téi hudng téi gép phan chuédn héa diéu tri tai
chd, nang cao tinh nhat quan ctia ché phadm va hé trg nhan vién y té dua cac giai phap y hoc tai
tao vao thuc hanh lam sang mét cach an toan, khoa hoc va hiéu qua.

SuU MENH
/‘/u @ E
LAY CHAT LUGNG 4 ) . A
N » A A DPONG HANH CUNG BAC SI
LAMNENTANG - ANTOAN , )
Mang c6ng nghé chuan hoa dén Kiém soat v6 trung, ndi doc Cung cap hudng dan su dung,
cac giai phap PRP/PRF, két néi t6 va cac yéu ciu an toan quy trinh thao tac chuan, dao tao
khoa hoc, chét lugng va an toan sinh hoc phu hop v8i muc va hd trg ky thuat, giup co sd y té
dé hé trg thuc hanh y hoc tai tao. dich st dung ctia san pham. trién khai quy trinh nhat quan.
CAM KET CHAT LUQNG

o} CHUAN HOA 9} MINH BACH

Thiét ké hé théng thu nhan va phan tach Cong khai théng tin ky thuat, tiéu chi chat

nhdm giam bién thién do thao tac, hé trg lugng va df lieu xac nhan cla san pham; rd
tao ché pham co dac tinh 6n dinh hon gilia rang ngudn géc va truy xuat theo tiing 16.
céc lan thuc hién.

=
Thiét bi y t& Gidy phép Iuu hanh
nhém B theo quy dinh Bd y té

/' V@i cong nghé ti trong khac nhau, ma

cac loai ché phédm PRP/PRF nhu 9} cO CO SG BANG CHUNG

Pure/LP-PRP, LR-PRP, Pure/LP-PRF, LR- ] . . . N N

PRF dugdc ché tao dé phu hop cho ting Cac th?ng sO kyhthua_t v? tuxen bo Xe san’ phaT

tng dung y khoa. dugc xay dt_mg‘tren di liéu kiém nghiém, danh gia
chat lugng va bang chung khoa hoc phu hgp.

Website tra ct'u Chung nhdn phén tich CoA

R s 5 Bi Sinphdm v T a o
KIEM SOAT .
Kiém soat cac dac tinh quan trong sl , # Blomedmart > Tacitching v i tch
clia ché phém nhu tiéu cau, bach _ 1: Chiing nhan phan tich - Certificate of Analysis (CoA) o g6t
cau, héng cau, thé tich va do pH, & ey R
theo ting dong san pham va quy
trinh. Théng tin trong s6 16

VO TRUNG PYROGEN - FREE KHONG SU DUNG //’I‘\\ CHAT LUONG I MINH BACH
TUYET BOI ENDOTOXIN < 0,5-1EU/mL EDTA/HEPARIN DONG NHAT @\ TRUY XUAT

Gamma / E - beam Kiém soat nghiém ngét An toan té bao <<= On dinh &tin cay R& rang nguén géc

PHAN 1 GIGI THIEU CHUNG & NEN TANG CONG NGHE Trang 6

1.2 PHAP LY SAN PHAM

HE THONG QUANLY
CHAT LUONG SAN XUAT (ISO 13485)

Cac san pham 6ng va bd dung cu thu nhan PRP va PRF dudc san xuat va kiém soat theo hé
théng quan ly chat luong phu hdp véi yéu cau ap dung déi vai thiét bi y té.

HE THONG QUAN LY ISO 13485
San pham dudc san xuat va kiém soat theo hé théng
quan Iy chat lugng thiét bi y t& ISO 13485, vdi kiém
soat tU nguyén liéu, san xuat, kiém tra chat lugng dén
MEDICAL DEVICES dong géi va phan phai.

2 ) . NN\l
KIEM SOAT PHONG SACH ISO CLASS 7 €
Céac cong doan san xuat dugc thuc hién trong
moi trudng phong sach ISO Class 7, véi kiém
soat chat ché hat bui, vi sinh va diéu kién méi
trudng, phu hop véi yéu cau kiém soat nhiém
cUa san pham.

CONG NGHE TIET TRUNG
CHIEU XA GAMMA

San pham dudc tiét trung bang céng nghé chiéu xa Gamma, Vi liéu
tiét trung dudc xac 1ap va kiém soat phu hop véi dac tinh san pham
va vat liéu.

KIEM SOAT CHAT LUONG SAN
PHAM PTN ISO 17025 R co,.:'.f:;“.i‘:z.ti?,‘i';‘r.‘{;Zﬁ‘si‘pf.‘-ul":ﬁ!:flu":;‘mc“mm
Chat lugng san pham dugc kiém nghiém tai phong
thi nghiém dat ISO/IEC 17025 trudc khi xuat xudng,

W AOSC

CHUNG CHi CONG NHAN

theo céc chi tiéu va tiéu chi chat lugng &p dung cho PHONG THU NGHIEM DANH GIA HOAT TiNH SINH HOC
R s 2 VIEN TE BAO GOC
tun gsanp ham. Dia chi: Toa nha B2-3, Trudmg Dal hoc Khoa hoc Ty nhién, Khu phé 6, Phudng Linh Trung,

TP.Thu Bic, TP.Hé Chi Minh
da dugc dénh gia va phu hop céc yéu cdu cua tiéu chudn
ISO/IEC 17025:2017
Linh vyc cdng nhin: Thir nghiém Sinh hoc
Ma sé: VLAT-1.0237

56: A0SC-1.0237.1
Noby clp: 101372022

A
i ) dén: 0932027 PGS.TS NGUYEN TH| KHANH TRAM
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1.2 PHAP LY SAN PHAM

PHAN LOAI &

HO SO LUU HANH THIET BI Y TE

San phdm dudc phan loai va quan ly theo quy
dinh phap luat vé thiét bi y t&, véi hd so phap ly va
muc dich sU dung dugc xac dinh rdé theo tung san

pham.

Muc dich st dung rd rang - H6 so phap ly day du

- Truy xuat ngudn géc

o PHANLOAI
THIETBIY TE

San pham thudc thiét bi y té loai B

Pudc thiét ké va san xuat cho muc dich
@ st dung y té
GL_R

PHAN1 GIGI THIEU CHUNG & NEN TANG CONG NGHE

RGML %
PRP. ﬂ
~al

CAN CU PHAN LOAI

.

céc van ban sla déi,

Z A B

Nghi dinh
98/2021/ND-CP va

Théng tu
05/2022/TT-BYT
vé phan loai thiét
bd sung hién hanh. biy té.

Van ban hgp nhat s6
08/VBHN-BYT cua
Bo Y té: Vé quan ly

thiét bi y té

J

Phan logi, céng bé/Iuu hanh va théng tin muc dich st dung dudc quan ly theo hé sd phdp ly cua tiing san phdm

9 GIAY PHEP LUU HANH&
CHUNG NHAN
ol Ry,
R
4

Pu diéu kién luu hanh
trén toan quéc

San pham dudc S& Y té cép
S6 cong bd / S6 dang ky Iuu
hanh Thiét bj Y té tai Viét
Nam.

Hé so k¥ thuat day du - Minh bach - Truy xuat dudc, dam
bao chat lugng déng nhéat va an toan cho ngudi st dung.

9 HO sG
KI THUAT

— Cung cép day du két qua kiém
nghiém cho ting 16 san xuat

2
.m >*  theo tiéu chuan cd sd.

2 QO ® @

Povdtrung Noi ddc td thdp Khéng chat gay s6t  pH sinh ly
(Endotoxin) (Pyrogen)
e
&5
RBCs Hiéu suat thu héi tiéu cau

Loqi bé >99% héng cau

D

Ty trong Gel
(1.050 - 1.055 g/cm®)

270%-90%

Kiém tra ngoai quan
& thé tich

CENTER FOR TESTING AND CERTIFICATION - TQC CGLOBAL

GIAY CHUNG NHAN T@&C

Chiing nh@n hé théng quan ly chét lugng cho linh vuc thiét bi y té caa

VIEN TE BAO GOC

Bia chi: Toa nha B2-3, Trudng Bai hoc Khoa hoc tu' nhién, Khu phé 6, phutng Linh Xudn,
Thanh phé H6 Chi Minh, Viét Nam
Pia diém sén xudt: TRUNG TAM DOI MGI SANG TAO VA SAN XUAT THUC NGHIEM:
Toa nha B2-3, Trudng Bai hoc Khoa hoc ty nhién, Khu phé 6, phudng Linh Xuén,
Thanh phé Hé Chi Minh, Viét Nam

Pudc danh gia va phu hdp vdi cdc yéu cau cua tiéu chudn quéc té:

ISO 13485:2016

Cho linh vuc:

San xudt va kinh doanh: kit phén 1&p té bao, kit thu nhén ché phdm tif mdu, méi trudng
nudi cdy tdng sinh t&€ bao, méi trudng bdo qudn té bao, méi trudng bién déi té bao.

S8 Gidy ching nhan TQC.08.4559 Ngdy bat dau chu ky 17/03/2026
Loqi hinh cdp Chiing nhan lai Phién ban - 01
Ngaty hiéu luc 17/03/2026 Ngéry két thiic 16/03/2029

Tir ngay 17/03/2027, Gidy ching nhan ndy cé hiéu luc néu cé Théng bdo két qué ddnh gid gidm sdt duy tri
hiéu luc cia TQC CGLOBAL di kém theo (trong 03 ndm thuc hién gidm sdt duy tri hiéu luc 02 1én).

Quét ma truy xudt
chiing chi

Ddu ching nhén A

TRUNG Tﬁa
KIEM NGHI

T ___-:\C CERTIFICATE No.
A TQC.4559

La Manh Cudng

LIEN HIEP CAC HOI KHOA HOC VA KY THUAT VIET NAM - TRUNG TAM KIEM NGHIEM VA CHUNG NHAN TQC CGLOBAL

Tra cdu hiéu Iuc ching chi tai: https://tgc.vn/khach-hang-hieu-luchtm - Vé@n phong cdp chiing chi: Biét thu C11, Khu Pandora,
s8 53 phd Triéu Khic, phudng Thanh Xuén Béc, quan Thanh Xuén, Thanh phé Ha N6i, Viét Nam.

Hotline Ha Néi: 0969416668 - Da Nang: 0968799816 - Hé Chi Minh: 0988397 156; Email: certify@tqc.vn; Website: http/tgc.vn
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QUY TRINH TAO PRP

1.3. TONG QUAN KHOA HOC: NGUYEN LY PRP & PRF

TRONG LANH THUONG TU THAN

NGUYENLY SINHHQC CUA
HUYET TUGNG GIAU TIEU CAU (PRP)

Huyét tuong giau tiéu ciu (Platelet-Rich Plasma — PRP) 1a ché pham huyét tuong tu than
dugc lam giau tiéu cau so véi mau ngoai vi ban dau. Tiéu cau khéng chi tham gia vao qua
trinh cdm mau ma con chita nhiéu protein va chat trung gian sinh hoc cé vai trd trong diéu
hoa viém, tuong tac té bao va stia chita mé.

Hat Alpha (a-Granules)

Tiéu cau chua ti 50 dén 80 hat alpha — kho du tr(f sinh hoc chira
hon 300 protein hoat tinh va cac yéu td tang trudng (Growth
Factors - GFs). Khi tiéu cau dudc hoat hoa (bdi chat hoat hda ngoai
sinh nhu hodc tiép xuc véi Collagen tu nhién tai mé), mang hat
alpha dung hdp véi mang tiéu cau dé giai phong 6 at cac GFs ra moi
trudng ngoai bao (>95% trong 1 gi6 dau).

PDGF ” ~ AN o » ~ ~e
EGF & bFGF s 5 Cac yeu to tang truong cot loi
& '-'.('_" ,:_° %a PDGF (Platelet-Derived Growth Factor): Kich thich phan bao va
: et *0 héa (ing déng nguyén bao sgi (fibroblasts), té bao géc trung mé
< e \ Lo @ “: (MSCs) va té bao tao xudng (osteoblasts).
TGF-B ;. . Ik ]
b ym\ﬁ'm . VEGF (Vascular Endothelial Growth Factor): Kich thich t& bao néi
oo -7 b \iIEGF mé, thuc day qua trinh tan tao vi mach mau (angiogenesis) mang
e o' ® °" ® oxy va dudng chat nudi mo.
] .Q ! & ] 3 ?
") > v Q“

TGF-B (Transforming Growth Factor-Beta): Kich thich nguyén bao
sgi tdng tdng hop Collagen type | va chat nén ngoai bao (ECM).

EGF & bFGF: Thuc day tang sinh té bao biéu mé va tai tao mang
niém mac/da.

Cd ché giao tiép cap ddé Nano

Bén canh viéc giai phong GFs, PRP con giai phong cac tui ngoai
bao (Exosomes) va chuyén giao ty thé tu do, gilp bao vé cac té bao
dich khoi stress oxy hoa va phuc héi chiic nang hé hap té bao tai
vung tén thuang.

AN TOAN SINHHOC HIEU SUAT CAO / CHUAN HOA
Khéng su dung EDTA hoac . .
- Hé s6 c6 dac 3 - 5 Ian < (7] ’ Quy trinh khép kin

Loai bd >99% héng cau

Vat liéu dugc danh gia an
toan sinh hoc

Chat lugng 6n dinh

1.Lay mau 2.Ly tam 3. Tach I6p
‘

Huyét tuong

—— Tiéucau
—— Gel phan tach

. ——» Héng cau (RBCs)

Ldy mau ngoai vi cua Ly tdm theo théng s6 Gel phan tach ti trong
bénh nhan chuén héa giup tach PRP tinh sach.
Quét ma dé doc

4. Thu PRP 5. Ung dung thém thong tin

Thu PRP giau tiéu ciu Tiém/bdi tai ch, kich thich tai tao mo
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1.3. TONG QUAN KHOA HOC: NGUYEN LY PRP & PRF QUY TRINH TAO PRF

TRONG LANH THUONG TU THAN

NGUYEN LY SINH HOC CUA FIBRIN GIAU TIEU CAU (PRF) 1. Lay mau
PRF la m&t ché pham sinh hoc tu than, dugc xem | thé hé tiép theo cua cac céng nghé PRP.

PRF dugc hinh thanh thédng qua qua trinh ly tdm mau toan phan, trong d6 mang Iudi fibrin dudc

hinh thanh tu nhién trong qué trinh déng mau, khéng st dung chat chéng déng héa hoc hodc 0

chéat hoat hoa ngoai sinh.

Ca ché chinh ctia PRF Lay mau

ngoai vi
G} Polymer héa Fibrin ty nhién
Fibrinogen /o4 ' Khimau rdi khoi co thé, qua trinh déng mau i :
:nanngTff:mam ‘%g% ndi sinh dugc kich hoat. Fibrinogen chuyén 3. Tachlop 4. Thu PRP
e\:% VPeesw 4 thanh céc monome Fibrin dudi nong do il
i\ Fibrin - _{-’é ) y Thrombin sinh ly thdp, tao thanh mang |udi =
it ,W‘ " Fibrin 3D.
@) Giai phong yéu to tang truéng kéo dai u
& - E 6 . 5| s ~A ~A v 5 .~
L .%ﬂ e TNGTRIGNG SR Cac yéu t6 téng trudng (GFs) dudc gil trong Hinh thanh Thu PRF
Q : q mang lugi Fibrin va dugc giai phdéng tu tu khi kh&i PRF (mang/khéi)
. Q& ?r-’—" Fibrin phan giai sinh hoc, kéo dai khoang 7-
> ® - 14 ngay, tao tin hiéu kich thich lanh thuong
oh 7ngay 14ng'a? lién tuc. N
@) Gian giao sinh hoc 3D 5.Ung dung = N A
_ . ' - W 6
N e el Mang Iugi Fibrin x6p dong vai trd gian gido / @ Re%e(\
nang dé tam thdi, hd trg té bao dich nhu )
nguyén bao sdi, t& bao gbc va tao coét bao di ol Y
cu, bam dinh va téng hop chat nén tai tao ) 3
~ (\
mo. ' QY ? 2500 )
Ung dung trong ,“ ,('\CY\
lam sang ‘—‘N \6\,@\e ‘
Ma tran fibrin tao thanh co kha nang gilr va \"\'\ P ‘
tdp trung mot s6 thanh phan té bao va
protein huyét tudng, tao nén mot nén tang <
sinh hoc hd trd giai phong va tuong tac tai \\ <
ché trong qua trinh sifa chita va tai tao mo. g
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1.3. TONG QUAN KHOA HOC: NGUYEN LY PRP & PRF
TRONG LANH THUONG TU THAN

SO SANH NOI BAT GIUA

PRP & PRF

Tiéu chi PRE
(Platelet rich Fibrin)
Mang fibrin Thua thcft (chlAhlnhAthanh khi | Mang |,uc| Flb.llln 3I‘Z) povlymer
thém chat déng) hoa tu nhién day dac
Chat chéng Bat budc s dung o . .
. . ) H kh
dong (Sodium Citrate/ ACD-A 0an toan khong st dung
p= bPong hoc . . o e N
31 ohon Bung phat nhanh (>95% Giai phong tu tu,

& ngp g trong 1-2 gid du) kéo dai 6n dinh (7-14 ngay)
Dang Dang dung dich l6ng/ Dang mang dai, cuc déng
ché pham Gel hoat ho4 dac hoac ldng i-PRF
, g Dap mang ghép, chén ho
Ung dung Tiém vi diém (Mesotherapy), ap manglg °P C. ennoc
dién hinh tiém ndi khd Khuyet, tao sticky

j P Bone/Cartilage

AN TOAN SINH HOC
Tu than, khéng héa chat,

khong doc tinh

TAI TAO TU NHIEN

Hb trg qua trinh lanh
thuong tu than

Qe

GIAM VIEM & KHANG KHUAN

i Diéu bién viém, han ché nhiém trung

HIEU QUA KEO DAI
Tinh hiéu sinh hoc 6n dinh 7- 14 ngay
f\

tai ché

PHAN 1

GIGI THIEU CHUNG & NEN TANG CONG NGHE

Trang 14

DONG HOC GIAI PHONG YEU TO TANG TRUGNG

PRP - GIAI PHONG NHANH ( BURST RELEASE)

100%

0%

S0%

Néng dd yéu té
tang trudng

1 gidy

2 gits

y Thdi gian
24 gid

PRF - GIAI PHONG KEO DAI (SUSTAINED RELEADE)

100% 1

50% -

h

0%

Néng dd yéu té
tang trudng

Thdi gian

3 ngay

7 ngay

14 ngdy

>95% GFs dugc giai phong trong 1-2 gid
dau tién tao hiéu ting kich hoat tuc thi.

@ Kich thich viém cép tinh c6 kiém soat
@ Kich hoat tang sinh té bao nhanh

@ Phu hgp tiém vao khdp, mé mém,
tham my

GFs dugc gil lai trong mang Fibrin 3D va
giai phong lién tuc 7 - 4 ngay

@ Kich thich lanh thuong bén viing

@ Tao mai trudng tai tao mo lau dai

@ Phu hop che phu vét thudng, héc
khuyét, GBR, sticky bone/cartilage
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1.4 CONG NGHE GEL PHAN TACH SO SANH HIEU QUA PHAN TACH

PHUONG PHAP LY TAM KHONG GEL

Trong ky thuat diéu ché ché pham sinh hoc tu than, su ra ddi cua Gel Polymer phan tach ty

trong (Density Gradient Separator Gel) dai dién cho budc tién cdéng nghé quan trong, khac — Ca ai 160 16 1 { © Ranh gii m3, d& xéo tron
. P . R R . A n R < anh gidi 16p r6 rang '
phuc cac han ché cua phuong phap ly tam phan doan thu cong khéng gel truyén théng. T -
o Lép PRP/PRE thu © LdSp PRP Ian hong cau
% . . n , = . dugc tinh sach p— . . o
CO CHE RAO CAN VAT LY TU DONG CUA GEL POLYMER [ © Hong cau xuyeén lén I6p PRP
Hong cau bi chan ,
. , , . hoan toan C © Dé tao bot, Ian tap
Trong ky thuat diéu ché cac ché pham mau tu than, Gel Polymer phan tach ty trong tao ra mét '
rao can vat ly gilta cac phan doan mau cé ty trong khac nhau, qua dé hé trg qua trinh phan ftbot - t1an tap chat g © Hiéu suat thu hai thap
tach va thu nhan ché pham mot cach co kiém soat. Hieu sut thu héi cao
e Huyét tuong (PPP)
g | @f Thanh phan | Polymer y té cé tinh tuong thich sinh hoc BANG SO SANH HIEU QUA
V\ e T.x 2 &b h A3 :
b UG oo Ty trong cua gel dugc thiét ké phu hdp véi ca ché phan
tach theo ty trong clia cdc thanh phan mau. Dudi tac
dong cua lyc ly tdm, gel dich chuyén dén vung phan A 'y
% cach gilta cac thanh phan mau cé ty trong khac nhau, F:HUONG PHAP L‘Y TAM
tao thanh mét rao can vat ly gilta cac pha. KHONG GEL TRUYEN THONG

hinh thiét bi va théng s6 ly tdm, hd trg thu nhan cac ché
phadm PRP/PRF véi thanh phan té bao khac nhau, bao

gém Pure-PRP, LP-PRP, LR-PRP, , , Mang ngan ranh
- gidi

Héng cau Tao I6p rao can vat ly gitta cac phan  Khong co I6p rao can vat ly;
doan mau sau ly tdm, hd trg duy tri  ranh gidi gilta cac phan doan la

ranh gidi phan tach ranh gidi pha tu nhién.

f Ty trong Viéc kiém soat dac tinh ty trong cua gel, két hdp vdi cau

Khéng déc, khéng gay phan Ung, dat chuan sinh hoc

Tinh an toan 1SO 10993

On dinh dudi luc ly tdm cao, tao ranh gidi sic nét gitia Dat tu 70 - 90% qung tiéu Céu trong HIéU SUét thu hél tiéu céu phu

Dudi tdc déng cua luc ly tdm tuong déi (RCF/g-force),

o ROLY, z L . On dinh - Hiéu suat thu hoi i o N R R o R N .
edo thanh pacn M SUSISEERICOISH OF mipe Y | N Bl 2 ma&u ngoai vi tuy theo phién ban thudc nhiéu vao thong sé ly
rong. Gel dich chuyén dén vung phdn cdch gitta hbng tiéu cau P P h LR 3 0 k0 thuat th ha

ure, , nay c am va Ky thua u nhan

cdu & phia trén, tao thanh I6p rdo can gidia cdc pha. U DN PR S T SV S 8206

Sau khi két thic qud trinh ly tdm, gel tdi Iap trang thdi
vét ly, duy tri viing phén cdch va han ché su tdi tron

cdu & phia dudi va cdc thanh phdn huyét tuong/tiéu % Tuong thich

C6 thé xay ra su 1an héng cau

gitia cdc I6p dé dugc phan tdch. Tap nhiém Hang - A S héng Céu ‘ , ‘ n y
¢ i I6p PRP Kién |
céu (RBCs) (ham Iugng RBCs <0,5%). VIO [e]p (FRP 110 U0 LA 7

tdm va ky thuat thu nhan

UU PIEM CUA GEL PHAN TACH

u Ng&n chan hoan toan su tai hoa tron D& x&o trén 18p té bao tai ving

=) Nguy co 3 o PR A . .
4 ® (0 A N U Giam nguy cd tai tron gitra cac I6p phan cach khi thao tac
v dao ngudc té bao SRR . Yy
nhG I6p rao can vat ly cua gel hut/chuyén I6p
Phan tach chinh xac Thu héi téi uu Loai bé hdng cau vuot trdi
Tao ranh gidi ré rang, ngan tron 1an Hiéu suat thu hdi tiéu cau 70% - Han ché cac tac dong lién quan dén tan mau,
ita cac 16 90% (tly dong san pha hemoglobin ty do, st héa va dap dng viém. . < . / A X A AL Ae e al A .
P e e A Thao tac thuché Hut tron ven I8p PRP phia trén gel d& Yéu cau k¥ thuat hut thi cong ti
pham dang. mi & I18p ranh gidi.
D5 dé ha D5 13D lai t ohu thude v2 Phu thudc nhiéu hon vao théng
Gel on dinh , khong hoa tan Quy trinh don gian To6i uu hda ché pham ° 9“9 n at 0 lap lai cao, it phu thuoc vao sé ly tam va ky ndng ctia ngudi
Duy tri trang thai va vi tri phan tach Chi 1budc ly tam, Ché pham c6 thanh phan té bao dugc kiém soat ché pham ky nang thao tac. huc hié
trong qua trinh ly tdm, tao ranh gidi rd dat hiéu suat thu hdi tiéu cau cao Tiéu cau thu nhan la ngudn cung cép cac yéu to thuc hien.
rang giita céc I8p thanh phan mau. tang trudng va protein diéu hoa tham gia vao qua

trinh stta chira va tai tao mé.



PHAN1 GIGI THIEU CHUNG & NEN TANG CONG NGHE

Trang 17

Y NGHIA LAM SANG
CUA CONG NGHE GEL PHAN TACH

Gel phan tach dua trén ty trong khéng chi giup tach I6p chinh
Xxac ma con mang lai nhiing Igi ich [am sang vugt trdi, nadng
cao hiéu qua va doé an toan cho diéu trj.

Hoéng cau hién dién trong ché pham PRP cé thé bi tén thuong hodc tan mau trong
qua trinh xU Iy va sau khi dua vao md. Qua trinh nay cé thé gidi phong
hemoglobin va cac thanh phan lién quan dén heme, gdp phan tao ra stress oxy
hoa va céc tin hiéu thuc day dap ung viém.

Céng nghé Gel Polymer phan tach ty trong tao rdo can vat ly gilta I6p héng cau va phan
doan huyét tuong/tiéu cau, qua dé hd trg giam su hién dién cla héng ciu trong ché pham
thu nhan.

) KHI CON NHIEU HONG CAU \

HO TRO GIAM STRESS OXY HOA VA BAP UNG VIEM

Viém - dau buét,
tdng séc t6 (PIH)

Phan ung
Fenton - ROS

Tan mau - giai
phéng Hemoglobin,
sat tu do

— CECTTTTETTTE
) == (@) == () = (@

Giam ROS - Giadm dau sau
giam viém tiém, han ché PIH

Héng cau lan
trong PRP

it Hemoglobin,
it sat tu do

PRP tinh sach,
it héng cau

" J

9

N
Gel phan tach giup ting dé tinh sach hong cau >99%, giam t6i da phan tng
viém va nang cao trai nghiém bénh nhan.

PHAN1
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|

2)

Ca xudng khép Da liéu - tham my Nha khoa Y hoc thé thao
Thoai héa khép, Tré héa da, seo rd, Implant, GBR, Chan thuong mé
viém gan, dut day rung toc, tai tao da. nang xoang, mém, tang téc

KIEM SOAT THANH PHAN TE BAO
THEO MUC TIEU PIEU TRI

Ty trong Gel dugc hiéu chinh chinh xac

cho phép thu nhan cac ché pham véi

cac thanh phan bach cau khac nhau,
phu hgp vdi ting chi dinh 1am sang.

LR-PRP <—___

»)

LP-PRP Pure PRP

chéng, chan bao tén rang phuc héi van déng.

thuong thé thao

Khai thac téi da tiém nang sinh hoc cua tiéu cau va bach cau, ca thé
héa ché pham cho titng muc tiéu diéu tri.

G

(

CHUAN HOA QUY TRINH POINT - OF - CARE
DON GIAN - ON DINH - DE LAP LAI

5. Ung dung an
toan, hiéu qua

3. ThuPRP dé dang, 4.Ché pham déng
khong lan RBCs nhat, chat lugng
lap lai cao

ol

1.Saulytam 2. Gel tao ranh gigi
rd rang, on dinh

1 .

@ Dé thao tac, tiét kiém thdi gian

@ Giam phu thudc vao ky nang van hanh

@ Tang tinh déng nhét gilta cac ca diéu tri € Han ché sai s6 va bién thién két qua

Tao ra ché phdm PRP/PRF tinh sach - én dinh - an toan.
Gop phan nang cao hiéu qua diéu tri va su hai long ctia ngusi bénh

e
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BIOTHERAPIE
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Regeneaedlab

GIAI PHAP VA SAN PHAM
HUYET TUONG GIAU TIEU CAU

Vién Té bao gbc, Trusng Dai hoc Khoa hoc tu nhién, PHQG-HCM
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I 2.1 TONG QUAN CONG NGHE PRP

PRP 13 ché pham sinh hoc tu than dugc diéu ché tu
mau ngoai vi qua qua trinh ly tdm phan doan, c6 néng
do tiéu cau cd dac cao gap 3 dén 5 lan so véi muc nén
trong mau ngoai vi.

Ong PRP dugc phat trién cho qua trinh phan tach va
thu nhan PRP tU mau ngoai vi bdng phudong phap ly
tam. V8i cdng nghé gel phan tach theo ty trong, 6ng hé
trg tao ranh gidi phan tach rd gilta cac thanh phan mau,
g6p phan kiém soat thanh phan té bao va nang cao tinh
nhat quan cla ché pham PRP.

San pham dudc phan loai la Thiét bi Y té Loai B.

%@@ CAC DONG CHE PHAM PRP COT LOI

Y
f—]

— ¢ “ Pure - PRP va

LP - PRP (Leukocyte Poor PRP)

Pure PRP
Ché pham nghéo bach cau, gidm thiéu ham
lugng bach cau trung tinh tién viém. Thich hgp
cho céc chi dinh tiém ndéi khdp géi, tré hdéa da
thAm my, mesotherapy va diéu tri rung téc, rut
ngan t6i da thdi gian sung dau sau can thiép.

Lp-pRP=""__]

3 LR - PRP
™ (Leukocyte Rich PRP)

LR-PRP N\ Ché pham giau bach cau, gil lai bach cau don
nhan (monocytes) giup hoa Ung doéng va don
dep té bao xa chét. Chi dinh t6i Uu cho cac bénh
ly gan, day chadng man tinh (Tennis Elbow, viém
can gan chan, gan Achilles).
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2.2 DONG SAN PHAM ONG PHAN TACH PRP @ e
HAI NHAN HANG - MOT NEN TANG CONG NGHE .
Dong éng thu nhan PRP cla Vién Té bao goc dudc phat trién va cung cdp dudi hai nhan
hang, dap Ung cac dinh hudng phan phéi va nhan dién san pham khac nhau. . p " L . P zxg
Hai nhan hang cung dua trén nén tang cédng nghé phan tdch PRP va cac yéu cau kiém soat B.DONG ONGATHU NHA’N HUYET TUONG GIAU TIEU CAU ° Qg°
chat lugng tudng ung, trong khi nhan dién thuong hiéu va dinh hudng thi trusng cé thé dudc - THUONG HIEU BIOTHERAPIE BIOTHERAPIE

thiét ké riéng theo tiing dong san pham.

A.DONG ONG THU NHAN HUYET TUGNG GIAU TIEU CAU dlab chat
_THUONG HIEU REGENMEDLAB Regeneaed|a Ténchungloai | Loai PRP

chéng dong

n . . Chat chéng
Tén chung loai 46 pH
ong 808  Biothérapie Pure-PRP  Pure-PRP  Sodium Citrate  7,5-7,9 1000g, 10 phut
626 Regenmedlab LP-5PRP  Pure-PRP ACD-A 7,0-7,5 1000g, 8 phut
809 Biothérapie LP-PRP LP-PRP Sodium Citrate  7,5-7,9 1000g, 10 phut
627 Regenmedlab LR-5PRP LR-PRP ACD-A 7,0-7,5 1000g, 8 phut
810 Biothérapie LR-PRP LR-PRP Sodium Citrate  7,5-7,9 1000g, 10 phut
634 Regenmedlab Pure-PRP  Pure-PRP ACD-A 7,0-7,5 1000g, 8 phut
840 Biothérapie Beauté PRP  Pure-PRP ACD-A 7,0-7,5 1000g, 8 phut
635 RegenmedlabLP-PRP  LP-PRP ACD-A 70-75 1000g, 8 phut
636 Regenmedlab LR-PRP LR-PRP ACD-A 7,0-7,5 1000g, 8 phut . N
THONG SO CHUNG
e ] ~N Thé tich mau 10 - 11 mL, céng nghé Gel Polymer, hé sé c6
~. THONG SO CHUNG t dac 3x-5x, hiéu suat thu hoéi 270%-90%, dd tinh sach
H— ¥ N N 0
ZQY Thé tich mau 10 — 11 mL, céng nghé Gel Polymer, hé s8 t hong cau >99%.
cd dac 3x=-5x, hidu sudt thu hdi 270%-90%, do tinh QUY CACH PONG GOI
sach héng cau >99%. Tui 25 6ng (-25), 50 6ng (-50), hoac 100 éng (-100). b [
QUY CACH DONG GOl I | “
Hop 25 éng, 50 6ng , hodc 100 dng I —
\_ J
\_ J
-~
/ ~ = \
C.BO DUNG CUHO TRO 3
Bd hé trg thu mau (Ma SP: 640): b ;:, Bd Hoat Héa PRP bang canxi (Ma SP: 642): Quy
@ Bao gébm 1 kim 18y mau chan khéng, H = @ cach 1 mL déng trong éng nghiém vé trung, su
1 6ng gitt kim, 1 kim dai, 2 bom tiém i i dung hoat héa PRP l6ng thanh dang Gel
dau xoén 10 mL. T "I &
\_ S /
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o - 2 ~ ~ e . ———
2.3. DONG SAN PHAM “BO THU NHAN HUYET TUONG GIAU 25 |
2 R BIOTHERAPIE
TIEU CAU" b {
B9 THU MHiN
San phdm “Bd thu nhan huyét tudng giau tiéu cau” ”UVETru’a’/VGG/JUTIichU
e dudc thiét bi y té loai B, dugc thiét ké véi dong gdi dong “’””‘;’;’;“”“f@wmvm
e oumsae DO gOm déy dU céc dung cy hd trg thu mau, phan tach "%;’ig_g{?g {
b vahoathba PRP. oo 5y
Regen@ . 2 ~ L. . A . . , 785/hg, \'Téb\ /
() . San pham dugdc xay dung véi nhiéu chung loai khac 42 box ikl
N ,\ — f
* AN nhau dua trén: B -
BO TPTI%E ciu  * Thétich méu thu dugc “\‘\‘?\;\Q“m\‘
HUYET TU?E?EHGPLI/QAECOLLECWONKIT « Loai PRP (tinh sach - Pure; giau bach cau - LR; .
L. 1y
o 5 KIZ nghéo bach cau - LP)
3 » Dang hoat hda (c6 hoat hda va khéng hoat hoa) ] ] ] 222
' @ ‘ » Loai chat chong dong st dung B.BO THU NHAN HUYET TUONG GIAU TIEU CAU olesle
) ‘ MOi chung lai khac nhau sé mang lai hiéu qua phu hgp THUONG HIEU BIOTHERAPIE BIIOTHERVAFflTE
‘ m vdi tiing yéu cau 1am sang theo chi dinh cla cac chuyén i

gia y té. Quy trinh thu nhan PRP dugc thuc hién véi thao
tac khép kin, s&n sang s dung tai cho.

Chuing loai ‘ Loai PRP | Chat chéng dong Hoat héa

A.BO THU NHAN HUYET TUONG GIAU TIEU CAU

—~~ 800 Biothérapie Pure-PRP Kit Pure-PRP Sodium Citrate Cd hoc
THUGNG HIEU REGENMEDLAB Regen ©o ed lab
Ma SP ‘ Chung loai ‘ Thé tich mau ‘ Loai PRP ‘ Hoat hda 801 Biothérapie LP-PRP Kit LP-PRP Sodium Citrate Khéng
146 RegenmedIlab 5PRP Kit 20-22mL Pure-PRP Cao hoc 802 Biothérapie LR-PRP Kit LR-PRP Sodium Citrate Khéng
376 Regenmedlab 5PRP Kit V1 10 -1TmL Pure-PRP Cd hoc 820 Biothérapie Beauté PRP Kit Pure-PRP ACD-A Ca hoc
622 Regenmedlab LP-5PRP Kit V1 10 -11mL LP-PRP Khéng
623 '\‘I‘;ge“med'ab LP-SPRPKit  20_2omL  LP-PRP  Khong THONG SO KY THUAT
Thé tich mau 20 - 22 mL (2 6ng), cd dac 3x-5x, hiéu suat thu hoi
624  Regenmedlab LR-5PRP Kit V1 10 -11mL LR-PRP Khong 270% - 90%, pH 7,5 -7,9 (riéng ma 820 pH 7,0 - 7,5).
-
V2
4 I
457 RegenmedIlab Pure-PRP Kit 20-22mL Pure-PRP Co hoc DUNG CU
, - DI KEM
458 Regenmedlab LP-PRP Kit 20-22mL LP-PRP Khdéng > )
Kim 1dy mau Ong Bang ‘Bom tiém Ong néi
459  Regenmedlab LR-PRP Kit 20-22mL  LR-PRP Khong L chankhong — gitkim canhan dauxoaniomL  3chac |
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3.1. SU TIEN HOA CONG NGHE PRF VA UU PIEM SINH HOC VUGT

o5 )
Regen(a&ed lab BIOT”Ei.EgR APIE TROI

INSTITUT DF MEDECINE REGENERATIVE

Fibrin gidu tiéu cau (Platelet-Rich Fibrin = PRF) la mét ché pham
sinh hoc tu than, thudng dudc xem la budc phat trién tiép theo
cla cong nghé PRP trong y hoc tai tao. Khac vdi PRP dugc thu
nhan tU mau cé st dung chat chéng déng, PRF dudc tao thanh tu
mau toan phan khéng st dung chat chéng déng, cho phép qua
trinh déng mau sinh ly dién ra tu nhién va hinh thanh mang Iugi
fibrin 3D.

Trong qué trinh hinh thanh cuc fibrin, tiéu cau va mot phan té bao
bach cau dudc gil lai trong cau truc fibrin, tao nén mot nén sinh
hoc cd kha ndng tuang tac vai cac té bao tai vi tri st dung. Mang
lugi fibrin déng thai dong vai trd nhu mét gian gido sinh hoc, hé
trg su bam dinh, di chuyén va tuong tac cla té bao trong qua
trinh stra chlra mo.

%@@ UU DPIEM SINH HOC VUGT TROI CUA PRF

NEN SINH HOC TU THAN

@ Pugc tao thanh truc tiép tU mau tu than va
khéng st dung chat chéng déng trong qua
trinh hinh thanh fibrin.

;@: GIAI PHONG CAC TiN HIEU SINH HOC

Cau truc fibrin tao méi trudng cho su tuong
tac va giai phong cac yéu té sinh hoc tu tiéu
cau theo dong hoc phu thudc vao dic tinh
cla ché pham va diéu kién st dung.

GIAI PHAP VA SAN PHAM
. P A . %ﬂ Mang gian giao sinh hoc (3D Scaffold)
FIBRIN GIAU TIEU CAU ‘qui;ﬂab Mang Iugi sgi Fibrin 3D bay gill tiéu cau va

bach cau, gidi phong cham rai cac yéu té tang
truéng (PDGF, VEGF, TGF-B) lién tuc trong 7
dén 14 ngay.

Ma tran fibrin nay hé trg bam dinh va di
chuyén té bao, déng thdi tao nén tang vat ly
cho qua trinh tai cau tric mé.

Vién Té bao gbc, Trudng Pai hoc Khoa hoc tu nhién, PHQG-HCM
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3.2. GIGI THIEU CAC DONG SAN PHAM THU NHAN FIBRIN GIAU

TIEU CAU CHUYEN BIET
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3.3. DONG SAN PHAM ONG THU NHAN FIBRIN GIAU TIEU CAU
(PRF TUBES)

Trén ca s8 dac tinh ché pham va phudng thiuc st dung, cac san phdm PRF dudc dinh hudng
cho 04 nhém ung dung chinh:

PRF nghéo bach cau - LP-PRF / LP-5PRF
Nghéo bach céu, gidu tiéu cau/yéu té ting trudng

PRF dang long — Pure-PRF / Pure-iPRF
Nghéo bach céu - Dang Iéng

LP-PRF (Leukocyte-Poor PRF) 1& nhém ché phdm dudc dinh
tri trang thai c6 kha nang thao tac va st dung trong hudng kiém soat ham Iudng bach cau trong san pham thu nhan,
khoang thdi gian phu hgp trudc khi hinh thanh mang dong thdi tap trung vao phan doan giau tiéu cau va cac thanh
fibrin. phan sinh hoc lién quan.

Ché pham dudc st dung trong cac ung dung uu tién mai trudng
PRF c6 ham lugng bach cau thap va kha néng cung cdp céc
thanh phan sinh hoc tai vi tri st dung.

Ché pham PRF dang l6ng dugc thu nhan nham duy

Dang ché pham nay phu hgp véi cac Ung dung yéu
cau s dung PRF & trang thai long hoac phéi hap
truc tiép véi vat liéu sinh hoc.

PRF giau bach cau - LR-PRF / LR-5PRF
Gidu bach cdu va tiéu cau

PRF co dién - Classic PRF
Khéi/Mang Fibrin ddc

La dang PRF dugc thu nhan bang phucng phap ly tdm lang, tao
thanh khéi fibrin cé cau tric dic va cé kha ning tao mang sau
qua trinh déng/polymer hoa.

Day la dang ché pham phu hgp véi cac Ung dung yéu cau PRF &
trang thai khéi hodc mang fibrin.

LR-PRF (Leukocyte-Rich PRF) 14 nhém ché pham
dudc dinh hudng duy tri ham lugng bach cau cao
han trong san pham PRF sau ly tam.

Su hién dién déng thsi cua fibrin, tiéu ciu va cac
thanh phan té bao mau tao nén mot ché pham phu
hgp v6i cac Ung dung tai ving mé can hé trg qua
trinh dép Ung va phuc héi sinh hoc.

PRF dang long - Pure-PRF / Pure-iPRF PRF nghéo bach cau - LP-PRF / LP-5PRF
V. E = S \ i 3

’,,A'{\“\ ’ ‘ ,Z’i‘

Hb trg tai tao md, phuc hdi mé mém;; Phéi hgp trong cac quy
trinh tai tao m&; Phéi hgp vai vat liéu ghép sinh hoc phu hgp.

Tiém PRF dang long; Cac ung dung cham soc va tai
tao mé mém; Mesotherapy; Phéi hdp vdi vat liéu
ghép hoac vat liéu sinh hoc phu hgp.

PRF giau bach cau-LR-PRF /LR-5PRF  PRF c6 dién - Classic PRF

Tao mang PRF;

Tao khédi PRF;

Che pht vung mdé

Phéi hdp véi vat liéu ghép;

Hb trg qua trinh lanh thuong va tai tao mé.

H& trg cham soc va phuc hdi mé tdn thuong;: Ung
dung tai ving mé c6 phan ung viém; Hb trg qua
trinh lanh thuong; Cac ung dung lién quan dén
cham soéc vét thuong va moé mém.

4 DINH HUGNG UNG DUNG PRF h

Céc 6ng thu nhan PRF dugc thiét ké dé si dung vSi mau toan phan khéng bé sung chat chéng
déng, theo quy trinh thu nhan va ly tdm dudc xac dinh cho tiing dong san pham.
Céc dic tinh lién quan dén vat liéu 6ng, phu gia/gel phan tach néu cé, phuang phap tiét khuan,
thé tich danh dinh, diéu kién ly tdm va hudng dan st dung phai dudc xac dinh theo hd so ky
thuat tucng Ung clia ting san pham.
Viéc Iua chon déng 6ng PRF can can cu vao:

1.Muc dich st dung ché pham;

2.Trang thai mong muén cua ché pham: dang léng, gel, khéi hodc mang;

3.Pac tinh thanh phan té bao mong muén;

4.Phucng phap va théng s6 ly tam dugc quy dinh;

5.Quy trinh chuyén mén va chi dinh st dung tuong ung.

A.DONG “ONG THU NHAN FIBRIN GIAU TIEU CAU"

THUONG HIEU REGENMEDLAB Regeneaedlab

Dong 6ng thu nhan PRF Regenmedlab bao gém cac ciu hinh chuyén biét cho PRF dang ldng, PRF nghéo bach cau,
PRF giau bach cdu va PRF cb dién.

. " , . . Coéng nghé Hé s6 cb dac n
Ma SP Tén chung loai Thé tich g. ghe/ T A Ly tam
Loai PRF tieu cau
632  RegenmedlabLP-5PRF ~ T-12mL  C° dig?;é;rong / 3x-5x 1000g, 10 phut
633  RegenmedlabLR-5PRF ~ 1-12mL  C° di;?;‘é;r‘-’“g / 3x-5x 1000g, 10 pht
637  RegenmedlabPure-PRE ~ 11-12mL  C° dangtytrong/ 3x-5x 1000g, 10 phut
Pure-PRF
638 RegenmedlabLP-PRE ~ 1-12mL  °° dig?;’é;rc-’”g / 3x-5x 1000g, 10 phut
639 RegenmediabLR-PRE ~ 11-12mL  °® di;‘f’;‘é;m”g / 3x-5x 1000g, 10 phut
454 Regenmedlab Classic PRF  13-14mL Ly tdm l&ng / Classic - 400g, 10 phut
661  RegenmediabPure-iPRF  11-12mL  C° dig?gégrong / 3x-5x 1000g, 10 phut
B. DONG “ONG THU NHAN FIBRIN GIAU TIEU CAU” .32238.
()

THUGONG HIEU BIOTHERAPIE

Dong 6ng thu nhan PRF Biothérapie cung cap cac cau hinh san pham phuc vu thu nhan PRF dang 16ng va PRF dang
khéi/mang theo cac diéu kién ly tam tuong ung.

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

Hé s6 ¢6 dac Ly tam
tiéu cau

Cong nghé /

Ma SP Tén chingloai | Thé tich

Loai PRF

812 Biothérapie Pure PRF | 11-12 mL Pure-PRF (iPRF) 3x-5x 1000g, 10 phut
813 Biothérapie LP-PRF 11-12mL LP-PRF (iPRF) 3x-5x 10004, 10 phut
814 Biothérapie LR-PRF 1M-12mL LR-PRF (iPRF) 3x-5x 1000g, 10 phut
817 Biothérapie Classic PRF | 13 -14 mL PRF c6 dién - 400g, 10 phut
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3.4. DONG SAN PHAM “BO THU NHAN FIBRIN GIAU TIEU CAU “

B6 thu nhan fibrin giau tiéu ciu (PRF Kit) 13 bd san phdm dudc cau hinh nham hd trg qua trinh thu
nhan ché pham fibrin giau tiéu cau tU mau tu than theo quy trinh st dung tuang Ung.

Tuy theo cau hinh san pham, bd dung cu cé thé bao gém 6ng thu nhan PRF va cac dung cu hd
trg 1ay mau, chuyén mau va thao tac v8i ché pham. Viéc tich hgp cac thanh phan trong cung mét
bd gilp chuan hda cac budc thao tac va thuan tién trong qua trinh st dung theo huéng dan cua
nh& san xuét.

Cac bd thu nhan PRF dugc thiét ké khdng s dung chat chéng déng trong 6ng thu nhan, véi cau
hinh va thdng sé ly tdm tuong Ung vdi tiing dong san pham.

A.DONG BO THU NHAN FIBRIN GIAU TIEU CAU

THUONG HIEU REGENMEDLAB Regen 0o edlab

Dong san pham Regenmedlab PRF Kit dugc cung cap vdi nhiéu cau hinh khac nhau, bao gém
phién ban s dung 01 hodc 02 6ng thu nhan, dap (ing cac quy trinh thu nhan Pure-PRF, LP-PRF
va LR-PRF.

" . . 2 o: Cong nghé . Ly tam
Tén chung loai Thé tich g. ghe/ Hoat hoa 4
: Loai PRF :
Regenmedilab 5PRF , . . 1000g /
390 Kit V1 11 -12 mL mau (16ng) Pure-PRF (iPRF) 10 phut
Regenmedlab 5PRF . " . 1000g/ 8
389 Kit V2 22-24 mL mau (2 6ng) Pure-PRF (iPRF) ohit
Regenmedlab LP- . p . 1000g /10
628 5PRF Kit V1 11 -12 mL mau (1 6ng) LP-PRF (iPRF) oht
Regenmediab LP- , A, . 1000g /10
629 5PRF Kit V2 22-24 mL mau (2 6ng) LP-PRF (iPRF) ohit
Regenmediab LR- . A, . 1000g /10
630 5PRE Kit V1 11 -12 mL mau (1 6ng) LR-PRF (iPRF) oht
Regenmediab LR- B . p ) . . 1000g /10
631 5PRE Kit V2 22-24 mL mau (2 6ng) LR-PRF (iPRF) ohit
Regenmedlab Pure- B . p ) . . 1000g /10
460 PRE Kit 22-24 mL mau (2 6ng) Pure-PRF (iPRF) ohit
Hoat hoa tu
Regenmediab Pure- . " . nhién sau 15—
660 iPRE Kit 22-24 mL mau (2 6ng) Pure-PRF (iPRF) 20 phtit & —
370C
Regenmedlab LP- . y . 1000g / 10
461 PRE Kit 22-24 mL mau (2 6ng) LP-PRF (iPRF) oht
Regenmedlab LR- . A, . 1000g /10
462 PRE Kit 22-24 mL mau (2 6ng) LR-PRF (iPRF) ohit
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Thanh phan b dung cu di kém:

4 N\
ﬁ Hoat héa bang éng
> PRF Activator (tru
, mé 660).
Kim lay mau 6ng Gac Bang Bom tiém
chan khéng giit kim tam con ca nhan dau xoén 10mL
L V@ cdc thanh phan phu trg khdc theo cdu hinh cta tirng bé sdn phdm )
B. DONG “BQ THU NHAN FIBRIN GIAU TIEU CAU" .iiig.

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

THUGNG HIEU BIOTHERAPIE

Dong san pham Biothérapie PRF Kit dudc cau hinh cho cac quy trinh thu nhan Pure-PRF, LP-PRF
va LR-PRF. Cac bd san phadm dudc cung cap theo cau hinh 02 éng thu nhan, vai tdng thé tich
mau tham chiéu 22-24 mL.

Cong nghé /
Loai PRF

Thé tich Ly tam

Tén chung loai

Hoat hoa

804  Biothérapie Pure-PREKit = 22 24 ML mau Pure-PRF Hoathoaty 1,004 /10 phat
(2 6ng) nhién
805 Biothérapie LP-PREKit | 22 24 ML mau LP-PRF Hoathoatd 44664 /10 phut
(2 6ng) nhién
806 Biothérapie LR-PREKit 22 24 ML mau LR-PRF Hoathoatd 1540 /10 phat
(2 6ng) nhién
Thanh phan b dung cu di kém:
e N\
@ﬁ
chan khéng gitr kim ca nhéan dau xoan 10mL
V@ cdc thanh phan phu trg khdc theo cdu hinh cta tiing bé sén phdm.
. J
Nguyén tic sif dung

Viéc lua chon va s dung bd thu nhan PRF can cdn cui vao muc dich st dung, loai ché phdm
mong muén, thé tich mau thu nhan va théng sé ly tam dudc quy dinh cho tiing ma san pham.
Ngudi st dung can tuan thi hudng dan st dung, diéu kién bao quan, yéu cau vé khuan va cac
théng sé ky thuat tusng Ung véi tiing san pham.

Khoéng tu y thay dbi thong s6 ly tdm hodc cdu hinh s dung néu chua cé cd sd xac nhan tinh
tuong thich va kha nang tao ché pham theo thiét ké clia san pham.
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P23
Regeneaedlab BIOTH.EXRAPIE

INSTITUT DE MEDECINE REGENERATIVE

DU LIEU CHAT LUONG,
AN TOAN SINH HOC &
KIEM SOAT CHAT LUONG

Vién Té bao gbc, Trudng Dai hoc Khoa hoc tu nhién, PHQG-HCM
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I 4.1. TIEU CHUAN VO TRUNG & AN TOAN SINH HOC

Chat lugng cla hé théng 6ng thu nhan PRP/PRF khéng chi phu thudc vao thiét ké va vat liéu
c4du thanh ma con phu thudc vao kiém soat vo khuan, gisi han ndi ddc t6 va cac chi tiéu an toan
sinh hoc clia san pham.

Cac san pham 6ng thu nhan PRP/PRF cua Regenmediab va Biothérapie dugc san xuat va kiém
soat theo cac yéu cau ky thuat tusng Ung vdi tiing san pham, nham dam bao tinh phu hgp cho
muc dich si dung dudc nha san xuét céng bé.

@ TIEU CHUAN VO TRUNG & AN TOAN SINH HOC

X n. . . >
o Cong nghé tiét trung v
Céc san pham 6ng thu nhan PRP/PRF dugc cung cép & trang thai vé trung va &\"’%
dugc xu ly bang phuong phap tiét khuan phu hgp vdi thiét ké san pham.
Tuy theo tling dong san pham va quy trinh san xuét, phudng phap tiét khuan cé
thé bao gém:

Buc xa Gamma / Chum tia dién tu (E-beam)
Quy trinh tiét khuan dugc kiém soat theo céc thdng s6 da dudc xac dinh va tham
dinh déi véi ting san pham. - &y

Luu y: Liéu tiét khuan cu thé dudc xac dinh theo hd sa ky thuat va quy trinh tham
dinh cta nha san xuat.

@> Kiém Soat Chi Tiéu Noi Doc To I
Noi doc té6 Endotoxins < 0,5-1 EU/mL: Ham ludng lipopolysaccharide (LPS) tuf ‘
mang vi khuan Gram am dudc kiém soat 8 mic dudi 1 EU/mL

Cac chi tiéu lién quan dén tinh chat sinh hoc va hoéa ly ctia ché pham PRP/PRF sau thu nhan cé
thé dugc s dung dé danh gia tinh nhat quan cla quy trinh va dac tinh cta san pham.

Cac chi tiéu co thé bao gébm: pH; Ham lugng hoic ty 1& cac thanh phan té bao mau; Ham lugng
tiéu cau;Ham lugng bach ciu; Muc do loai bd hong ciu; Thé tich ché pham thu nhan; Céac chi
tiéu sinh hoc khac theo tiéu chuén ky thuat clia ting san pham.

N

( (

o> Duy tri tri s6 pH sinh ly @) Do tinh sach hong cau toi da
pH cua ché pham sau thu nhan 14 mét trong nhing chi tiéu
cé thé dugc suf dung dé danh gid dic tinh héa ly cla san
pham. P&i v8i cac san pham co di liéu kiém soat pH,
khoang gia tri pH dudc xac dinh theo tiéu chuan ky thuat
cua tling dong san pham.
Néu st dung céc gia tri tham chiéu cu thé nhu:

¢ Regenmediab: pH 7,0-7,5

« Biothérapie: pH 7,5-7,9
Y nghia cla viéc kiém soat pH
Duy tri d&c tinh héa ly phu hgp cuia ché phdm gép phan dam
bao tinh tuong thich cla san pham véi quy trinh st dung
theo hudng dan clia nha san xuét.
Khong nén s dung cac cum tU nhu “triét tiéu cdm giac dau
buét” “ngan bong rat" hodc “khéng gay dau” néu chua cé
nghién ctiu 1am sang truc tiép ching minh méi lién hé nhan
qua gilfa théng s6 pH cuia san pham va cac két cuc nay.

Loai b6 >99% héng cau: Cong nghé ly tam
dang ty trong bang Gel Polymer tu dong tao rao
can vat ly ngan cach tuyét déi khéi hdng cau
chim & day 6ng khoi I16p PRP/PRF mau vang
rém phia trén.

Kiém soat cac yéu t6 cé thé anh hudng dén
chat lugng san pham: Viéc loai bd héng cau
giup ngan chan hién tugng tan mau giai phong
Hemoglobin va sat tu do (Fe?*). Sat tu do |a tac
nhan kich hoat phan ung Fenton sinh cac géc
tu do oxy hoa (ROS) cé thé gay tén thuong
mang hoat dich khép hoac kich hoat hién tugng
tdng sic t6 sau viém (PIH) trong diéu tri thdm
my da.
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I 4.3 BANG CHUNG PHAN TiCH TE BAO & THU NGHIEM LAM SANG

Chat lugng ché phdm PRP/PRF sau thu nhan phu thudc vao nhiéu yéu t6, bao gébm dac tinh mau
mau ban dau, thé tich mau thu nhan, cau hinh éng, diéu kién ly tdm va quy trinh thao tac sau ly
tam.

‘D Dit liéu dinh lugng té bao chusn hoa

Hé s6 c6 dac tiéu cau sinh ly vang (3x - 5x): Ché pham dat néng
do tiéu cau co dac tang tU 3 dén 5 lan so véi muc nén trong mau
ngoai vi (tuong duong mat dé thanh pham 1.000.000 - 1.500.000
tiéu cau/uL).

Hiéu suat thu hai tiéu cau (Platelet Recovery Rate):
« Dat 270%: Déi véi cac dong ché pham Pure-PRP, Pure-PRF.
e Dat 280%: Doi vSi cac dong ché pham giau bach ciu LP-PRP
va LP-PRF.
« Dat = 90%: Déi véi cac dong ché pham giadu bach cau LR-PRP
va LR-PRF.

@ DPong hoc giai phéng yéu to tang trudng (GFs Kinetics)

DPong hoc dong PRP (Giai doan bung phat cap tinh): Khi dugc hoat
hoa bsi CaCl, hodc Collagen mé, tiéu cau trong PRP giai phdng
bung phat >95% lugng yéu té tang trudng (PDGF, VEGF, TGF-B1,
EGF) trong 1 dén 2 gi& dau tién, tao ngon Ita sinh hoc kich hoat tuic
thi qua trinh phan bao va tang sinh té bao.

Pong hoc dong PRF (Phéng thich kéo dai bén viing): Mang Iu6i
sgi Fibrin 3D polymer hoa tu nhién bay gilt cac yéu t6 ting trudng
va giai phdng cham rai, tuyén tinh kéo dai lién tuc trong 7 dén 14
ngay theo téc dd phan ra sinh hoc cua mang Fibrin, tao tin hiéu
kich thich lanh thuong lau dai cho cac vét loét man tinh va héc
khuyét mé.

Noi doc td thap
Endotoxins < 0,5-1 EU/mL
Pyrogen - free

Co dac tiéu cau
O 3x-5x ndng dé nén
1.000,000 - 1.500,000 PLT/uL

Vé trung tuyét doi
Tiét trung Gamma /
E-beam (= 25 kGy)

pH sinh ly Hiéu qua
hy

6n dinh 2 antoan
70 - 75 (Hoac 75 - 7,9) H6 trg lanh thucng
An toan - dé chiu & it bién chiing

@ Giai phong
tang truéng

Bung phat 1-2 gia (PRP)
Kéo dai 7 - 14 (PRF)

PHAN 4

DU LIEU CHAT LUGNG, AN TOAN SINH HOC & KIEM SOAT CHAT LUGNG

@ BANG TONG HOP CHi SO KIEM SOAT CHAT LUGNG (CMC) THANH PHAM

Chi tiéu chat
lugng

Gia tri / Tiéu chuan dat chuan

Y nghia y khoa & Lam sang

Tiét trung Gamma (= 25 kGy) / E-

Kiém soat nguy cd nhiém vi sinh trong qua trinh thu

Do vo trung beam nhan va st dung ché phadm theo muc dich s dung
cla san pham.
Kiém soat muic ndi doc t6 clia san pham, gép phan
Noi doc to bao dam yéu cau an toan sinh hoc (nhu phong

(Endotoxins)

< 0,5-1EU/mL & Pyrogen-free

ngla sé¢ nhiém ddc, phan (ng sét va hoai ti mé...)
khi st dung theo chi dinh.

Hiéu suat thu hoi
tiéu cau

> 70% (Pure-PRP/LP-PRP) dén >
80% (LR-PRP)

Thé hién kha nang thu nhan va bao toan tiéu cau tu
lugng mau ban dau trong qua trinh xt ly.

Tang 3x - 5x ndng dd nén, tuong
Ung mat dé 1.000,000 - 1.500,000
PLT/pL

Tao ché pham c6 néng dé tiéu ciu cao hon so vdi
mau mau ban dau, la mdt dac tinh quan trong cua
ché phadm PRP/PRF nhu hé trg kich hoat tai tao mé.

Do tinh sach
héng cau

Loai bd > 99% héng cau (< 0,5%
RBCs)

Giup kiém soat thanh phan héng céu trong ché
pham va nang cao tinh nhat quan cla thanh phan
té bao, ha ché su hién dién cua cac thanh phan
khéng mong muén gay giam chét lugng san pham
(nhu géc tu do ROS), ti d6 hé trg giam tac déng
gay dau buét va PIH.

Tri s6 pH sinh ly

7,0-7,5 (hoac7,5-7,9)

Tao cam giac ém diu, khéng gay séc nhiét/acid tai
mo tiém.

Chiing nhan
phap ly

Thiét bi Y té Loai B

DPay du hd so luu hanh

* Cac thong sb co6 thé thay doi theo tiing ma san pham, ciu hinh 6ng, thé tich mau, dic

diém mau mau ban dau va quy trinh ly tam. Gia tri cong b6 trong catalog dugc ap dung theo

tiéu chuan ky thuat va hé so cla tiing san pham.

Cong bé Thiét bi Y té Loai B
DPay d0 hé so luu hanh san pham
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HUGNG DAN VAN HANH,
MA SAN PHAM &
DICH VU HO TRO

PHANS5 | HUGNG DAN VAN HANH, MA SAN PHAM & DICH VU HO TRO Trang 36

5.1. QUY TRINH THAO TAC CHUAN (SOP) &

THONG SO LY TAM KHUYEN NGHI

Su thanh cbng cua liéu phap tai tao mé tu than doi hoéi viéc tuan thu nghiém ngat quy trinh thao
tadc chudn (SOP) tU khau thu nhan mau, cai dat thong s6 ly tdm, dén khau hoat hda va
tiém/ghép ché pham.

BANG THONG SO LY TAM CHUAN HOA DUNG CHO CAC DONG ONG VA BO

s N ChatChéng | LuclLyTam | ThgiGianLy | NhiétDd
Nhém Dong San Pham . ) A s
9 Péng (RCF/g- Tam Van Hanh
force)
Dbng PRP ACD-A (Regenmedlab 20°C - 25°C
LP-5PRP, LR-5PRP, ‘Pure:—PR'P, ACD-A 1000g 8 phUt (Nhlét d6
LP-PRP, LR-PRP, Biothérapie :
. phong)
Beauté PRP)
Dong PRP Sodium Citrate 20°C-25°C
(Biothérapie Pure-PRP, LP-PRP, Sodium Citrate 10009 10 phut (Nhiét a6
LR-PRP) phong)
Dong PRF Gel Dang Ty Trong Khong chat 20°C - 25°C
(Regenmedlab 632, 633, 637, Png CA a 10009 10 phut (Nhlét df)
638, 639, 661, Biothérapie 812, chong dong phong)
813, 814, PRF Kits)
Dong PRF C4 ién (Classic PRF) Khéng chét ) 20°C-25°C
(Regenmediab Classic-PRF 454, N 400g 10 phut (Nhiét dé
SN ; chong déng s
Biothérapie Classic PRF 817) phong)

Vién Té bao gbc, Trudng Dai hoc Khoa hoc tu nhién, PHQG-HCM

NGUYEN TAC VAN HANH VA KIEM SOAT QUA TRINH

Dé dam bao tinh nhat quan cua ché pham PRP/PRF, viéc sif dung 6ng thu nhan can tuan tha cac
théng s6 ky thuat va hudng dan st dung dudc xac dinh cho tiing san pham.
Cac yéu t6 can kiém soat bao gom:

o Thé tich mau thu nhan;

 Thdi gian tu khi lay mau dén khi bat dau ly tam;

« Loai va cau hinh éng thu nhan;

o To6c do/luc ly tdm va thdi gian ly tam;

e Loai rotor va ban kinh rotor cua may ly tam;

« Diéu kién thao tac sau ly tam;

« Thai gian st dung ché pham sau khi thu nhan.
Théng s6 RCF (xg) nén dudc uu tién st dung thay cho RPM khi mé ta diéu kién ly tam, do RCF
phu thudc vao ban kinh rotor va cé tinh tucsng déng cao hon gilta cac thiét bj ly tdm khac nhau.
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5.2. BANG MA SAN PHAM

Bang téng hgp chi tiét ma san pham (SKU), thuang hiéu, quy cach déng géi va phan loai phu
kién:

A.DANH MUC DONG ONG THU NHAN HUYET TUGNG GIAU TIEU CAU

Tén Ma Thuong  Phan Loai
chiing loai Hép 100 Hiéu Ché Pham
o Ong PRP
%
1 | Blotheraple | g5 | g0g-25 | 808-50 | s08-100 | #% (Sodium
Pure-PRP BIOTHERAPIE
e Citrate)
. Ong PRP
%
p | Bothéraple | 450 | g09-25 | 809-50 | 809-100 | (Sodium
LP-PRP BIOTHERAPIE
C Citrate)
o Ong PRP
%
3 Biothérapie 310 810-25 810-50 810-100 -22.:!- (Sodium
LR-PRP BIOTHERAPIE .
| Citrate)
Biothérapie ) - - °32§§° Ong PRP
4 | peauteprp | 840 | 840-25 | 840-50 | 840-100 | EE |0 P
Regenmedilab 6ng PRP
) 3 , @edlab
5 LP-5PRP 626 626-25 626-50 626-100 @aedla (ACD-A)
Regenmedilab 6ng PRP
_ . _ sedlat
6 LR-5PRP 627 627-25 627-50 627-100 @aedlab (ACD-A)
Regenmedilab éng PRP
_ 3 , edlab
7 oo o.prp | 634 | 634-25 | 634-50 | 634-100 it | DAY
Regenmedilab 6ng PRP
_ _ _ sedlab
8 | pPRD 635 | 635-25 | 635-50 | 635-100 coedsh | 0 oDoA)
Regenmedlab 6ng PRP
_ _ - seedlab
9 LR-PRP 636 636-25 636-50 636-100 @aedla (ACD-A)

STT LE Thudng Higu  Fhan Loai
chung loai Ché Pham
Regenmediab 6ng PRF
- - - ©d
10 LP-5PRE 632 632-25 | 632-50 | 632-100 aedlab (iPRF)
Regenmediab 6ng PRF
- - - ©d
1" LR-5PRE 633 633-25 | 633-50 | 633-100 aedlab (iPRF)
Regenmediab éng PRF
- - - ©d
12 Pure-PRF 637 637-25 | 637-50 | 637-100 aedlab (iPRF)
Regenmediab 6ng PRF
- - - ©d
13 LP-PRE 638 638-25 | 638-50 | 638-100 aedlab (iPRF)
Regenmediab 6ng PRF
- - - ©d
14 LR-PRE 639 639-25 | 639-50 | 639-100 aedlab (iPRF)
15 | Regenmediab | o) | 454-25 | 454-50 | 454-100 eoediab | M9 PRF €0
Classic-PRF dién
Regenmedlab ]
16 Pure-iPRF 661 661-25 | 661-50 | 661-100 eoedlab Ong iPRF
Tube
Biothérapie Xzi Ong PRF
17 812 | 812-25 | 812-50 | 812-100 RO0s )
Pure-PRF BIO THERAPIE (iPRF)
Biothérapie 222 Ong PRF
18 813 | 813-25 | 813-50 | 813-100 ofeid .
LP-PRF BIOTHERAPIE | (PRF)
Biothérapie Xxi Ong PRF
19 814 814-25 | 814-50 | 814-100 % .Z‘ .
LR-PRF BIOTHERAPIE | (PRF)
. , . z £
g0 | Bilotherapie | .0 | g17.95 | 817-50 | 817-100 2 Ong PRF
Classic PRF BIOTHERAPIE co dién




5.2. BANG MA SAN PHAM

B. DANH MUC BO THU NHAN TOAN DIEN (KITS PORTFOLIO)

Tén
chung loai

PHAN 5

S60ng/ Loai
Thé tich Ch’é
mau Pham

Thuong
Hiéu

Thanh Phan Phu

Pi Kem

Kim 14y mau chan khéng, éng gil

STT

Tén
chuing loai

S60Ong/

Thé tich

mau

Thucong
Hiéu

Thanh Phan Phu
Pi Kem

Kim Iay mau chan khéng, éng

Biothérapie 2 éng i i, gilt kim, 2 gac tam con, bang
T pure-prrkit %% (p00omy PUEPRP B.OTH‘E’i ApiE C4nhan, 2 bom tiém dau
x0an 10mL, 6ng néi 3 chac
Kim 14y mau chan khéng, éng
,  Biothérapie  go 2 éng LP_PRP o gir kim, 2 gac tdm cén, bang
LP-PRP Kit (20-22 mL) BIOTHERAPIE Ca nhan, 2 bom tiém dau
x0&n 10mL
Kim Iay mau chan khéng, éng
3 Biothérapie 802 2 6ng LR-PRP .252;. gitr kim, 2 gac tam con, bang
LR-PRP Kit (20-22 mL) BIOTHERAPIE Ca nhéan, 2 bam tiém dau
x0&n 10mL
Biothérapie . % K}Cr:\kI.ay n21au Crl?n kh?ngt;vong
4 Beauté PRP 820 26ng Pure-PRP R30S gikim, < gac tam con, bang
Kit (20-22 mL) BIOTHERAPIE Ca nhan, 2 bam tiém dau
x0én 10mL
Regenmediab 2 éng Kim tt\u miau, o[1g g|u’ klmA, 2
5 5PRE Kit V2 389 26-8 Pure-PRF @aedlab  gac tdm cbn, bang ca nhan, 2
(26-28 mL) bom tiém dau xoén 10mL
Regenmedlab . Kim thu mau, 6ng gil kim, 2
6 LP-5PRF Kit 629 ) 2;”9 LP-PRF @aedlab  gac tdm cdn, bang ca nhan, 2
V2 (26-28 mL) bom tiém dau xoén 10mL
Regenmediab . Kim thu méu, 6ng gitf kim, 2
7 LR-5PRF Kit 631 2 6ng LR-PRF @aedlab  gac tdm cén, bang ca nhan, 2
V2 (26-28 mL) bom tiém dau xoén 10mL
Kim lay mau chan khéng, éng
Biothérapie 2 éng i '2123' gilt kim, 2 gac tam con, bang
8 Pure-PRP Kit 800 (20-22 mL) Pure-PRP BlOTVH.E.R,,A‘PIE ca nhan, 2 bdm tiém dau
‘ N x04n 10mL, 6ng ndi 3 chac
Kim lay mau chan khéng, éng
9 Biothérapie 801 2 6ng LP-PRP .zisfg. gill'J kirAn, 2 gac téT Cén; bang
LP-PRP Kit (20-22 mL) BIOTHERAPIE Ca nhéan, 2 bam tiém dau

x0an 10mL

Regenmedlab 146 2 6ng Pure-PRP oo kim, 2 gac tdm cc‘)n,‘bénglcé
5PRP Kit (20-22 mL) nhan, 2’ bom ’tiém dau xoan
10mL, 6ng ndi 3 chac
. Kim 14y mau chan khéng, éng gil
R;g:l:;t_atd\lla‘lb 376 1ong Pure-PRP @aedlab  kim, 2 gac tdm cén, bang cé
: (101 mL) nhan, 2 bom tiém dau xoan 10mL
B Kim 14y mau chan khéng, éng gil
Regenmediab 4., 1ong LP-PRP @oedlab  kim, 2 gac tam cén, bang ca
LP-5PRP V1 (10-11 mL) nhan, 2 bom tiém dau xoan 10mL
Regenmedlab y Kim lay méu chan khong, éng gilr
LP-5PRP Kit 623 20 ;);g 0 LP-PRP @aedlab  kim, 2 gac tdm cdn, bang ca
V2 —s2m nhan, 2 bom tiém dau xoan 10mL
Regenmedlab 16 Kim lay méu chén khoéng, ong gitt
LR-5PRP Kit 624 0 ;>1ng ] LR-PRP @aedlab  kim, 2 gac tdm con, bang ca
V1 (10-11 mL) nhan, 2 bom tiém dau xoan 10mL
Regenmedlab 0§ Kim lay méu chén khong, éng gill
LR-5PRP Kit 625 (20 202”9 0 LR-PRP @aedlab  kim, 2 gac tdm con, bang ca
V2 —eem nhan, 2 bom tiém dau xo4n 10mL
Kim Iay mau chan khéng, éng gil
Regenmediab 457 2 6ng Pure-PRP ooediab kim, 2 gac tam cén,‘béng'cé
Pure-PRP Kit (20-22 mL) nhén, 2 bom tiém dau xoan
10mL, 6ng néi 3 chac
. Kim 14y mau chan khéng, éng gilf
Riﬂe:;’:i':b 458 2 6ng LP-PRP woedlab  kim, 2 gac tAm c6n, bang ca
(20-22 mL) nhan, 2 bom tiém dau xoan 10mL
. Kim 14y mau chan khéng, éng gil
Regenmedl.ab 459 206ng LR-PRP @aedlab  kim, 2 gac tdm cén, bang cé
LR-PRP Kit (20-22 mL)

nhan, 2 bom tiém dau xoan 10mL

C.BO DUNG CU PHU TRO

1 kim 18y mau canh budm 21-22G, 16ng gil kim, 1 kim

dai,2 bom tiém dau xoan 10 mL.

su dung hoat héa dung dich PRP.

Quy céch 1 mL trong éng nghiém v trung,




PHAN 5

5.2. BANG MA SAN PHAM

B. DANH MUC BO THU NHAN TOAN DIEN (KITS PORTFOLIO)

STT

Tén
chuing loai

S60Ong/

Thé tich

mau

Thucong
Hiéu

Thanh Phan Phu
Pi Kem

Kim Iay mau chan khéng, éng

Biothérapie 2 éng i i, gilt kim, 2 gac tam con, bang
T pure-prrkit %% (p00omy PUEPRP B.OTH‘E’i ApiE C4nhan, 2 bom tiém dau
x0an 10mL, 6ng néi 3 chac
Kim 14y mau chan khéng, éng
,  Biothérapie  go 2 éng LP_PRP o gir kim, 2 gac tdm cén, bang
LP-PRP Kit (20-22 mL) BIOTHERAPIE Ca nhan, 2 bom tiém dau
x0&n 10mL
Kim Iay mau chan khéng, éng
3 Biothérapie 802 2 6ng LR-PRP .252;. gitr kim, 2 gac tam con, bang
LR-PRP Kit (20-22 mL) BIOTHERAPIE Ca nhéan, 2 bam tiém dau
x0&n 10mL
Biothérapie . % K}Cr:\kI.ay n21au Crl?n kh?ngt;vong
4 Beauté PRP 820 26ng Pure-PRP R30S gikim, < gac tam con, bang
Kit (20-22 mL) BIOTHERAPIE Ca nhan, 2 bam tiém dau
x0én 10mL
Regenmediab 2 éng Kim tt\u miau, o[1g g|u’ klmA, 2
5 5PRE Kit V2 389 26-8 Pure-PRF @aedlab  gac tdm cbn, bang ca nhan, 2
(26-28 mL) bom tiém dau xoén 10mL
Regenmedlab . Kim thu mau, 6ng gil kim, 2
6 LP-5PRF Kit 629 262 ;;‘9 ] LP-PRF @aedlab  gac tdm cdn, bang ca nhan, 2
V2 (26-28 mL) bom tiém dau xoén 10mL
Regenmediab . Kim thu méu, 6ng gitf kim, 2
7 LR-5PRF Kit 631 2 6ng LR-PRF @aedlab  gac tdm cén, bang ca nhan, 2
V2 (26-28 mL) bom tiém dau xoén 10mL
Kim lay mau chan khéng, éng
Biothérapie 2 éng i '2123' gilt kim, 2 gac tam con, bang
8 Pure-PRP Kit 800 (20-22 mL) Pure-PRP BlOTVH.E.R,,A‘PIE ca nhan, 2 bdm tiém dau
‘ N x04n 10mL, 6ng ndi 3 chac
Kim lay mau chan khéng, éng
9 Biothérapie 801 2 6ng LP-PRP .zisfg. gill'J kirAn, 2 gac téT Cén; bang
LP-PRP Kit (20-22 mL) BIOTHERAPIE Ca nhéan, 2 bam tiém dau

x0an 10mL

. 86 6“ S 2
Tén ,- 'g J Thanh Phan Phu
STT . . Thé tich i
chung loai . bi Kem
mau
Kim 18y mau chan khéng, éng gilt
1 Regenmet?llab 146 2 6ng Pure-PRP coedlab kim, 2 g‘?c tarp conl bang caA’nhan,
5PRP Kit (20-22 mL) 2 bom tiém dau xoan 10mL, 6ng
ndi 3 chac
. Kim 18y mau chan khéng, éng gilt
2 R;g;gr;id\lljb 376 1ong Pure-PRP @aedlab  kim, 2 gac tdm cén, bang ca nhan,
! (101 mL) 2 bom tiém dau xoan 10mL
B Kim 1ay mau chan khéng, 6ng gilt
3 Regenmediab o), 1ong LP-PRP @aedlab  kim, 2 gac tAm cdn, bang c& nhan,
LP-SPRP V1 (10-1 mL) 2 bom tiém dau xodn 10mL
Regenmediab . Kim lay mau chan khéng, éng gil
4 LP-5PRP Kit 623 2 0ng LP-PRP @aedlab  kim, 2 gac tdm cdn, bang ca nhan,
V2 (20-22 mL) 2 bom tiém dau xodn 10mL
Regenmedlab B Kim 18y mau chan khéng, éng gilt
5 LR-5PRP Kit 624 1ong LR-PRP @aedlab  kim, 2 gac tdm con, bang ca nhan,
Vi (10-T1 mL) 2 bom tiém déu xo&n 10mL
Regenmedlab . Kim 18y mau chan khéng, éng gilt
6  LR-5PRPKit 625 2 ong LR-PRP @aedlab  kim, 2 gac tm cén, bang ca nhan,
V2 (20-22 mL) 2 bom tiém déu xo&n 10mL
Kim Iay mau chan khéng, éng gil
Regenmediab 2 éng kim, 2 gac tdm con, bang ca nhan,
457 Pure-PRP < . .
7 pure-PRP Kit (20-22 mL) @@edlab 5 bom tiem déu xoén 10mL, éng
ndi 3 chac
) Kim 18y mau chan khéng, éng gilt
8 Rige:;’:i',:b 458 2 6ng LP-PRP aedlab  Kkim, 2 gac tim cén, bang ca nhan,
! (20-22 mL) 2 bom tiém dau xodn 10mL
. Kim 18y mau chan khéng, éng gilt
9 RigResz:iI:b 459 2 0ng LR-PRP @aedlab  kim, 2 gac tdm cdn, bang ca nhan,
! (20-22 mL) 2 bom tiém dau xoan 10mL

C.BO DUNG CU PHU TRO

1 kim 18y mau canh budm 21-22G, 16ng gil kim, 1 kim

dai,2 bom tiém dau xoan 10 mL.

su dung hoat héa dung dich PRP.

Quy céch 1 mL trong éng nghiém v trung,
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Trang 43

I THONG SO Ki THUAT TUNG SAN PHAM

Chung loai Ma SP
LP-5PRF 632

Hop 25 6ng LP-5PRF 632-25

Hop 50 6ng LP-5PRF 632-50

Hop 100 éng LP-5PRF 632-100

ONG THU NHAN FIBRIN GIAU TIEU CAU

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

F F:

I Regen@aediab
s 633

R s

Regeneaedlab

PHAN 6

THONG SO Ki THUAT TUNG SAN PHAM

ONG THU NHAN FIBRIN GIAU TIEU CAU

Chung loai Ma SP
LR-5PRF 633

Hop 25 6ng LR-5PRF 633-25

Hop 50 6ng LR-5PRF 633-50

Hép 100 6ng LR-5PRF 633-100

Trang 44

Regeneaedlab

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 1mL-12mL
2 Coéng nghé phan tach tiéu cau Li tdm dang ti trong bang gel
3 Chéat chéng déng Khéng
4 Loai PRP/PRF LP-PRF (iPRF)
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x ndng dd nén
6 D4 tinh sach héng cau Loai b > 99% héng cau
7 Tri s6 pH cua ché pham 70-75
8 Do vo trung I;é;;rl‘;g?/)Gamma
9 Ching nhan & Phap ly Thiét bi Y té Loai B
10 Théng s6 ly tam Li tdm 11an: téc dd 1000g trong 10 phut

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau MmL-12mL
2 Céng nghé phan tach tiéu cau Li tdm d&ng ti trong bang gel
3 Chat chéng déng Khéng
4 Loai PRP/PRF LR PRF (iPRF)
5 Hé s6 cd dic tiéu cau Tang 3x - 5x nébng dd nén
6 Pé tinh sach héng cau Loai b6 > 99% hdng cau
7 Tri s6 pH cua ché pham 70-7,5
8 Do vo trung Tiét trung Gamma (= 25 kGy)
9 Ching nhan & Phap ly Thiét bi Y té Loai B
10 Théng s6 ly tam Li tdm 11an: téc dd 1000g trong 10 phut




Trang 45

Regenmedlab Pure-PRF

ONG THU NHAN FIBRIN GIAU TIEU CAU

Chung loai Ma SP
637

Hoép 25 6ng Regenmediab

Pure-PRF

Pure-PRF 637-25
Hop 50 6ng Regenmedlab
v 7_
Pure-PRF 637-50
Hbp 100 6ng Regenmedlab 637-100

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

ff

e
NG g,
-
Sy RFTuge

Regeneaedlab

PHANG | THONG SO Ki THUAT TUNG SAN PHAM

@ ONG THU NHAN FIBRIN GIAU TIEU CAU

Chiing loai sl
Regenmedlab LP-PRF 638
Hop 25 6r|1g_F;29Fenmedlab 638-25
Hop 50 6r:g_l?3;gFenmedlab 638-50
Hop 100 6||_1|39_E:§enmedlab 638-100

[ Regenediab )
(msmer] 638 11 ml
NG PRF TUBE
o = = =

Trang 46

Regeneaedlab

=

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan

1 Thé tich mau MmL-12mL
2 Cong nghé phan tach tiéu cau  Litdm déng ti trong bang gel
3 Chat chéng déng Khéng
4 Loai PRP/PRF Pure PRF (iPRF)
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 Db tinh sach héng ciu Loai bd > 99% hdng cau
7 Tri s6 pH clia ché pham 70-75

PN Tiét trung Gamma
8 Do vo trun i

: g (= 25 kGy)
9 Chuing nhan & Phéap ly Thiét bi Y té Loai B

e Li tdm 1 14n: téc d6 1000g trong 10

10 Thong s6 ly tam ohit

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan

1 Thé tich mau MmL-12mL
2 Cong nghé phan tach tiéu cau  Litdm déng ti trong bang gel
3 Chat chéng déng Khéng
4 Loai PRP/PRF LP PRF (iPRF)
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 Db tinh sach héng ciu Loai bd > 99% hdng cau
7 Tri s6 pH clia ché pham 70-75

PN Tiét trung Gamma
8 Do vo trun i

: g (= 25 kGy)
9 Chuing nhan & Phéap ly Thiét bi Y té Loai B

e Li tdm 1 1an: téc d6 1000g trong 10

10 Thong s6 ly tam ohit




Trang 47

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

e ONG THU NHAN FIBRIN GIAU TIEU CAU  Regen@aed|ab

Chung loai Ma SP ' '
Regenmedlab LR-PRF 639
Hop 25 6ng Regenmedlab i {A : ‘~ :
LR-PRF 039-25 3
6p 50 6ng Regenmedla e ie° -
639-50
LR-PRF > |
Hop 100 6ng Regenmedlab b
C -1 .
LR-PRF 039-100 2 L
W
Y
-

PHANG | THONG SO Ki THUAT TUNG SAN PHAM

Trang 48

@} ONG THU NHAN FIBRIN GIAU TIEU CAU Regeneedlab

Chung loai Ma SP

Regenmedlab Classic-PRF 454
Hop 25 6ng Regenmediab
; 454-25
Classic-PRF
Hép 50 6ng Begenmedlab 454-50
Classic-PRF
Hép 100 6ng Regenmedlab 454-100

Classic-PRF

Regencaedia
) 454

=
-

o
A/E

T Regen@wediab )
[msemer| 454 1 ml
NG PRF | PRF TUBE
R - (= =
b '

L
Ak .
_

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau TMmL-12 mL
2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khéng
4 Loai PRP/PRF LR PRF (iPRF)
5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén
6 Do tinh sach héng cau Loai bo > 99% hdng cau
7 Tri s6 pH ctia ché pham 70-75
8 Do vo trung 'I;isét2t5rukn§y§;amma
9 Chuing nhan & Phap ly Thiét bi Y té Loai B
10 Thong s6 ly tam :Ltjtm 11an: té¢c d6 1000g trong 10

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 13 mL-14 mL
2 Cong nghé phan tach tiéu cau  Litam lang théng thuéng
3 Chat chéng déng Khéng
4 Loai PRP/PRF PRF c6 dién
5 Hé sb cb dac tiéu cau -
6 Hiéu suat thu hoi tiéu cau -
7 Do tinh sach héng cau -
8 Tri s6 pH cua ché phdm 70-75
9 Do vo trung Tiét trung Gamma

' (< 25 KGy)

10 Chiing nhan & Phap ly Thiét bi Y té Loai B

1 Théng s6 ly tdm

Li tdm 11an, téc dd 400g trong 10 phut




Trang 49

0 ONG THU NHAN FIBRIN GIAU TIEU CAU  Regen@aed|ab

Chung loai Ma SP
Regenmedlab Pure-iPRF 661
Tube
Tui 25 6ng Regenmedlab
Pure-iPRF Tube 661-25
Tui 50 6ng Regenmedlab
Pure-iPRF Tube 661-50
Tui 100 ong Regenmedlab 661-100
Pure-iPRF Tube

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

PHANG | THONG SO Ki THUAT TUNG SAN PHAM

@} ONG THU NHAN FIBRIN GIAU TIEU CAU

Chung loai Ma SP

Biothérapie Pure-PRF 812
Hop 25 6ng Biothérapie
; 812-25
Pure-PRF
Hop 50 6ng Biothérapie
; 812-50
Pure-PRF
Hép 100 &ng Biothérapie 812-100

Pure-PRF

5.

INSTITUT DE MEDECINE RE

Trang 50

BIOTHERAPIE

EEEEEEEEE

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan

1 Thé tich mau T mL-12mL
2 Cong nghé phan tach tiéu cau  Litdm déng ti trong bang gel
3 Chat chéng déng Khoéng
4 Loai PRP/PRF LR PRF (iPRF)
5 Hé s6 co dic tiéu cau Tang 3x - 5x nbng dd nén
6 Pé tinh sach héng cau Loai b > 99% héng cau
7 Tri s6 pH cua ché pham 7.0-75

A A s Tiét trung Gamma
8 Do vo trun i

: g (= 25 kGy)
9 Chiing nhan & Phap ly Thiét bi Y té Loai B

e Li tdm 1 14n: téc d6 1000g trong 10

10 Thong s6 ly tam ohit

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau TMmL-12mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chat chéng déng Khoéng
4 Loai PRP/PRF Pure PRF (iPRF)
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 D4 tinh sach héng cau Loai b6 > 99% héng cau
7 Tri s6 pH cua ché pham 7.0-75
8 Do vo trung Tiét trung Gamma (=< 25 kGy)
9 Chung nhan & Phap ly Thiét bj Y té Loai B
10 Thong s6 ly tam :Ltftm 11an: tc dd 1000g trong 10




Trang 51

Q

Chung loai

Biothérapie LP-PRF

ONG THU NHAN FIBRIN GIAU TIEU CAU

Hop 25 6ng Biothérapie LP-PRF 813-25
Hop 50 6ng Biothérapie LP-PRF 813-50
Hop 100 6ng Biothérapie LP-PRF 813-100

THONG SO KI THUAT TUNG SAN PHAM

55

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

PHAN 6

PHAN 6

10

THONG SO Ki THUAT TUNG SAN PHAM

ONG THU NHAN FIBRIN GIAU TIEU CAU

Chung loai Ma SP . ‘

5.

Trang 52

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

Biothérapie LR-PRF 814
Hop 25 6ng Biothérapie LR-PRF 814-25
Hop 50 6ng Biothérapie LR-PRF 814-50
Hop 100 6ng Biothérapie LR-PRF 814-100

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau MmL-12mL
2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khdéng
4 Loai PRP/PRF LP PRF (iPRF)
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x ndng dd nén
6 Do tinh sach héng cau Loai bd > 99% hdng cau
7 Tri s6 pH cua ché phdm 70-75
8 Do vo trung Tiét trung Gamma (= 25 kGy)
9 Chuiing nhan & Phéap ly Thiét bi Y té Loai B
10 Théng sé ly tam Li tdm 114an, téc d6 1000g trong 10 phut

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 1M mL-12 mL
2 Cong nghé phan tach tiéu cadu  Li tdm dang ti trong bang gel
3 Chéat chéng déng Khéng
4 Loai PRP/PRF LR PRF (iPRF)
5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén
6 D6 tinh sach hong cau Loai bd > 99% héng cau
7 Tri s6 pH cua ché pham 70-75
8 Do vo trung Tiét trung Gamma (=< 25 kGy)
9 Chiing nhan & Phéap ly Thiét bj Y té Loai B
10 Théng sb ly tam Li tdm 11an, téc d6 1000g trong 10 phut




Trang 53

@

Chung loai Ma SP
Biothérapie Classic PRF 817
Hop 25 6ng Biothérapie i
Classic PRF 817-25
Hop 50 6ng Biothérapie )
Classic PRF 817-50
Hop 100 6ng Biothérapie
; 817-100
Classic PRF i
"

ONG THU NHAN FIBRIN GIAU TIEU CAU

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

5.

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 13 mL -14 mL
2 Cong nghé phan tach tiéu cau  Li tdm lang théng thudng
3 Chat chéng déng -
4 Loai PRP/PRF PRF c6 dién
5 Hé s6 co dic tiéu cau -
6 Do tinh sach héng cau -
7 Tri s6 pH cua ché pham 70-75
8 Do vo trung Tiét trung Gamma (= 25 kGy)
9 Chiing nhan & Phap ly Thiét bi Y té Loai B
10 Thong s6 Iy tam :Ltjtm 11an, té¢c dd 1000g trong 10

PHANG | THONG SO Ki THUAT TUNG SAN PHAM

2

ONG THU NHAN

HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

Biothérapie Pure-PRP 808
Hop 25 6ng Biothérapie
; 808-25
Pure-PRP
Hop 50 6ng Biothérapie
j 808-50
Pure-PRP
Hép 100 &ng Biothérapie 808-100

Pure-PRP

5.

Trang 54

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

i,
i<l
|
¥
W
i
i
R
R 4

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chat chéng déng Sodium Citrate
4 Loai PRP/PRF Pure PRP
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x néng dd nén
6 Hiéu suat thu hoi tiéu cau >70%
7 Db tinh sach héng cu Loai bd > 99% héng cau
8 Tri s6 pH clia ché pham 75-7,9
9 Do vo trung Tiét trung Gamma (= 25 kGy)
10 Chuing nhan & Phap ly Thiét bi Y té Loai B
" Théng s6 ly tam IF_)ihtl;é\tm 118n, t6¢c d6 1000g trong 10




Trang 55

®

ONG THU NHAN

HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP
Biothérapie LP-PRP 809
Hop 25 fggp?;:théfap‘e 809-25
Hop 50 f;!ilpBF;gthérapie 809-50
Hap 100 fg_gpﬁsthérapie 809-100

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

5.

e ot
oo

T e ommmin o SRS

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

PHANG | THONG SO Ki THUAT TUNG SAN PHAM

4

ONG THU NHAN

HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

Biothérapie LR-PRP 810
Hop 25 6ng Biothérapie
i 810-25
LR-PRP
Hép 50 6ng Biothérapie 810-50
LR-PRP
Hép 100 6ng Biothérapie 810-100

LR-PRP

5.

Trang 56

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Litdm déng ti trong bang gel
3 Chat chéng déng Sodium Citrate
4 Loai PRP/PRF LP PRP
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 Hiéu suat thu hoi tiéu cau >70%
7 Db tinh sach héng cau Loai bd > 99% héng cau
8 Tri s6 pH ctia ché pham 75-79
9 Db vb triing Tiét trung Gamma

(= 25 kGy)

10 Chuiting nhan & Phéap ly Thiét bi Y té Loai B
1 Théng s6 ly tam IF_)ihtl?tm 11an, t6¢c d6 1000g trong 10

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chat chéng déng Sodium Citrate
4 Loai PRP/PRF LR PRP
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 Hiéu suét thu hoi tiéu cau > 80%
7 D6 tinh sach héng cau Loai bd > 99% héng ciu
8 Tri s6 pH clia ché pham 75-79
9 Do vb triing Tiét trung Gamma

(= 25 kGy)

10 Ching nhan & Phéap ly Thiét bi Y té Loai B
1 Théng s6 ly tam :Ltftm 118n, t6¢c d6 1000g trong 10




Trang 57

5

ONGT

HU NHAN

HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP
Biothérapie Beauté PRP 840

THONG SO KI THUAT TUNG SAN PHAM

5.

PHAN 6

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

PHAN 6

6

THONG SO Ki THUAT TUNG SAN PHAM

ONG THU NHAN

HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

LP-5PRP

Tui 25 6ng LP-5PRP

TUi 50 6ng LP-5PRP

626-50

TUi 100 éng LP-5PRP

626-100

626-25 E

Trang 58

Regen@aedlab

Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng ACD-A
4 Loai PRP/PRF Pure PRP
5 Hé s6 cé dic tiéu cau Tang 3x - 5x nébng dd nén
6 Hiéu suat thu hoi tiéu cau >70%
7 D6 tinh sach hong cau Loai bd > 99% héng ciu
8 Tri s6 pH cua ché phdm 70-75
9 Do vé trung Tiét trung Gamma

(= 25 KGy)

10 Chung nhan & Phap ly Thiét bi Y té Loai B
1 Théng sb ly tam Li tdm 114an, téc d6 1000g trong 8 phut

Thoéng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng ACD-A
4 Loai PRP/PRF Pure PRP
5 Hé sb6 c6 d&c tiéu cau Tang 3x - 5x nébng dd nén
6 Hiéu suat thu hoi tiéu cau >70%
7 D6 tinh sach héng cu Loai bd > 99% héng cau
8 Tri s6 pH cua ché pham 70-75
9 Do vo trung Tiét trung Gamma

(= 25 KGy)

10 Ching nhan & Phap ly Thiét bj Y té Loai B
1 Théng sb ly tam Li tdm 114an, téc d6 1000g trong 8 phut




Trang 59

7

ONG THU NHAN -
HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

LR-5PRP 627
Tui 25 6ng LR-5PRP 627-25
TUi 50 éng LR-5PRP 627-50
TUi 100 6ng LR-5PRP 627-100

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

Regen@eaedlab

PHAN 6

8

THONG SO Ki THUAT TUNG SAN PHAM

ONG THU NHAN

HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

Regenmedlab Pure-PRP 634
Tui 25 6ng Regenmedlab 634-25
Pure-PRP
Tui 50 6ng Regenmedlab 634-50
Pure-PRP
Tui 100 6ng Regenmediab 634-100

Pure-PRP

Trang 60

Regen@aedlab

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chéat chéng déng ACD-A
4 Loai PRP/PRF LR-PRP
5 Hé sé cb dac tiéu cau Tang 3x - 5x néng dd nén
6 Hiéu suat thu hoi tiéu cau > 80%
7 D6 tinh sach héng cu Loai bd > 99% héng ciu
8 Tri s6 pH cua ché pham 70-75
9 P& Vo trung Tiét trung Gamma

(< 25 KGy)

10 Chiing nhan & Phap ly Thiét bi Y té Loai B
1 Théng sb ly tam Li tdm 114an, téc d6 1000g trong 8 phut

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chéat chéng déng ACD-A
4 Loai PRP/PRF Pure PRP
5 Hé sé cb dac tiéu cau Tang 3x - 5x néng dd nén
6 Hiéu suat thu hoi tiéu cau >70%
7 D6 tinh sach héng cu Loai bd > 99% héng ciu
8 Tri s6 pH cua ché pham 70-75
9 D& Vo trung Tiét trung Gamma

(= 25 KGy)

10 Chiing nhan & Phap ly Thiét bi Y té Loai B
n Thong s6 ly tam Li tdm 11an, té¢c d 1000g trong 8 phut




Trang 61

9

ONG THU NHAN o
HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

LP-PRP

Regenmedlab LP-PRP 635
Tui 25 6ng Regenmedlab
-2
LP-PRP 635-25
Tui 50 6ng Regenmedlab 635-50
LP-PRP
Tui 100 6ng Regenmedlab 635-100

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

Regen@eaedlab

g

f

L

-
ﬁ?.‘
"

e
-,

PHANG | THONG SO Ki THUAT TUNG SAN PHAM

@ ONG THU NHAN -
HUYET TUONG GIAU TIEU CAU

Chung loai Ma SP

LR-PRP

Regenmedlab LR-PRP 636
Tui 25 6ng Regenmedlab
-2
LR-PRP 636-25
Tui 50 6ng Regenmedlab 636-50
LR-PRP
Tui 100 6ng Regenmediab 636-100

Trang 62

Regeneaedlab

-~

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL-11mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chat chéng déng ACD-A
4 Loai PRP/PRF LP-PRP
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 Hiéu suat thu hoi tiéu cau > 70%
7 Do tinh sach héng cau Loai bd > 99% hdng cau
8 Tri s6 pH cua ché phdm 70-75
9 D6 vé trung Tiét trung Gamma

(= 25 kGy)

10 Chiing nhan & Phap ly Thiét bj Y té Loai B
gl Thoéng s6 ly tam Li tdm 11an, téc d6 1000g trong 8 phut

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 10 mL =11 mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chat chéng déng ACD-A
4 Loai PRP/PRF LR-PRP
5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén
6 Hiéu suat thu hoi tiéu cau > 80%
7 D4 tinh sach héong cau Loai bd > 99% héng cau
8 Tri s6 pH cua ché pham 70-75
9 P& vo trung Tiét trung Gamma

(= 25 kGy)

10 Ching nhan & Phap ly Thiét bi Y té Loai B
1 Thoéng s6 ly tam Li tdm 11an, téc d6 1000g trong 8 phut




Trang 63

BO THU NHAN

REGENMEDLAB 5PRF KIT V1

MA SP: 390

THANH PHAN BO KIT

Gac tdm con Kim lay mau

6ng gill kim

chén khéng
Bom tiém Bang ca nhan

dau xoan 10mL

FIBRIN GIAU TIEU CAU

PHAN 6

THONG SO KI THUAT TUNG SAN PHAM

Regeneaedlab

Gia tri / Chi tiéu dat chuan

PHAN 6

22

REGENMEDLAB 5PRF KIT V2
MA SP: 389

THONG SO Ki THUAT TUNG SAN PHAM

BOTHUNHAN
FIBRIN GIAU TIEU CAU

THANH PHAN BO KIT

Ong gitr kim Gac tdm con Kim lay méau
chan khéng
Bom tiém Bang cé nhan

dau xoan 10mL

Thong s6 ky thuat

Trang 64

Regeneaedlab

Gia tri / Chi tiéu dat chuan

1 Thé tich mau

16ng thu mau, 12-13 mL

2 Coéng nghé phan tach tiéu cau

Li tdm d&ng ti trong bang gel

3 Chat chéng déng

Khéng

4 Loai PRP/PRF

Pure PRF (dang iPRF)

5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau > 70%

7 D4 tinh sach héng ciu Loai bd > 99% héng ciu

8 Tri s6 pH cua ché phdm 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

gl Théng sé ly tdm

Li tdm 1 1an, téc d6 1000g trong 10 phut

12 Hoat hoa

Tu hoat hoa (PRF), st dung 6ng PRF Activator

1 Thé tich mau

2 6ng thu mau, 24-26 mL

2 Coéng nghé phan tach tiéu cau

Li tdm d&ng ti trong bang gel

3 Chat chéng déng

Khoéng

4 Loai PRP/PRF

Pure PRF (dang iPRF)

5 Hé s6 c6 dic tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Dé tinh sach héng cau Loai bd > 99% héng ciu

8 Tri s6 pH cua ché phdm 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bj Y té Loai B

gl Thoéng sé ly tam

Li tdm 11an, téc d 1000g trong 8 phut

12 Hoat hoa

Tu hoat hoa (PRF), st dung 6ng PRF Activator




Trang 65

23

BO THU NHAN

REGENMEDLAB LP-5PRF KIT V1

MA SP: 628
THANH PHAN BO KIT
Ong gitr kim Gac tdm con Kim 18y mau
chén khéng
Bom tiém Bang ca nhan

dau xoan 10mL

FIBRIN GIAU TIEU CAU

THONG SO KI THUAT TUNG SAN PHAM

PHAN 6

Regeneaedlab

Gia tri / Chi tiéu dat chuan

THONG SO Ki THUAT TUNG SAN PHAM

BOTHUNHAN
FIBRIN GIAU TIEU CAU

PHAN 6

<

REGENMEDLAB LP-5PRF KIT V2

MA SP: 629
THANH PHAN BO KIT
Ong gitr kim Gac tdm con Kim lay méau
chén khéng
Bom tiém Bang cé nhan HDSD

dau xoan 10mL

Thong s6 ky thuat

Trang 66

Regeneaedlab

Gia tri / Chi tiéu dat chuan

1 Thé tich mau

16ng thu mau, 12-13 mL

2 Cong nghé phan tach tiéu cau

Li tam dang ti trong bang gel

1 Thé tich mau

2 6ng thu mau, 24-26 mL

3 Chat chéng déng

Khéng

2 Co6ng nghé phan tach tiéu cau

Li tam dang ti trong bang gel

4 Loai PRP/PRF

LP-PRF (dang iPRF)

3 Chat chéng déng

Khéng

4 Loai PRP/PRF

LP-PRF (dang iPRF)

5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché phdm 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bi Y t& Loai B

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché pham 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

1 Théng s6 ly tdm

Li tdm 114an, téc d6 1000g trong 10 phut

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

12 Hoat héa

Tu hoat hod (PRF), st dung 6ng PRF Activator

1 Thoéng sé ly tam

Li tdm 11an, téc d6 1000g trong 10 phut

12 Hoat héa

Tu hoat hoa (PRF), st dung 6ng PRF Activator




Trang 67

25

BOTHUNHAN
FIBRIN GIAU TIEU CAU

REGENMEDLAB LR-5PRF KIT V1

MA SP: 630
THANH PHAN BO KIT
Big))
Ong gitr kim Gac tam con Kim lay mau
chan khéng
Bom tiém Bang cé nhan

dau xoan 10mL

PHAN 6

Regeneaedlab

Gia tri / Chi tiéu dat chuan

THONG SO KI THUAT TUNG SAN PHAM

THONG SO Ki THUAT TUNG SAN PHAM

BOTHUNHAN
FIBRIN GIAU TIEU CAU

PHAN 6

26

REGENMEDLAB LR-5PRF KIT V2

MA SP: 631
THANH PHAN BO KIT
Ong gir kim Gac tam con Kim lay mau
chan khéng
Bom tiém Bang ca nhan

dau xoan 10mL

Thong s6 ky thuat

Trang 68

Regeneaedlab

Gia tri / Chi tiéu dat chuan

1 Thé tich mau

16ng thu mau, 13-14 mL

2 Cong nghé phan tach tiéu cau

Li tam dang ti trong bang gel

1 Thé tich mau

2 6ng thu mau, 26-28 mL

3 Chat chéng déng

Khéng

2 Co6ng nghé phan tach tiéu cau

Li tam dang ti trong bang gel

4 Loai PRP/PRF

LR-PRF (dang iPRF)

3 Chat chéng déng

Khéng

4 Loai PRP/PRF

LR-PRF (dang iPRF)

5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché phdm 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bi Y t& Loai B

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau > 80%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché pham 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

1 Théng s6 ly tdm

Li tdm 114an, téc d6 1000g trong 10 phut

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

12 Hoat héa

Tu hoat hod (PRF), st dung 6ng PRF Activator

1 Thoéng sé ly tam

Li tdm 11an, téc d6 1000g trong 10 phut

12 Hoat héa

Tu hoat hoa (PRF), st dung 6ng PRF Activator




Trang 69 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 70

BOTHUNHAN BOTHUNHAN
@ FIBRIN GIAU TIEU CAU Regen@aedlab @ FIBRIN GIAU TIEU CAU Regeneaedlab

REGENMEDLAB PURE-PRF KIT REGENMEDLAB PURE-IPRF KIT

MA SP: 460 MA SP: 660
THANH PHAN BO KIT THANH PHAN BOKIT
(&1
. — - Ong gl kim Gac tdm con Kim lay mau
Ong gill kim Gac tam con Kim lay méau chan khéng
chén khéng
‘ Bom tiém Bang ca nhan HDSD
Bom tiém Bang ca nhan dau xoan 10mL

dau xoan 10mL

Thong sb ky thuat Gia tri / Chi tiéu dat chuan Théng s6 ky thuat Gia tri / Chi tiéu dat chuan
1 Thé tich mau 2 6ng thu méau, 26-28 mL 1 Thé tich mau 2 6ng thu méau, 26-28 mL
2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel 2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khéng 3 Chat chéng déng Khéng
4 Loai PRP/PRF Pure-PRF (dang iPRF) 4 Loai PRP/PRF Pure-PRF (dang iPRF)
5 Hé sb cd dac tiéu cau Tang 3x - 5x ndng dd nén 5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén
6 Hiéu suat thu hoi tiéu cau >70% 6 Hiéu suat thu hoi tiéu cau >70%
7 Dé tinh sach héng cau Loai b6 > 99% hdng cau 7 Do tinh sach héng cau Loai bd > 99% hdng cau
8 Tri s6 pH cua ché pham 70-75 8 Tri s6 pH cua ché pham 70-75
9 Do vé trung Tiét trung Gamma (= 25 kGy) 9 Do vé trung Tiét trung Gamma (= 25 kGy)
10 Chiing nhan & Phap ly Thiét bj Y té Loai B 10 Chting nhan & Phap ly Thiét bj Y té Loai B
1 Thoéng sé ly tam Li tdm 114an, téc d6 1000g trong 10 phut 1 Théng sb ly tam Li tdm 11an, téc d6 1000g trong 10 phut
12 Hoat hoa Tu hoat hoa (PRF), st dung éng PRF Activator 12 Hoat héa Tu hoat hoa (PRF) sau 15-20 phut




Trang 71 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 72

BOTHUNHAN R dlab BOTHUNHAN R dlab

@ FIBRIN GIAU TIEU CAU €ECNee)Edla @ FIBRIN GIAU TIEU CAU €gendoledla
REGENMEDLAB LP-PRF KIT REGENMEDLAB LR-PRF KIT
MA SP: 461 MA SP: 462
THANH PHAN BO KIT THANH PHAN BO KIT

Ong gitf kim Gac tdm cén Kim lay mau Ong gitf kim Gac tadm cén Kim lay méau

chan khoéng chan khéng
‘Bdm’tiém Bang ca nhan HDSD ‘Bdm’tiém Bang ca nhan HDSD
dau xoan 10mL dau xoan 10mL

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan Gia tri / Chi tiéu dat chuan
1 Thé tich mau 2 6ng thu méau, 26-28 mL 1 Thé tich mau 2 6ng thu méau, 26-28 mL
2 Cong nghé phan tach tiéu cau  Li tdm déng ti trong bang gel 2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khoéng 3 Chat chéng déng Khéng
4 Loai PRP/PRF LP-PRF (dang iPRF) 4 Loai PRP/PRF LR-PRF (dang iPRF)
5 Hé s6 c6 dac tiéu cau Tang 3x - 5x néng dd nén 5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén
6 Hiéu suét thu hoi tiéu cau >70% 6 Hiéu suéat thu hoi tiéu cau > 80%
7 D6 tinh sach héng cau Loai b6 > 99% hdng cau 7 D6 tinh sach héng cau Loai b6 > 99% hdng cau
8 Tri s6 pH cua ché pham 70-75 8 Tri s6 pH cua ché pham 70-75
9 Do vo trung Tiét trung Gamma (= 25 kGy) 9 Do vo trung Tiét trung Gamma (< 25 kGy)
10 Chung nhan & Phap ly Thiét bj Y té Loai B 10 Chung nhan & Phap ly Thiét bj Y té Loai B
gl Thoéng s6 ly tam Li tdm 11an, téc dd 1000g trong 10 phut gl Thoéng s6 ly tam Li tdm 11an, téc dd 1000g trong 10 phut
12 Hoat hoa Tu hoat hoa (PRF), st dung éng PRF Activator 12 Hoat héa Tu hoat hod (PRF), st dung 6ng PRF Activator




Trang 73 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 74
BO THU NHAN BO THU NHAN
@ HUYET TUOGNG GIAU TIEU CAU Regen@aedlab @ HUYET TUGNG GIAU TIEU CAU Regen@aedlab
REGENMEDLAB 5PRP KIT REGENMEDLAB 5PRP KIT V1
MA SP: 146 MA SP: 376
e
. ~ ~ By ~ ~ ‘
THANH PHAN BO KIT THANH PHAN BO KIT Q‘
Ong gitr kim Gac tdm con Kim lay mau Ong gitr kim Gac tdm con Kim lay mau
chén khéng chén khéng
Bom tiém Bang ca nhan 16ng n6i 3 Bom tiém Bang c4 nhan HDSD

dau xoan 10mL chac

Théng s6 ky thuat

Gia tri / Chi tiéu dat chuan

dau xoan 10mL

Thong s6 ky thuat

Gia tri / Chi tiéu dat chuan

1 Thé tich mau

2 6ng thu méau, 20-22 mL

1 Thé tich mau

16ng thu mau, 10-11 mL

2 CoAng nghé phan tach tiéu cau

Li tdm dang ti trong bang gel

2 Co6ng nghé phan tach tiéu cau

Li tam dang ti trong bang gel

3 Chat chéng déng

Sodium citrate

3 Chat chéng déng

Sodium citrate

4 Loai PRP/PRF

Pure-PRP

4 Loai PRP/PRF

Pure-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x ndbng dd nén

6 Hiéu suat thu hoi tiéu cau > 70%

7 Dé tinh sach héng cau Loai bd > 99% héng ciu

8 Tri s6 pH cua ché pham 75-79

9 Do v trung Tiét trung Gamma (= 25 kGy)

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché pham 75-79

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

1 Théng sé ly tam

Li tdm 11an, téc dd 1000g trong 10 phut

1 Thoéng sé ly tam

Li tdm 11an, téc d6 1000g trong 10 phut

12 Hoat héa

Hoat hoa cd hoc tao dich li giai tiéu cau bang
mang loc 0,45 um

12 Hoat hoa

Hoat hoa cd hoc tao dich li giai tiéu cau bang
mang loc 0,45 um




Trang 75 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

BO THU NHAN

@ HUYET TUONG GIAU TIEU CAU Regeneaedlab

REGENMEDLAB LP-5PRP V1
MA SP: 622

THANH PHAN BO KIT

Ong gir kim Gac tdm coén Kim lay mau
chéan khéng

Bom tiém Bang ca nhan
dau xoén 10mL

Gia tri / Chi tiéu dat chuan

Thong s6 ky thuat

PHAN6 | THONG SO Ki THUAT TUNG SAN PHAM Trang 76
@ BO THU NHAN -
HUYET TUONG GIAU TIEU CAU

REGENMEDLAB LP-5PRP KIT V2
MA SP: 623

Regeneaedlab

THANH PHAN BO KIT
Ong gitr kim Gac tam cén Kim I8y mau
chan khéng

Bom tiém Bang cé nhan HDSD
dau xoén 10mL

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan

1 Thé tich mau 16ng thu mau, 10-11 mL

2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel

3 Chat chéng déng Sodium citrate

4 Loai PRP/PRF LP-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 D6 tinh sach héng cau Loai bd > 99% héng cau

8 Tri s6 pH cua ché phdm 75-79

9 b6 vé trung Tiét trung Gamma (= 25 kGy)

10 Chuiing nhan & Phap ly Thiét bi Y té Loai B

1 Thoéng s6 ly tam Li tdm 11an, téc dd 1000g trong 10 phut

12 Hoat hoa Khéng hoat hoa (hoat hoa ndi sinh)

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau Litdm dang ti trong bang gel

3 Chat chéng déng Sodium citrate

4 Loai PRP/PRF LP-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén
6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cuia ché pham 75-79

9 Do vé trung Tiét trung Gamma (= 25 kGy)

10 Chiing nhan & Phap ly Thiét bi Y té Loai B

1 Théng sé ly tam Li tdm 114an, téc d6 1000g trong 10 phut

12 Hoat hoa Khong hoat hoa (hoat hoa ndi sinh)




Trang 77 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

BO THU NHAN

@ HUYET TUONG GIAU TIEU CAU Regeneaedlab

REGENMEDLAB LR-5PRP KIT V1
MA SP: 624

THANH PHAN BO KIT
Ong gitr kim Gac tam cén Kim I8y mau
chan khéng

Bom tiém Bang ca nhan HDSD
dau xo&n 10mL

Gia tri / Chi tiéu dat chuan

Thong s6 ky thuat

PHAN6 | THONG SO Ki THUAT TUNG SAN PHAM Trang 78
@ BO THU NHAN -
HUYET TUONG GIAU TIEU CAU

REGENMEDLAB LR-5PRP KIT V2
MA SP: 625

Regeneaedlab

THANH PHAN BO KIT
Ong gitr kim Gac tam cén Kim I8y mau
chan khéng

Bom tiém Bang cé nhan HDSD
dau xoén 10mL

Gia tri / Chi tiéu dat chuan

1 Thé tich mau 16ng thu mau, 10-11 mL

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

3 Chat chéng déng Sodium citrate

3 Chat chéng déng Sodium citrate

4 Loai PRP/PRF LR-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén

6 Hiéu suat thu hoi tiéu cau > 80%

7 Dé tinh sach héng cau Loai bd > 99% héng cau

8 Tri s6 pH ctia ché pham 75-79

9 Do vo trung Tiét trung Gamma (= 25 kGy)

4 Loai PRP/PRF LR-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén

6 Hiéu suat thu hoi tiéu cau > 80%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché phdm 75-79

9 Po vé trung Tiét trung Gamma (= 25 kGy)

10 Chuing nhan & Phéap ly Thiét bi Y té Loai B

10 Chiing nhan & Phéap ly Thiét bi Y té Loai B

1 Théng s6 ly tam Li tdm 11an, téc dd 1000g trong 10 phut

1 Théng sb ly tam Li tdm 114an, téc d6 1000g trong 10 phut

12 Hoat hoa Khéng hoat hoa (hoat hoa ndi sinh)

12 Hoat hoa Khong hoat hoa (hoat hoa noi sinh)




Trang 79 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

BO THU NHAN

@ HUYET TUONG GIAU TIEU CAU Regeneaedlab

REGENMEDLAB PURE-PRP KIT

MA SP: 457
THANH PHAN BO KIT
Ong gitf kim Gac tdm cén Kim Idy mau
chéan khéng
186ng néi 3

Bom tiém Bang ca nhan

dau xoan 10mL chac

Gia tri / Chi tiéu dat chuan

Thong s6 ky thuat

PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 80
@ BO THU NHAN -
HUYET TUONG GIAU TIEU CAU

REGENMEDLAB LP-PRP KIT
MA SP: 458

Regen@eaedlab

THANH PHAN BO KIT

Ong gitf kim Gac tadm cén Kim Idy mau
chén khéng

Bom tiém Bang ca nhan HDSD
dau xoén 10mL

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

1 Thé tich mau 2 6ng thu mau, 20-22 mL
2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chéat chéng déng ACD-A

4 Loai PRP/PRF Pure-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 D6 tinh sach héng cau Loai bd > 99% héng cau

8 Tri s6 pH cua ché phdm 70-75

9 b6 vé trung Tiét trung Gamma (= 25 kGy)

3 Chat chéng déng ACD-A

4 Loai PRP/PRF LP-PRP

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché pham 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chuiing nhan & Phap ly Thiét bi Y té Loai B

10 Chung nhan & Phap ly Thiét bj Y té Loai B

1 Thoéng s6 ly tam Li tdm 11an, téc d6 1000g trong 8 phut

1 Théng sb ly tam Li tdm 114an, téc d6 10009 trong 8 phut

Hoat hoa cd hoc, 16 loc 5 um tao dich li giai

12 Hoat hda R Ao 3 R
i tiéu cau, loc vo trung bang mang loc 0,22 um

12 Hoat hoa Khong hoat hoa




Trang 81

@ BO THU NHAN -
HUYET TUONG GIAU TIEU CAU
REGENMEDLAB LR-PRP KIT
MA SP: 459
THANH PHAN BO KIT
Ong giif kim Gac tam cén Kim 1y mau
chan khéng

Bom tiém Bang ca nhan HDSD
dau xoén 10mL

Thong s6 ky thuat

PHAN 6 THONG SO KI THUAT TUNG SAN PHAM PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 82

BO THUNHAN 5.
FIBRIN GIAU TIEU CAU BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

Regenewedlab €M)

BIOTHERAPIE PURE-PRF KIT

Gia tri / Chi tiéu dat chuan

MA SP: 804
THANH PHAN BO KIT
Ong gitf kim Gac tadm cén Kim lay méau
chan khéng

Bom tiém Bang ca nhan HDSD
dau xoén 10mL

b
BIOTHER 4 pIE

B0 THU NHiy

HUYET TUONG GLiy 1ie -5
MWHCZ wa TIEU iy

A COLzLECTI0,
BloTHERRP IF PV

Pure-pgr
KIT

=
\ N
\\mﬁxw\“\v\m@s&“&ﬁ\\x\\\\“ <N

Gia tri / Chi tiéu dat chuan

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Litdm dang ti trong bang gel
3 Chéat chéng déng ACD-A

4 Loai PRP/PRF LR-PRP

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khoéng

4 Loai PRP/PRF Pure-PRF

5 Hé sb cb dac tiéu cau Tang 3x - 5x nébng dd nén

6 Hiéu suat thu hoi tiéu cau > 80%

7 D6 tinh sach héng cau Loai bd > 99% héng cau

8 Tri s6 pH cua ché phdm 70-75

9 b6 vé trung Tiét trung Gamma (= 25 kGy)

5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché phdm 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

10 Chung nhan & Phap ly

Thiét bi Y t& Loai B

1 Théng sé ly tam

Li tdm 11an, téc d6 1000g trong 8 phut

1 Théng s6 ly tdm

Li tdm 114an, téc d6 1000g trong 10 phut

12 Hoat hda

Khong hoat hoa

12 Hoat hoa

Hoat hoa tu nhién




PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

5.

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

——

% /50734552016

BIOTHERAPIE T

BO THU NHiy

HUYET TUONG Grir v, - » \
278187 Hcgfgfq UTIEU ciy \

MA COLLECTI0) 477

B1OTHERRPIF ‘
LP-7Rf /3‘“
KIT Q

y 7 g_g‘//,;;p

Trang 83
@ BOTHUNHAN
FIBRIN GIAU TIEU CAU

BIOTHERAPIE LP-PRF KIT
MA SP: 805
THANH PHAN BO KIT

Ong gii kim Gac tam cén Kim 1y mau

chan khéng
Bom tiém Bang ca nhan HDSD

dau xoén 10mL

Thong s6 ky thuat

Vo 740t/ box

PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 84
@ BO THU NHAN 2:2
FIBRIN GIAU TIEU CAU o300
BIOTHERAPIE
BIOTHERAPIE LR-PRF KIT ——
~ ' o7 e—
MA SP: 806 fahr Vo r3asaoreg
) L ' BO THU MGy
THANH PHAN BO KIT ”UVfTTVd/&GG/‘ - \/
- /A > \
PM]’E[E]IHCHPMS/WZOZ;%Z& U Q
BIOTHERAP IF
Ong gitf kim Gac tadm cén Kim lay méau 747 bor
chan khéng e T
Bom tiém Bang ca nhan HDSD

dau xoan 10mL

Thong s6 ky thuat

Gia tri / Chi tiéu dat chuan

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khoéng

4 Loai PRP/PRF LP-PRF

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel
3 Chat chéng déng Khdéng

4 Loai PRP/PRF LR-PRF

5 Hé sé cb dac tiéu cau Tang 3x - 5x ndbng dd nén

6 Hiéu suat thu hoi tiéu cau > 70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH ctia ché pham 7,0-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau > 80%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché pham 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

10 Chung nhan & Phap ly

Thiét bi Y té Loai B

gl Thoéng s6é ly tam

Li tdm 11an, téc d6 1000g trong 10 phut

1 Thoéng sé ly tam

Li tdm 11an, téc d6 1000g trong 10 phut

12 Hoat hoa

Hoat hoa tu nhién

12 Hoat hoa

Hoat hoa tu nhién




Trang 85 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

@ BO THU NHAN - 2:2
HUYET TUONG GIAU TIEU CAU e 3‘

BIOTHERAPIE

INSTITUT DE MEDECINE REGENERATIVE

BIOTHERAPIE PURE-PRP KIT

MA SP: 800
B
BIOTHER 4 P/
THANH PHAN BO KIT 5
: BO THU MHGN
HUYET TUONG G1irs v,
G/AU 1/, j,
ol SO R “fmfouillg&” éaj
Bi Blomeraprr . O,
Pure-pgF /&Q iﬁag,. i
(4 \Q 1l '
Ong gitt kim Gac tam cén Kim 18y mau 1805 ) \E 1 %7
chan khéng “ﬂ %l
L4
‘“‘““-“\;‘s\\\m;\\\iw“\“\&\s < 7 \
aLs

Bom tiém Bang ca nhan HDSD
dau xoén 10mL

Gia tri / Chi tiéu dat chuan

PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 86
@ BO THU NHAN 2:2
HUYET TUONG GIAU TIEU CAU e 3‘
BIOTHERAPIE
BIOTHERAPIE LP-PRP KIT
MA SP: 801
%b
THANH PHAN BO KIT g e
| BO THU NvHGN
| HUYET TUONG GLi1 richs 5 P
o o
) _ ' / B1OTHERRP IF é‘ I L
Ong gill kim Gac tam con Kim lay mau LP-PRP 7 &Q ™
chéan khong y : s \Q HE’
O 7201 ulw i s
Bom tiém Bang ca nhan HDSD -
dau xoén 10mL .

Gia tri / Chi tiéu dat chuan

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

3 Chat chéng déng Sodium citrate

4 Loai PRP/PRF Pure-PRP

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau > 70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH clia ché pham 75-79

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly Thiét bj Y té Loai B

1 Théng s6é ly tam Li tdm 11an, téc d6 1000g trong 10 phut

Hoat hoa cd hoc, 16 loc 5 um tao dich li giai tiéu

12 Hoat hoa cau, loc vo trung bang mang loc 0,22 um

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

3 Chat chéng déng Sodium citrate

4 Loai PRP/PRF LP-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén
6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché phdm 75-79

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly Thiét bi Y té Loai B

gl Théng sé ly tam Li tdm 114an, téc d6 1000g trong 10 phut

12 Hoat hoa Khong hoat hoa




Trang 87 PHAN 6 THONG SO KI THUAT TUNG SAN PHAM

@ BO THU NHAN - R Jo3
HUYET TUONG GIAU TIEU CAU BIOTHERAPIE

BIOTHERAPIE LR-PRP KIT
MA SP: 802 o
THANH PHAN BO KIT BO THY nasiy

HUYET TUONG ¢:1irr o, . Y

1. TYONG GlAv 1y iy 8
Ong gitt kim Gac tam cén Kim 1y mau po
chan khéng 4 /pf/stiE

Bom tiém Bang ca nhan HDSD
dau xoén 10mL

Gia tri / Chi tiéu dat chuan

PHANG | THONG SO Ki THUAT TUNG SAN PHAM Trang 88
@ BO THU NHAN - 022.230
HUYET TUONG GIAU TIEU CAU BIOTHERAPIE
BIOTHERAPIE BEAUTE PRP KIT
MA SP: 820 — 7
THANH PHAN BO KIT HBp- THU Masiy
UYET TUONG GLiy 1) -5
Puréziﬂﬂcyfuﬂngzgg&”
BIoTHERRPIF
Ong gitf kim Gac tadm cén Kim lay méau GEAVIE Php 1o
chan khéng
Bom tiém Bang cé nhan m )

dau xoan 10mL

Thong s6 ky thuat Gia tri / Chi tiéu dat chuan

1 Thé tich mau 2 6ng thu mau, 20-22 mL

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

1 Thé tich mau 2 6ng thu mau, 20-22 mL

3 Chat chéng déng Sodium citrate

2 Cong nghé phan tach tiéu cau  Li tdm dang ti trong bang gel

4 Loai PRP/PRF LR-PRP

5 Hé sb cb dac tiéu cau Tang 3x - 5x néng dd nén

6 Hiéu suat thu hoi tiéu cau > 80%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché phdm 75-79

9 Do vo trung Tiét trung Gamma (= 25 kGy)

10 Chung nhan & Phap ly Thiét bi Y té Loai B

3 Chat chéng déng ACD-A

4 Loai PRP/PRF Pure-PRP

5 Hé sé cb dac tiéu cau Tang 3x - 5x nbng dd nén

6 Hiéu suat thu hoi tiéu cau >70%

7 Do tinh sach héng cau Loai bd > 99% hdng cau

8 Tri s6 pH cua ché pham 70-75

9 Do vo trung Tiét trung Gamma (= 25 kGy)

1 Théng sb ly tam Li tdm 114an, téc d6 1000g trong 10 phut

10 Chung nhan & Phap ly Thiét bj Y té Loai B

12 Hoat hoa Khong hoat hoa

1 Théng sb ly tam Li tdm 11an, téc d6 1000g trong 10 phut

Hoat hoa cd hoc, 16 loc 5 um tao dich li giai tiéu

12 Hoat hoa cau, loc vo trung bang mang loc 0,22 um
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