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WEMBLEY MEDICAL Déc 1ap — Ty do — Hanh phiic

$6:25006/QD-TCCS/NMWM Tp. H6 Chi Minh, ngay 15 thdng 07 ndm 2025

QUYET PINH

Vé viéc ban hanh Tiéu chuin co sé

CONG TY CO PHAN NHA MAY WEMBLEY MEDICAL

- Can cir Lugt Tiéu chudn va Quy chudn ky thugt ngay 29 thang 6 nam 2006;

- Can cit Ludt Chdt lwgng san phdm, hang héa ngay 21 thang 11 ndm 2007;

- Cdn cit Vin ban hop nhdt 04/VBHN-BKHCN ngay 06/8/2018, quy dinh chi tiét thi hanh mét sé diéu cia Ludt tiéu chudn
va quy chudn ky thudt.

- Cdn cik Thong tu 11/2021/TT-BKHCN ngay 18 thdang 11 nim 2021 ciia Bé Khoa hoc va Cong nghé vé Quy dinh chi tiét
xdy diwng va dp dung tiéu chudn;

- Cdn cik Van ban hop nhdt 05/VBHN-BKHCN ngdy 26 thdng 01 niam 2022, quy dinh chi tiét thi hanh mét sé diéu cia
Ludt Chdt leong san pham, hang héa.

- Can cit vao nhiém vu va quyén han cua Gidm doc Cong ty cé phan Nha mdy Wembley Medical.
QUYET DINH

Piéu 1: Ban hanh tiéu chuin co so cho dong san phim:

Tén hang hoa Nhin hi¢u hang héa S6 TCCS
Bo tdch chiét huyét twong gidu tiéu cu TCCS 00039:2025/WBM
(Platelet Rich Plasma Extraction Kit) ATt (Xuﬁt bén lin 01)

Piéu 2: Pon vi san xuft va cac bd phén lién quan ctia Cong ty chiu trach nhiém thi hanh quyét dinh nay.

Piéu 3: Quyét dinh nay c6 hiéu luc ké tir ngay ky.

Noi nhin:
- Nhu didu 2;
- Luu VT.
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CONG BO TIEU CHUAN CHAT LUQNG HANG HOA

S6: 25006/CB/WBM
Doanh nghiép : CONG TY CO PHAN NHA MAY WEMBLEY MEDICAL
Dia chi : L6 1-10-7, Buong D7, Khu Cong nghé cao, Phuong Tang Nhon Pha, TP. H& Chi Minh, Vigt Nam.
Pién thoai  :+84 28 730 13 688

CONG BO
TEN TIEU CHUAN:
TCCS 00039:2025/WBM
(Xuét ban ldn 01)
Tiéu chuéin co sé Bj tich chiét huyét twong giau tiéu ciu

Ap dung cho hang héa:

Nhin hiéu hang hoa Tén hang hda

Bj tach chiét huyét twong giau tiéu ciu
VATRACY

(Platelet Rich Plasma Extraction Kit)

Doanh nghiép cam két san xut kinh doanh hang hoa theo dung tiéu chun cong bb.
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Tén hang héa:
B6 tach chiét huyét twong giau tiéu cau
Platelet Rich Plasma Extraction Kit
Nhan hiéu hang héa: VATRACY

Ma hang héa: Phu luc B
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TCCS 00039:2025/\WWBM do B6 phan Nghién ctru va phat trién Céng ty cé phan nha may WEMBLEY MEDICAL
bién soan.

Céng ty cb phan nha may WEMBLEY MEDICAL ban hanh kém theo Quyét dinh s6 25006/QB-TCCS/NMWM
ngay 15 thang 07 ném 2025.
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1. Pham vi ap dung

Tiéu chuén nay ap dung cho san phdm bo tach chiét huyét tvong giau tiéu cau.

2. Tailiéu vién dan

Céc tailiéu vién dan sau 1a rat c&n thiét cho viéc xay dung va ap dung tiéu chun co s@ nay. Dbi v&i céc tai
liéu vién dan ghi nam ban hanh thi 4p dung ban dwoc néu. Déi voi cac tai liu vien dan khéng ghi ndm ban
hanh thi ap dung phién ban mai nhét, bao gém ca cac stra déi (néu co).

TCVN 7612:2007 (ISO 6710:1995) — Single-use containers for venous blood specimen collection (Ong

chira mau tinh mach duing mét lan).

ISO 6710:2017 Single-use containers for human venous blood specimen collection (Ong chivra mau tinh

mach dung mét lan).

ISO 11607-1:2019 Packaging for terminally sterilized medical devices- Part 1: Requirements for materials,
sterile barrier systems and packaging systems (Bao géi trang thiét bj y té d4 tiét trung — Phan 1: Yéu cau déi voi
vat ligu, hé thong bao ve vé khuén va hé théng bao goi).

ISO 11137-1:2013 Sterilization of health care products — Radiation — Part 1 Requirements for development,
validation and routine control of a sterilization process for medical devices (Tiét trung sén phadm cham soc strc
khée — Blrc xa - Phan 1: Yéu cdu trién khai, danh gia, xac nhan va kidm soat thwdng quy qua trinh tiét trung ddi
v&i thiét bi y té).

ISO 11135:2014: Sterilization Of Health Care Products — Ethylene Oxide — Part 1: Requirements For
Development, Validation And Routine Control Of A Sterilization Process For Medical Devices (Tiét khuan san
pham cham soc strc khde — Ethylen Oxit — Phan 1: nhirng yéu cAu phat trién, tham dinh va kiém soat thudng
quy qua trinh tiét khuan thiét bi y té).

ISO 15223-1:2016 Medical devices - Symbols to be used with medical device labels, labelling and

information to be supplied - Part 1: General requirements (Trang thiét bi y té - Biéu twong st dung v&i nhan
trang thiét bj y t&, ghi nhan va théng tin dwoc cung c&p — Phan 1: Yéu cau chung).

ISO 9001:2015 / TCVN ISO 9001:2015 Quality management systems - Requirements (H& théng Quan Iy
chét lwgng - Céc yéu cau).

ISO 13485:2016 / TCVN ISO 13485:2017 Medical devices - Quality management systems - Requirements
for regulatory purposes (Trang thiét bi y té - Hé théng quan Iy cht lwong - Yéu ciu déi véi cac muc dich ché
dinh).

EN 556-2:2015 Sterilization of medical devices - Requirements for medical devices to be designated
"STERILE" - Part 2: Requirements for aseptically processed medical devices (Tiét trung trang thiét bi y té - Yéu
cau dbi voi cac trang thiét b y t& dwoc chi dinh “TIET TRUNG” — Phan 2. Yéu cu déi voi cac trang thiét bj y té

dwoc xtr ly vo tring).
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ISO 9626:2016, Stainless Steel Needle Tubing For The Manufacture Of Medical Devices — Requirements
And Test Methods (Ong kim thép khong gi dé san xuét thiét bj y té - Cac yéu cau va phuwong phap kiém

tra).

ISO 6009:2016, Hypodermic needles for single use — Colour coding for identification (Kim tiém dwdi da dé
st dung mét 1an — Ma mau dé nhan dang).

Vietnamese Phamacopeia — Annex 13.7 (Dugc dién Viét Nam V - phu luc 13.7.)
United States Phamacopeia — Chapter <71> (Dugc dién Hoa Ky - chwong 71)

Decree No. 43/2017/ND-CP dated April 14", 2017, on good labels (Nghj dinh S6 43/2017/ND-CP ngay
14/04/2017 ctia Chinh phti quy dinh v& Nhan hang hoa.)

Decree No. 111/2021/ND-CP. dated December 09, 2021, on amendments to some articles of Govrernment’s
Decree 43/2017/ND-CP on good labels (Nghi dinh S6 111/2021/NB-CP ngay 09/12/2021 cta Chinh phu vé slra
d3i, bd sung mot sb didu nghj dinh sb 43/2017/NB-CP ngay 14/4/2017 clia Chinh phil vé nhan hang héa.)
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3. Thuat ngir va dinh nghia

Trong tiéu chun nay ap dung cac thuat ngl va dinh nghia sau:

3.1. Than éng

Phéan than 6ng dé& chira mau, khéng cé nap day.

3.2. Thétichratra

Thé tich mau toan phan sé dugc thu thap trong 6ng.

3.3. Vatliéu bao goi

Vat liéu dwoc stk dung trong san xuét cho bao géi so cép, bao géi thir cép.

3.4. Kiém tra bing mét thwong
Quan sat bang mét thwong hoéc cé kinh diéu chinh khic xa binh thwéng khdng phéng dai, dwdi do
roi ddng déu tlr 300 Ix dén 750 Ix.
3.5. Huyét twong giau tiéu cau

Dung dich huyét twong giau tiéu ciu (PRP) 1a loai dung dich huyét twong cé ndéng db tiéu cau cao.

3.6. Huyét twong nghéo tiéu cau

Dung dich huyét twong nghéo tiéu ciu (PPP) 12 loai dung dich huyét twong c6 ndng @ tiéu cu thap.
4. Yéu clu chung

4.1. Heé théng chat lwong
Nhirng hoat déng san xuét bd tach chiét huyét twong giau tidu cau phai phu hop hé théng quan ly
chéat lwgng theo tiéu chuén 1SO 9001:2015 va I1SO 13485:2016.

5. Yéu cau Kithuat

5.1. Thanh phéan

Bo tach chiét huyét twong giau tiéu ciu bao gbm céac san phadm phuc vu cho qué trinh |4y mau clia bénh
nhan nhw: Ong nghiém Iy mau chan khéng, kim 14y mau, béng tAm cén, bang keo cé nhan, gia d& éng lay
mau, dung cu ldy PPP/ PRP, loai hoat héa, éng dung PPP/ PRP va mét sé thanh phan khac theo yéu cau
khach hang.

San phdm gilp tang sw tién loi va rat ngan thei gian chun bj clia cac cong doan trwdc qua trinh lay mau

clia bénh nhan.
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5.2,

Vit liéu chung

VAt liéu chung d& san xuét céc bd phan clia bd tach chiét huyét tvong gidu tidu cu.

Ong nghiém lay
mau chan khéng

‘ Acia C| réTie Dex rc;éé“SoJI‘ution A ‘
(ACD - A)

Acid Citrate Dextrose Solution B
(ACD - B)

(Acid Citrate Dextrose Solution A +

gel)
ACD-A + gel

(Acid Citrate Dextrose Solution B +

gel)
ACD-B + gel

Sodium citrate + gel

Sodium citrate

Than énhg: Thay tinh,
Polyethylene Terephthalate (PET)
Nut cao su: Iso-butylene/
Bromobuty!

Khéng hodc coé chét hé tro

V& kim: Polypropylene (PP)
Kim: thép khéng ri

Loai hai déu Miéng che kim: cao su
2 Kim &y mau i
Péc kim: Polypropylene (PP)
hodc Acrylonitrin Butadien Styren
Loai canh bwém (ABS)
Isopropy! alcohol 70%
3 Béng tAm cbén Vi bong khéng dét
Bao géi 1 méat gidy, 1 mat nhém
Vai co gién
4 Bang keo ca nhan
Béng khong dét thadm nuwéc
Loai thuwén Polypropylene (PP
Gia d& 6ng nghiém B . B py ( .)
5 — Loai tw déng Acrylonitrin Butadien Styren
mau
i Loai an toan (ABS)
Pipet pasteur Polypropylene (PP
Dung cu lay PPP/ = { & Akl
5 ] Nhi&u thanh phan (Polypropylene
PRP Bom tiém )
(PP), cao su, kim: thép khéng ri)
Calci Clorid
7 Loai hoat hda Thrombin
Co hoc
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Khéng hoat héa

8 Ong dyng PPP/ PRP

- Polypropylene (PP)
- Polyethylene Terephthalate (PET)
- Polystyrene (PS)

Pau ndi

- Polypropylene (PP)

- Acrylonitrin Butadien Styren
(ABS)

- Polyethylene Terephthalate (PET)

- Polystyrene (PS)

Mang loc

- Vat liéu nhya tong he'p nhu:
+ Polyvinylidene fluoride (PVDF)
+ Polytetrafluoroethylene (PTFE)
+ Nylon
+ Poly ether sulfones (PES)
+ Cellulose Acetate (CA)

Kim tiém
Dung cu khac (néu
cd)

- Kim: thép khong ri

- Pé&u bao vé: Polypropylene (PP),
Polyethylen (PE), Polycarbonate
(PC)

- Dbc kim: Polypropylene (PP),
Acrylonitrin Butadien Styren
(ABS), Polycarbonate (PC)

Khoéa ba chac

- Than khoa: Polycarbonate (PC),
Acrylonitrin Butadien Styren
(ABS), Polystyrene (PS)

- Tay v&n va dau bao vé:
Polypropylene (PP), Polyethylen
(PE)

- Khoa luer dyc va céi:
Polycarbonate (PC), Acrylonitrin
Butadien Styren (ABS),
Polystyrene (PS)

- Day nbi m& rong:
Polyvinylchloride (PVC)

Dung cu tach huyét twong

- Polycarbonate (PC), Acrylonitrin
Butadien Styren (ABS), cao su

6. Yé&u cau dbi véi san pham

72




%WEMBLEY TIEU CHUAN CO S&

meoicAL o of BO TACH CHIE'ITHUYE‘T”‘I’D’_’(‘S’#TEEG?II‘!E: "&Tﬁjgﬁ"@éﬁ
. [ o 0y b
CONG TY CO PHAN NHA MAY | Ma sb | l(éf‘d(uf%ﬁ@d Docu Ngﬁmeyétfén
WEMBLEY MEDICAL | Tccs ooo3e:202swem || (40 | ——15/0712025

6.1. Ngoai quan
San pham nguyén ven, khéng tap nhiém.
San pham khéng c6 nhidu hoh 2 chdm den tai vi tri mat phdng bét ki khi kiém tra bing mat thwong va
kich thuwéc cham den < 0.3 mm2

6.2.Kich thwédc

6.2.1. Ong nghiém Iay méu chan khéng

13 x 100 mm 06 mL + 10% 100 mm (x 1 mm) 13 mm (£ 0.5 mm)
16 x 100 mm 10 mL £ 10% 100 mm (+ 1 mm) 16 mm (+ 0.5 mm)
16 x 120 mm 15 mL £ 10% 120 mm (£ 1 mm) | 16 mm (£ 0.5 mm)

6.2.2. Kim Idy méau chan khéng

21 0.8-0.83

22 0.698 - 0.73
23 0.6-0.673
24 0.55-0.58

(Chiéu dai kim %" — 1 %")

6.2.3. Béng tam cén

Vai béng dwoc cét thanh miéng nhd véi kich thuwéc 3 x 6 cm + 10%. Miéng vai béng sau khi cét duoc
gép ddi thanh 2 I&p.

6.2.4. Bing keo c4 nhén

Bang dan ca nhan vai co gi&n kich thwée 1.8 x 7.0 £ 0.2 (cm).

6.2.5. Gi4 d& 6ng nghiém chan khéng

Kich thwéc san phdm phil hop véi bng nghiém chan khéng cé dwdng kinh 13mm hoéc 16 mm.

7. D6 v6 khuén
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B6 tach chiét huyét twong giau tiéu ciu hoan toan vé triung. Khéng phat hién vi khudn va nim.

Phwong phap kiém tra d6 vé khuin dwoc md ta trong Phu luc A cla tiéu chudn nay. (Tai liéu tham
khdo: Dwoc dién Viet Nam — phu luc 13.7; dwoc dién Hoa Ky - chwong 71 [United States Phamacopeia —
Chapter <71>]).

8. Diéu kién str dung
a. Khong st dung khi phat hién vat la bén trong.

b. Khéng tai st dung.
c. Khéng st dung khi hét han sl dung.

9. Ghinhan, bao géi, tiét tring, bdo quan, van chuyén, han st dung

9.1. Ghinhén

Nhan khéng dwoc in bang loai mwc cé thé bi bong tréc hodc tac déng tré lai véi vat liéu va/hodc hé théng
bao géi ho&c l1am chuyén mau téi mirc nhan khéng doc dwgc. Trén nhan thé hién cac théng tin sau (theo quy
dinh ciia Nghi dinh S6 43/2017/ND-CP ngay 14/04/2017, Nghi dinh 111/2021/NB-CP va céc quy dinh cla phap
luat hién hanh v& ghi nhan hang hoa. Nhan san phadm phai dwoc in hodc dan trén bao géi clia san phadm. Trén
m&i bao goéi san pham phai cé téi thiéu cac théng tin sau:

Tén san pham
Tén, dia chi, théng tin lién hé clia nha san xuét
Sé Iwu hanh
Théng s ky thuat co' ban clia san pham
Xuét xt hang hoa
Ma& san pham, S6 16
Han st dung
Phwong phap tiét trung
- Thoéng tin canh bao, bao quan.

9.2. Quy cach déng goi
Mai bd duwoc dong goi trong mot hop, 10 hdp/thung hodc déng goi theo yéu cdu clia khach hang.

9.3. Phwong phap tiét trung

B6 tach chiét huyét twong giau tiéu cu duwoc tiét tring bdng phwong phap chiéu xa (gamma hodc
Ebeam) va/ hodc phwong phap ETO (néu &p dung).

9.4. Bdo quan

San pham phai dwoc bdo quan & nhiét dd 4°C - 25°C (40°F - 77°F).
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» LUWUY: Tranh tiép xuc trirc tiép voi anh hang. Bao quan & nhiét d6 cao hon nhiét d6 bao quan téi da
dwoc khuyén nghj cé thé dan dén giam chét Iwong san pham.

9.5. Han str dung

Han st dung 12 thang ké tir ngay san xuét.
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PHU LUC A - THU DO VO KHUAN

A.1. Qui dinh chung

Ky thuat nay ap dung dé thir vo khudn nham phat hién sw cé mat ctia vi khudn, ndm méc va ndm men
trong cac nguyén liéu, ché phdm va dung cu ma theo tiéu chuan riéng can phai vo khuén. Thir vé khuén phai
duwoc tién hanh trong didu kién vd khudn nhw trong budng thdi khi vé khuén hodc trong budng sach @& mau thi
khéng bj 6 nhiém. Trong qué trinh thtr, mau khong duoc tiép xlc véi céc tac nhan cé dnh hwéng dén vi khuén,
nam mébc, ndm men (nhw: tia tlr ngoai, chat sat khuan, nhiét d6 cao...). Cac dung cy, dung méi, méi trwéng nudi
céy phai dwoc diét khuan trwde khi dung.

A.2. Nguyén tic chung

Néu vi khuén, ndm méc, ndm men duwoc cdy vao méi tredng cé chét dinh duwéng va nuwéc, dugc gt &
diéu kién nhiét do thich hop thi ching sé phét trién. Sy cé mat cla vi sinh vat 1am cho méi trwdng bién ddi
trang thai tir trong sang duc, hodc c6 can ldng & day mai trwdng, hodc thay ddi mau séc méi tredng.
A.3. Chudn bj méi trwéng va dung méi

Mai trieerng Fluid Thioglycolate: Dung dé phat hién vi khudn hiéu khi, ky khi.

Méi trwérng Soybean Casein: Dung d& phat hién ndm men, ndm méc, vi khuén hiéu khi

Dung dich Peptone buffer: Dung lam dung dich 14y mau

A.4. Phwong phap thir: phwong phap céy tryce tiép.
- Dung cu: Cac dung cy dung cho thir nghiém déu phai ddm béo v6 khuén.
- Céc buéc tién hanh:

e Buwdc 1: Trang déu bé mét phia trong 6ng 1dy mau xét nghiém va nap bang dung dich Peptone
buffer, sao cho thu dwec it nhat 15 ml dung dich rira. Dung dich vira thu dwgc céy truc tiép vao
100 mL méi trwéng Thioglycolate va 100 mL méi trudng Soybean casein. Thao tac duec tién
hanh trong ti an toan sinh hoc.

o Buéc 2: U méi tredng Soybean casein & 22.5 + 2.5°C, méi trwdng Thioglycolate & 32.5 + 2.5°C,
trong th&i gian 14 ngay.

s Buéc 3: Chudn bj mau déi chirng &m cho mdi 16 san pham kiém tra bing céch thye hién toan bo

qua trinh phan tich trong diéu kién khéng c6 méau thir nghiém.

» Budc 4. Chuén bi mau dbi chirng dwong béng cach thye hién toan bd qué trinh phan tich trong
diéu kién s dung chuing vi sinh cdy vao méi triedng twong rng theo bang sau:
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Diéu kién nudi cay
Tén méi triréng Chung vi sinh tham khéo

Nhiét d6°C Théi gian

Vi khudn hiéu khi
. S. aureus ATCC 6538 .
Fluid Thioglycollate . 325+25C 3 ngay
B. Subtilis ATCC 6633

P. aeruginosa ATCC 9027

NAm
Soyabean casein C. albicans ATCC 10231 225+25C 5 ngay
| A. brasiliensis ATCC 16404

e Buwéc 5: Theo dbi va danh gia két qua

Trong suét thei gian 0, hang ngay phai quan sat cac moéi trwong da céy mau, Néu khéng thay co sw
phét trién ctia vi khudn, ndm moc trong subt thei gian quy dinh, mAu tht dwoc coi la dat tiéu chuén vo khuan.
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_Ténsan pham o M3 hang héa &
KPA30 KPB30 KPC30 KPD30 KPE30 KPF30
KPA31 KPB31 KPC31 KPD31 KPE31 KPF31
KPA32 KPB32 KPC32 KPD32 KPE32 KPF32
KPA33 KPB33 KPC33 KPD33 KPE33 KPF33
KPA34 KPB34 KPC34 KPD34 KPE34 KPF34

B tach chiét huyét KPA35 KPB35 KPC35 KPD35 KPE35 KPF35

o Megiign e o KPAOO KPBOO KPC00 KPD00 KPEOO KPFO00
KPAO1 KPBO1 KPCO1 KPDO1 KPEO1 KPF01
KPAO2 KPBO02 KPC02 KPD02 KPE02 KPF02
KPAO3 KPBO3 KPC03 KPD03 KPEO3 KPF03
KPAO4 KPB04 KPC04 KPD04 KPE04 KPF04
KPAO5 KPBO05 KPC05 KPD05 KPEO5 KPF05
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