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Thuéc th y — Lay mau
Veterinary drugs — Sampling

1 Pham vi ap dung

Tiéu chuan ndy quy dinh quy trinh ldy m3u dé kiém tra chat luvong thude tha y.
2 Thuéat ngir va dinh nghia

Trong tiéu chuan nay str dung thuét ngi va dinh nghia sau:

2.1 Thuéc tha y

La don chat hodc hén hop cac chat bao gém dugc pham, véc-xin, ché phdm sinh hoc, vi sinh vat, héa
chét dwgc phé duyét ding cho dng vat nhdm phong bénh, chiva bénh, chdn doan bénh, @idu chinh,
phuc hoi chirc nang sinh tredng, sinh san cla dong vat.

2.2 Thudc thi y thanh phim

La thudc tha y da qua tat cd cac cong doan trong qua trinh san xuét, ké ca déng géi trong bao bi cudi
cung, dan nhan, d qua kiém tra chat lgng co s& va dat cac chi tiéu chat lwong theo hd so dang ky.

2.3 Nguyén liéu thuéc thi y
La nhirng chét ¢6 trong thanh phan cla thude tha y.
2.4 Vic-xin ding trong thu y

La ché phdm sinh hoc chira khang nguyén, tao cho co thé ddng vat kha nang dap (rng mién dich, dugc
ding dé phong bénh.

2.5 Ché phim sinh hoc dung trong thi y

L& san phdm c6 ngudn géc sinh hoc diing dé phong bénh, chira bénh, chan doan bénh, diéu chinh qua
trinh sinh trwdng, sinh san clia ddng vat.

2.6 Vi sinh vat dung trong thi y

La vi khudn, vi rit, don bao ky sinh, ndm méc, ndm men va mét sé vi sinh vat khac ding @& chdn doan,
phdng bénh, chira bénh cho déng vat, nghién ctru, san xuét, kidm nghiém, khdo nghiém thudc thu y.
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2.7 Héa chét diing trong thi y

La sdn pham c6 ngudn géc hoa hoc dung dé phéng bénh, chira bénh, chn doan bénh, khir tring, tiéu
doc moi trdng chan nudi, nudi tréng thiy san, giét mé ddng vat, so ché, ché bién ddng vat, san pham
dong vat.

2.8 Kiém nghiém thuéc tha y

La viéc kiém tra, xac dinh cac tiéu chuin k§ thuat clia thude tha y (theo tiéu chudn quéc gia hodc tiéu
chudn co sd).

2.9 L6 san xuét

La mét lwgng xac dinh thuéc thi y ddng nhét vé chét lvgng dwoc san xuét trong mét quy trinh don 1é
hodc mdt loat cac quy trinh va dwoc ghi trén nhan bao géi bing cling mét ky hiéu cia 16.

2.10 LAy mau thuébe

La cac thao tac ky thuat nham thu thap mét lwong thudc (thanh pham thube, nguyén liéu va bao bi 1am
thudc) nhét dinh dai dién cho thyc chét tinh trang chat lweng ctia 16 thude ding cho viéc xac dinh chét
lwong thube.

2.11 Mau ban dau

La mét lwgng mau duwgc I3y ra tir mét don vi 1ay mau.

2.12 Miu riéng

La mét lwgng mau dwoc tao thanh bang cach trén cac mau ban dau véi nhau.
2.13 Miu chung

La mot lwpng miu duwoc tao thanh bang cach tron 1an cac mau riéng véi nhau, ¢ thé nghién tron véi
nhau néu mau 1a chat bt ran, tron I8n véi nhau néu Ia chét 16ng, hodc ¢6 thé dat canh nhau néu la cac
don vi thudc da phan liéu.

2.14 Miu phan tich

La mot phan clia mAu chung diing dé phan tich & phong kiém nghiém. Lueng thudc trong mau phan
tich phai du @& thuc hién tat ca cac phép thir theo yéu chu cla tiéu chuan quy dinh.

2.15 Mau lwu

La mét phan ctia m3u cubi cling, dwoc lwu d& kidm nghiém lai khi can thiét. Lugng thude trong mau
I t6i thidu phai bang mau phan tich.

3 Quy dinh chung
3.1 Ngwéi lay miu

Ngwéi lay mau 13 ngudi 6 kién thirc va thanh thao thao tac ki thuat lay mau.
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3.2 Noi lay mau

LAy tai kho lru tr, co' s& sdn xudt va don vj kinh doanh hodc trén thi trieéng khi can thiét. Trong
trwérng hop dac biét thi c6 thé 1ay mau trong diéu kién v tring.

3.3 Dung cy ldy miu

Dung cu |4y m3u phai sach, ddm bdo khong duwa tap chét vao mAu. Dung cu ldy mau phai dwoc 1am
bang vét liéu tro thich hop véi dic didm ciia tivng loai thudc, khdng lam anh hirdng dén chét Iwong
thudc va dam bdo an toan cho nguoi lay mAu (tham khao phu luc B).

3.4 Vit chira mdu

3.4.1 Vat chira mau phai vé triing, khd, khdng cé mui la va dam bao ring cac dac trung clia mau dwoc
duy tri cho dén khi tién hanh kiém nghiém.

3.4.2 Vat chira m3u phai ¢6 kich ¢& sao cho phl hop véi lwong mau can 1y,
3.4.3 Vit liéu chia vat chira mau khong dwoc anh hwdng dén chét lvgng mau.

3.4.4 D6i voi vic xin va céc ché phdm sinh hoc thi vat chira mau phai dwoc dit trong thiing lanh
chuyén dung.

3.5 Trinh tw ldy miu
3.5.1 Chudn bj tai liéu, dung cu lay mau.

3.5.2 Trwére khi lay bat ky mau ndo, can phai ghi chép chinh xac 16 san xuat va khi thich hgp, so sanh
s0 lwgng don vi cé trong 16 sdn xuét, khéi lwgng clia 16 hodc thé tich cia I6 san xuat, viéc ghi trén vat

chtra va nhan déi véi cac muc ghi trong cac tai liéu lién quan.

3.5.3 Tilr 16 san xuét |3y ra cac don vi lay mau mdt cach ngdu nhién, mé cac bao géi dé lay cac mau

ban dau va lam kin ngay lai cac bao géi da lay.
3.5.4 Tron déu cac mau ban dau thanh nhirng mau riéng cda tirng don vi lay mau.
3.5.5 Trén déu cac mau riéng thanh mét mau chung.

3.5.6 Tao mAu cubi ciing: tir mAu chung 14y ra cac phan bang nhau tao thanh mau cubi cung gdm mau

phan tich va mu luu,

3.5.7 Cac mAu sau khi lay dwoc cho vao vat chira mAu, 1am kin lai, va dan nhan véi day da théng tin
nhu: tén thude, tén nha san xuét, ky hidu I6 san xut, sb thiung da Iay mAu, noi Idy mau, sé lvong méu
da iy, ngay 1Ay mau, céc didu kién bao quan phi hop véi bién ban lay mau.

3.5.8 Mau sau khi |4y phai dwec niém phong, dam bdo an toan trong qua trinh van chuyén tir noi lay
mau één noi giao mau.

3.5.9 Lap bién ban lay m3u theo biéu m3u kém theo (tham khao phu luc A).
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3.6 Lay miu
3.6.1 Nguyén téc chung

Lay mau theo nguyén tic ngau nhién. Lugng thuée trong mau phén tich cling nhir trong mau luu it
nhét phai dl cho ba I&n phan tich hodc phai di dé thiee hién cac phép thir dAm bao thu duoc két qud
chinh xdc va tin cay. Lugng thube ndy dwgc tinh toan trén co s& tiéu chuén phwong phép thir cla san
pham. Binh thwéng méi [6 san xuét dwoc 1Ay hai mau (mdt mau phan tich va mét méu luu). Truéng
hop dac biét, s6 mAu phan tich va mau lwu c6 thé nhidqu hon hai dé du giri kiém nghiém va luu & nhiéu
noi néu xét thay can thiét.

3.6.2 LAy mau nguyén liéu

3.6.2.1 M&i don vi bao géi phai l&y mau ban dau & cac vi tri khac nhau (phia trén, giira va ddy) rbi trén
d&u cac mau ban diu thanh mAu riéng, tron déu cac mau riéng thanh mau chung.

3.6.2.2 Néu mau khong dong déu thi phai tron déu trwéc khi ldy mau. Néu ché phdm Iéng phén I&p
phai khudy d&u trudc khi lay mau, hodc néu co cin Iang trong chét 16ng phai lam tan ciin lang trwdc khi
Iy m&u béng cach lam Am hodc khudy déu.

3.6.2.3 86 lvgng bao goi va ¢& mau can ldy duec quy dinh & bang 1.

Bang 1 - S& lwong bao géi va c& miu nguyén liéu cin ldy

k gc;?o 5:2 i) S lwong bao géi ldy mau (kgi:;illlit)
Du6i 1.000 1 0,1dén 0,5
Tir 1.000 @&n 10.000 2 0,2 én 0,5
Trén 10.000 3 0,3dén 0,5

3.6.2.4 Trwdng hop ¢6 nghi nge, tranh chap, sb lwgng bao goi sé dwoc lay gap 03 lan theo quy dinh &
bang 1.

3.6.2.5 Déi véi nguyén lidu quy hiém thi chi lay tir 1 g dén 5 g (trr khi c6 quy dinh d3c biét khéc).
3.6.3 Ly miu thanh phim

3.6.3.1 Ldy mAu & nhirng vi tri khac nhau cua 16 san xuat, khong dwgc pha 1& cac don vi dong goi san
pham @& Iay mau. Tl cac don vi Ay mau dugc tap hop lai thanh mau chung va mau cubi cling.

3.6.3.2 S4 lwvong mau thanh pham dwoc qui dinh & bang 2.
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Bang 2 - S6 lwgng mau thanh pham cin ldy

Quy cach déng goi (g hoac ml) sé;‘:‘;?g{.}"ﬂ?; élf)y
Duéi 2 70
Tir 2 dén dwéi 5 30
Tir 5 dén dwéi 50 7
Tir 50 Gén 100 4
Trén 100 3

3.8.3.3 Mau thuéc vién cé chi¥a 1 hoat chat: |4y tlr 50 vién dén 70 vién,

3.6.3.4 Mau thudc vién cd chira tir 02 hoat chét trér 1€n: 14y tir 70 vién dén 100 vién,

3.6.3.5 Trong trudng hop dac biét thi thy theo quy cach dong goi va tinh chét clia thudc chi lay mau du

dé phan tich va lwu,

3.6.4 Ly mau véc xin va ché pham sinh hoc

3.6.4.1 Mau duoc ldy theo 16 san xuit.

3.6.4.2 Lay mau & nhirng vi tri khac nhau clia 16 san xuét, khdng duoc pha Ié cac don vi ddng gbi san

pham @é &y mau.

3.6.4.3 Sé lwong mau tbi thiéu can lay méi 1an dbi voi vac xin duoc qui dinh & bang 3.

Béng 3 - Sé lweng miu can lay ddi véi vac xin

Dang véc xin $6 lwong mAu lay
(don vj déng gbi)
Séng 3-5
Chét 3-5

CHU THICH: Trong trwéng hop méu khéng dat thi tién hanh Iy m&u 1an 2, lan 3 véi sé lugng nhur lay méu lan 1.

3.6.4.4 S6 lwong mAu téi thiéu can lay mdi 1an dbi voi khang huyét thanh va ddc té dwoc quy dinh &

bang 4.
Bang 4 - $& lwong mau cén ldy dbi véi khang huyét thanh va doc té
vestinki 6 lwgng méu téi thidu cin Idy/lAn
) (don vi dong goi)
Khang huyét thanh 12
Khang doc td 12
Poc td 18 lidu don hodc 12 lidu kép
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3.6.4.5 Ddi voi 1 sb vac xin dac biét va khang nguyén thi sé lwong mau téi thidu can tdy méi 1an duwoc
quy dinh & bang 5.

Bang 5 - S& lwong miu can 14y dbi véi vic xin dic biét, khang nguyén

Tén vic xin'khang nguyén So qung(?jnuvtiéé g:;égéf)én layflan
Véc xin Brucella abortus 6
VAc xin Viém nao ngwa (Equine Encephalomyelitis) 10
Véc xin phong bénh cho ché 50
Vic xin dai v hoat 250
Khang nguyén Tuberculin 20
Khang huyét thanh udn van 12
3.7 Van chuyén mau

3.7.1 Sau khi hoan tét viéc 1Ay m3u, nguoi Iy mau phdi chuyén cac mau da Iy va bién ban ldy mau
cho co quan kiém nghiém. Truwdng hop dic biét miu cé thé glri dén co quan kiém nghiém qua dwong
buru dién, nhung phai ghi rd va dam bao diéu kién bdo quan clia mau cn gui.

3.7.2 Déi v6i cac mau thude tha y da Iy phai dwoc déng géi trong bao géi phit hop dé dam bdo mau
dwoc bdo quan theo dling quy dinh, tranh bi hwe hdng, dé v&. Dac biét, dbi voi véc xin va ché pham
sinh hoc phéi bao quén theo ding huwéng dan clia nha san xuat,

3.8 Bao cao ldy mau

Béo cdo lay mAu it nhat phai cé nhirng théng tin sau
- Dia diém 14y may;

- Thoi gian tay mau;

- Tén ngudi ldy mau;

- Loai méu, sé luong;

- Céc quan sat tai hién trudng.
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Phu luc A
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Bién ban ldy miu
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CONG HOA XA HQI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phic

...... ngay ... thang ... nam 20
BIEN BAN LAY MAU THUOC THU Y BE KIEM TRA CHAT LUQNG
Ho tén, chirc vy, cor quan clia nhitng ngwdi tham gia |y mau:
PO
s R S e R R R T B T s
e e T A T D o B S R Tt
Tén co s& duwee lay mau:
Dia chi: Pién Thoai:
p P 2 . |Nhanxéttinh{ Ténnha
T:gn*“‘ég“' Chitidu | L6 SX, |Pon vidéng Mii aonha ltrang 16 thuéc| nhap khdu
TT 999, |ohan tich|han dung|géi nho nhat| Y99 .| trwedre khi lay | (néu la thude
ham lwong lay dia chi N
mau nhap khau)

Didu kién bao quan khi ldy mau:

Bién ban nay dwoc lam thanh.... ban: .... ban lwu tai co s& dwoc 1Ay miu, ... ban luu tai co

guan ldy mauy, .... ban luwu tai...

Pai dién co s& dwoc 1y miu

(Ky, ghi roé ho tén)

Ngwdi 1dy miu
(Ky, ghi ré ho tén)

11
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12

Phu luc B
(Tham khéo)
Cac loai dung cu liy miu

Hinh B.1 - Cac loai xéng Iy miu ché pham rin
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Hinh B.2 - Tuyp ldy mau ché phim long

Tuyp lay mau

than tron
{i} Tuyp trong
Tuyp ngoai

L6 thu thap
i) mau

Hinh B.3 - Tuyp ldy mau ché phim rin

t 1

Day co
danh dau
khodang
cach

Dung cu lay
— mau

Nei dyng mau
lay dwegc
<[
Can

Hinh B.4 - Dung cu ldy mau cé thé cin duec

13
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e
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A

Hinh B.5 - C4c loai xién 14y mau don gian

A: Xién lay mau déng, dwoc st dung lay mAu c6 kich thwdc hat Ién
B: Xién &y mau déng, duoc sl dung lay mAu co kich thude hat nho
C: Xién lay mau m&

D: Xién lay mAu hai tuyp

14
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Thw muc tai liéu tham khao

[1] Code of Federal Register - 9 CFR 113.3: Sampling of biological products: 676-679.

[2] QCVN 01-03:2009/BNNPTNT - “Quy chuén ky thuét quéc gia vé 18y méu thuéc tha y dé kiém tra
chét luong”

[3] TCVN 5992:1995 Chét luong nuée — Lay méu — Huéng dén ky thuat 1ay méu.,
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