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Ham lugng acid tranexamic, CgH,sNO,, tir 95,0 % dén
105,0 % so vai lugng ghi trén nhan.

Pinh tinh

A. Chuyén mét lwong thude tuong dwrong véi khoang 0,4 g
acid tranexamic vao mét coe c6 mo, dun trong cach thuy
dén khi thu dugc can dang bdt nhdo. Sy cén 0 110 °C
trong 30 min. Phé hép thu hong ngoai cua cin thu dugc
(Phy luc 4.2) phai phu hop voi phd hép thu héng ngoai cia
acid tranexamic chuan.

B. Trong phén Pinh lugng, thdi gian luu cua pic chinh
trén sic ky dd cua dung dich thir phai twong img vai thoi
gian luu cua pic acid tranexamic trén sic ky do cua dung
dich chuén.

pH )
Tir 6,5 dén 8,0 (Phu luc 6.2).

Ni dgc to vi khuén '
Khong dugc qua 35 EU/ml thudc tiém (Phu luc 13.2).

Tap chit lién quan

Phuong phép sac ky long (Phu luc 5.3) véi pha dong va
diéu kién sac ky nhu mé ta trong phan Dinh lugng.

Dung dich thur: Pha loang ché phim trong nuwcéce dé thu
dugc dung dich co nong d6 acid tranexamic 1 %.

Dung dich déi chiéu (1): Dung dich acid tranexamic chuén
0,01 % trong nurce.

Dung dich doi chiéu (2): Dung dich acid 4-(aminomethyl)
benzoic (TT) (tap chat D cua acid tranexamic) 0,001 %
trong nuoc.

Cdch tién hanh:

Kiém tra tinh phu hop cua hé théng: Trén sic ky db cia
dung dich déi chiéu (1), sb dia ly thuyet tinh trén pic acid
tranexamic khong nho hon 2000; hé sb déi ximg pic acid
tranexamic khong 1ém hon 2,0; d¢ 1éch chuén tuong dbi
cua dién tich pic acid tranexamic tir 6 lin tiém lap lai
kh@ng 16n hon 5,0 %.

Tién hanh sac ky dung dich thir vai thoi gian gap 3 1an thoi
gian luu cua pic acid tranexamic.

Thoi gian luu twong ddi so v6i acid tranexamic: Tap chat
C khoang 1,1; tap chit D khoang 1,3; tap chit B khoang
1,5; tap chat A khoang 2,1.

Gidi han: Trén sic ky db cia dung dich thir:

Dién tich pic tuong (mg véi tap chat A khong 16n hon dién
tich pic chinh thu duoc trén sic ky dd cua dung dich déi
chiéu (1) (1,0 %).

Di¢n tich pic tuong (g v&i tap chit B khong 16n hon 0,5
lin dién tich pic chinh thu dugc trén sic ky d6 ctia dung
dich déi chiéu (1) (0 5 %).

Dién tich pic tuong tmg véi tap chit C va tap chat D khong
16n hon dién tich pic chinh thu dugc trén sic ky dd cia
dung dich di chiéu (2) (0,1 %).

Di¢n tich cua bat ky pic tap don khéc khong I6m hon 0,1
lan dién tich pic chinh thu dugc trén sic ky db cua dung
dich dm chiéu (1) (0,1 %)

Téng tit ca cac tap chét khong 16m hon 2,0 %.
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Pinh lwong

Phuong phép sic ky 1éng (Phu luc 5.3).

Dung dich dém: Hoa tan 11,0 g natri dihydrophosphat
khan (TT) trong 500 ml nwcc, thém 5 ml triethylamin (TT)
va 1,4 g natri lauryl sulfat (TT). Diéu chinh dén pH 2,5
bang dung dich acid phosphoric 10 % (TT), thém nude
dén 600 ml.

Pha déng: Dung dich dém - methanol (60 : 40), diéu chinh
ty 18 néu can.

Dung dich thir: Pha loing ché pham trong nirde dé thu
duge dung dich c6 ndng d6 acid tranexamic 2 mg/ml.
Dung dich chudn: Hoa tan 50 mg acid tranexamic chuén
trong nuwoc va pha loang thanh 25,0 ml véi cing dung moi.
Diéu kién séc ky:

Cot kich thude (25 cm x 4,6 mm) dugc nhi pha tinh C
(5 pm). _

Detector quang phoé tir ngoai dat ¢ budc song 220 nm.
Téc do dong: 0,9 ml/min.

Thé tich tiém: 20 pl.

Cach tién hanh:

Kiém tra tinh phii hop ctia hé théng: D6 léch chuén twong
déi cua dién tich pic acid tranexamic thu dugc tir 6 lan
tiém lip lai dung dich chuén khong Iém hon 1,0 %.

Tién hanh sic ky lan luot dung dich chuin va dung
dich thu.

Tinh ham lugng acid tranexamic, CgH;sNO,, trong ché
pham dl,ra vao dién tich pic acid tranexamic thu dugc trén
sic ky d6 cia dung dich thir, dung dich chuan va ham
lwgng cua CgH sNO, trong acid tranexamic chuin.

Bdo quén
Trong db dung kin, & nhiét dé phong.

Loai thude
Thudc cam mau.

Ham luwgng thwomg ding
50 mg/ml; 100 mg/ml. Ong 5 ml; 10 ml.
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La vién nén chira acid tranexamic.
Ché pham phai dap (mg cic yéu ciu trong chuyen ludn
“Thudc vién nén” (Phu luc 1.20) va c4c yéu ciu sau day:

Ham lugng acid tranexamic, CgH,sNO,, tir 95,0 % dén
105,0 % so voéi lugng ghi trén nhin.

DPinh tinh

A. Can mdt lugng bt vién twong duong vai khoang 0,1 g
acid tranexamic, thém 10 ml nude, lic ky valoc. Thém | ml
dung dich ninhydrin 2 % (TT) va dun néng trén cach thuy
trong 3 min, xuat hién mau tim dam.

B. Trong phan Pinh lugng, thoi gian luu cia pic chinh trén
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sic ky 6 ciia dung dich thir phai tuong (mg véi thi gian luu
cua pic acid tranexamic trén séc ky db cua dung dich chuén.

D{ hoa tan (Phu luc 11.4)

Thiét bj: Kiéu canh khudy.

Mai truomg hoa tan: 900 ml nucc.

Téc dé quay: 50 r/min.

Thoi gian: 60 min.

Céch tién hanh:

Phuong phap sic ky 1ong (Phu luc 5.3) véi diéu kién sic
ky nhu mé ta & muc Pinh lugng. Thé tich tiém 13 50 pl.
Dung dich thit: Sau thoi gian hoa tan quy dinh, 1y mét phéan
dich hoa tan va loc. Pha lodng dich loc voi mede dé duoc
dung dich cé ndng d9 acid tranexamic khoang 0,56 mg/ml.
Dung dich chudn: Hoa tan 56 mg acid tranexamic chuin
trong nucc va pha loang thanh 100,0 ml véi cling dung moi.
Tinh luong acid tranexamic, CgH,sNO,, hda tan trong mdi
vién dua vao dién tich pic cua acid tranexamic thu dugc
trén sic ky dd cia dung dich thir, dung dich chufn va ham
lugng cua CgH,;sNO, trong acid tranexamic chuin.

Yéu cau: Khéng it hon 80 % (Q) lwgng acid tranexamic,
CgH,5sNO,, so vdi lugng ghi trén nhan duge hoa tan trong
60 min.

Tap chit lién quan

Phuong phap sic ky long (Phu luc 5.3) véi pha dong va
diéu kién sic ky nhw & muc Dinh lugng.

Dung dich thir: Can 20 vién, tinh khéi luong trung binh
vién va nghién thanh bdt min. Can chinh x4c mét lugng
bt vién tuorg tmg vdi khoang 1 g acid tranexamic vao
binh dinh mirc 100 ml, thém khoang 70 ml nude va lc k.
Thém mude vira du dén vach, lic déu va loc.

Dung dich d6i chiéu (1): Dung dich acid tranexamic chuin
0,01 % trong nuoc.

Dung dich déi chiéu (2): Dung dich acid 4-(aminomethyl)
benzoic (TT) (tap chit D cua acid tranexamic) 0,001 %
trong nuoc.

Céch tién hanh:

Kiém tra tinh phi hop cia hé théng;: Trén sic ky dd cua
dung dich d6i chiéu (1), sé dia ly thuyét tinh trén pic acid
tranexamic khong nho hon 2000; hé sb déi ximg pic acid
tranexamic khéng 16n hon 2,0; d6 1éch chudn twong ddi
cua dién tich pic acid tranexamic thu durgc tir 6 lan tiém lap
lai khdong 16n hon 5,0 %.

Tién hanh sic ky dung dich thir véi thoi gian gap 3 1an thoi
gian luu cua pic acid tranexamic.

Thoi gian luv twong ddi so véi acid tranexamic: Tap chat
C khoang 1,1; tap chit D khoang 1,3; tap chit B khoang
1,5; tap chét A khoang 2,1.

Gidi han: Trén sic ky db cua dung dich thir:

Dién tich pic twong g v6i tap chit A khong 16n hon dién
tich pic chinh thu dugc trén sic ky db cia dung dich déi
chiéu (1) (1,0 %).
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Dién tich pic twong Umg véi tap chat B khong 1én hon 0,5
14n dién tich pic chinh thu dugc trén sic ky d6 cia dung
dich déi chiéu (1) (0,5 %).

Dién tich pic trong img véi tap chit C va tap chit D khéng
16n hon dién tich pic chinh thu dugc trén sic ky db cia
dung dich déi chiéu (2) (0,1 %).

Dién tich cua bat ky pic tap don khic khong 1ém hon 0,1
lan dién tich pic chinh thu dugc trén sic ky dd cua dung
dich dbi chiéu (1) (0,1 %).

Pinh lu¢ng

Phuong phép sic ky léng (Phu luc 5.3).

Dung djch dém: Hoa tan 11,0 g natri dihydrophosphat
khan (TT) trong 500 ml nudc, thém 5 ml triethylamin (TT)
va 1,4 g natri lauryl sulfat (TT). Diéu chinh dén pH 2,5
bing dung dich acid phosphoric 10 % (TT), thém nudc
dén 600 ml.

Pha dgng: Dung dich dém - methanol (60 : 40), diéu chinh
ty 16 néu cén.

Dung djch thir: Can 20 vién, tinh khdi lwong trung binh
vién va nghién thanh bjt min. Cén chinh x4c mdt lugng
bt vién tuong img v&i khoang 100 mg acid tranexamic
vio binh dinh mitc 50 ml, thém 30 ml nwée, lic ki va thém
nude vira du dén vach, lic déu. Loc.

Dung dich chudn: Hoa tan 50 mg acid tranexamic chuan
trong nudc va pha loang thanh 25,0 ml véi cing dung méi.
Diéu kién sdc ky:

Cot kich thuéc (25 cm x 4,6 mm) duge nhdi pha tinh C
(5 pm).

Detector quang phd tir ngoai dit & budc séng 220 nm.
Tée dé dong: 0,9 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phit hop ctia hé théng: P 1éch chuén tuong
dbi cia dién tich pic acid tranexamic thu dugc tir 6 lan
tiém lap lai dung dich chuén khéng 16m hon 1,0 %.

Tién hanh sic ky lan lugt dung dich chudn va dung
dich thir.

Tinh ham lugng acid tranexamic, CgH;sNO,, trong ché
phdm dwa vao dién tich pic acid tranexamic thu dugc trén
sic ky dd cua dung dich thir, dung dich chuin va ham
lwong ciia CgH | sNO, trong acid tranexamic chuan.

Béo quén
Trong d6 dung kin, ¢ nhiét d6 phong.

Loai thude
Thudc cAm mau.

Ham lugng thudng dung
500 mg; 1000 mg.



