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ACID TRANEXAMIC

dung djch d6i chiéu (5) khéng twong tng véi pic chinh
trong sic ky 46 cua dung dich d6i chiéu (4) va d§ phan
g:al giira pic tuong rng véi acid 4- hydroxy:sophtahc va
pic tuong Ung v&i phenol nhoé hon 1. Néu diéu kién vé
d phan giai nay khéng dat, c6 thé diéu chinh hrgng acid
acetic trong pha djng.

Gidi han: Dién tich cla nhitng pic tuong img véi acid
4-hydroxybenzoic, v6i acid 4-hydroxyisophtalic, va phenol
trong sic ky d6 cta dung djch thir khéng dwgc 16n hon
dién tich cta nhimg pic tuong tmg 1an lugt nhu trén trong
sic ky dd coa dung dich dbi chiéu (6) (0,1 % cia acid
4-hydroxybenzoic; 0,05 % cua acid 4-hydroxyisophtalic
va 0,02 % cua phenol).

Dién tich cua bit cir pic ndo, ngoai trir pic chinh va
nhimg pic tuong (ng véi acid 4-hydroxybenzoic, véi acid
4-hydroxyisophtalic va phenol trong sic ky d6 cia dung
dich thir thi khoéng duge 16m hon dién tich cia pic twong
{mg véi acid 4-hydroxyisophtalic trong séc ky dd ciia dung
dich déi chiéu (6) (0,05 %).

Tbng dién tich céc pic phy trong sic ky db cua dung djch
thir khéng dugce 16n hon hai lan dién tich cua pic twong
{mg véi acid 4-hydroxybenzoic trong sic ky dd ciia dung
dich d6i chiéu (6) (0,2 %).

Bo qua tit ca cic pic c6 dién tich nho hon hodic bing 0,01
lan dién tich cua pic chinh trong sic ky db ctia dung dich
46i chiéu (6).

Clorid

Khéng dugc qué 100 phan triéu (Phy lyc 9.4.5).

Dung djch S: Hoa tan 2,5 g ché pham trong 50 ml nwde
dun sbi, d& ngudi va loc.

Pha loang 10 ml dung dich S thanh 15 ml bing nwde va
tién hanh thu.

Sulfat

Khéng dugc qué 0,020 % (Phy luc 9.4.14).

Hoa tan 1,0 g ché pham trong 5 ml dimethylformamid (TT)
va thém 4 ml nuée. Tron déu. Thém 0,2 ml dung dich acid
hydrocloric lodang (TT) va 0,5 ml dung djch bari clorid
25 %. Sau 15 min, dung djch thu dugc khéng duge duc hon
dung dich déi chiéu duoc chudn bj nhu sau: Thém 0,2 ml
dung dich acid hydrocloric loang (TT), 0,5 ml dung djch
bari clorid 25 %, 3 ml nudc va 5 ml dimethylformamid
(TT) vao 2 ml dung dich sulfat mau 100 phan triéu SO,
(TT), trén déu.

Kim loai niing

Khéng dugc qua 20 phan triéu (Phy luc 9.4.8).

Hoa tan 2,0 g ché phim trong 15 ml ethanol 96 % (TT),
sau d6 thém 5 ml nude. Liy 12 ml dung djch nay thir theo
phuong phap 2. Dang dung djch chi mau 100 phan triéu
Pb (TT) pha lodng bing hdn hgp ethanol 96 % - nuéc
(3 : 1) dé duoc dung dich chi mau 2 phan triéu ding chuén
bi mu déi chiéu.
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Mt khéi lwgng do 1am kho
Khéng duge qua 0,5 % (Phy luc 9.6).
(1,000 g; 4p sudt giam; silica gel).

Tro sulfat
Khong dugc qué 0,1 % (Phy lyc 9.9, phuong phap 2).
Dung 2,0 g ché phém.

Pinh lugng

Hoa tan khodng 0,120 g ché phiam trong 30 ml ethanol
96 % (TT), thém 20 ml nwdc va 0,1 ml dung djch do phenol
(TT). Chun d9 bing dung djch natri hydroxyd 0,1 N (CB)
cho dén khi mau chuyén tir vang sang do tim.

1 ml dung djch natri hydroxyd 0,1 N (CD) tuong duong
véi 13,81 mg C;H4O,.

Bio quin
Trong chai lg nat kin, tranh dnh sang.

Loai thudc

Thubc tréc 16p sirng da, chéng bai tiét ba nhém, tri vay nén,
chét in da.

ACID TRANEXAMIC
H, CO,H

H,N— H

CsH,sNO, Pt.l.: 1572

Acid tranexamic la acid frans-4-(aminomethyl) cyclohexan
carboxylic, phai chira tir 99,0 % dén 101,0 % CsH)sNO,,
tinh theo ché pham da lam kho.

Tinh chit

Bot két tinh tréing hoic gin nhu tring. D tan trong nudc
va acid acetic bang, thuc té khong tan trong aceton va
ethanol 96 %.

Dinh tinh

Phé hép thu hdng ngoai (Phyu luc 4.2) cla ché phim
phai phi hgp v&i phé hép thy hdng ngoai cia acid
tranexamic chuan.

pH

Tix 7,0 dén 8,0 (Phy lyc 6.2).

Hoa tan 2,5 g ché phim trong nwdc khéng cd carbon
dioxyd (TT) va pha lodng thanh 50 ml véi ciing dung mdi.

Tap chét lién quan
Phuong phap sic ky long (Phy luc 5.3).
Pha dgng: Hoa tan 11,0 g natri dihydrophosphat khan
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(TT) trong 500 ml nwée, thém 5 ml triethylamin (TT) va
1,4 g natri lauryl sulfat (TT). Diéu chinh dung dich thu
dugc té1 pH 2,5 bing dung dich acid phosphoric lodng
(TT) va pha loang thanh 600 ml bing nwéc. Thém 400 ml
methanol (TT) va trén déu. )

Dung dich thir: Hoa tan 0,20 g ché phim trong nuéc va
pha loang thanh 20,0 ml véi cing dung moi.

Dung dich déi chiéu: Pha lodng 5,0 ml dung dich thir thanh
100,0 ml bing nude. Pha lodng 1,0 ml dung dich thu duge
thanh 10,0 ml bing mude. ,

Dung dich phén gidi: Hoa tan 5 mg tap chit C chuin ciia
acid tranexamic trong niwrdc va pha lodng thanh 50,0 ml véi
cing dung méi. Liy 1,0 ml dung dich nay, thém 1,0 ml
dung dich thir va pha lodng thanh 50,0 ml bing nudc.
Diéu kién sdc ky:

Cot kich thude (25 cm x 4,6 mm) hodc (25 cm * 6,0 mm)
dugc nhoi pha tinh C (5 um).

Detector quang phd tir ngoai di4t & buée séng 220 nm.

Téc 44 dong: 0,9 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Thoi gian chay sic ky gip 3 lan thdi gian luu cua acid
tranexamic.

Thoi gian luu twong dbi so véi acid tranexamic (thdi gian
lru khoang 13 min) nhu sau: Tap chéat C khoang 1,1; tap
chit D khoang 1,3; tap chit B khoang 1,5; tap chit A
khoing 2,1.

Kiém tra tinh phi hop ctia h¢ théng: Tién hanh sic ky véi
dung dich phan giai. Phép thir chi c6 gid tri khi d3 phan giai
giira pic cia acid tranexamic va tap chét C it nhét 13 2,0.
Gidi han:

bé tmh ham lugng, nhan dién tich pic cua cac tap chit véi
hé s6 hiéu chinh tuong {ung nhu sau: Tap chit B 1a 1,2, tap
chat C 1a 0,005, tap chét D 1a 0,006.

Trén sic ky d6 ciia dung dich thir, dién tich cua pic tuong
img voi tap chit A khong dugc 16n hon 0,2 lan dién tich
cua pic chinh trén sic ky db thu dugc cia dung dich déi
chidu (0,1 %). Dién tich cua pic twong tmg v6i tap chit B
da hiéu chinh khong dugc 1ém hon 0,4 lan dién tich ctia
pic chinh trén sic ky d6 thu dugc cua dung dich 6i chiéu
(0,2 %). Dién tich pic ciia timg tap chit khac khong dugc
16n hon 0,2 1an dién tich cia pic chinh trén sic ky db thu
dugc cua dung dich d01 chiéu (0,1 %). Téng dién tich plC
cla tit ca céc tap chit khac khéng dugc 16n hon 0,4 lin
dién tich cua pic chinh trén sic ky @b thu dwogc cia dung
dich dbi chiéu (0,2 %).

Bo qua céc plc ¢6 dién tich nho hon hodc bing 0,05 lin
dién tich cua pic chinh trén sic ky d6 thu dugc cia dung
dich di chiéu (0,025 %).

Ghi chu:

Tap chit A: Acid trans,trans-4,4’-(iminodimethylen)di(cyclo-
hexan carboxylic),

Tap chét B: Acid cis-4-(aminomethyl)cyclohexan carboxylic,
Tap chét C: Acid (RS)-4-(aminomethyl)cyclohex-1-en carboxylic,
Tap chét D: Acid 4-aminomethylbenzoic.

NANG ACID TRANEXAMIC

Cic hop chit halogenid

Khong duge quéa 140 phan triéu, tinh theo clorid (Phu luc
9.4.5).

Hoa tan 1,2 g ché phim trong nude va pha lodng thanh
50 ml v&i cung dung moi. Lay 15 ml dung dich dé thu.

Kim loai niing

Khong dugc qua 10 phan tri¢u (Phu luc 9.4.8).

Hoa tan 2,0 g ché phim troug nudc va pha lodng thanh
20 ml véi cung dung méi. Lay 12 ml dung dich nay thir
theo phuong phép 1. Ding dung djch chi mau I phan triéu
Pb (TT) 1am mau dbi chiéu.

Miit khéi lwgng do 1am khd
Khong duge qua 0,5 % (Phu luc 9.6).
(1,000 g; 105 °C; 2 h).

Tro sulfat
Khong duoc qua 0,1 % (Phu luc 9.9, phuong phap 2).
Dung 1,0 g ché phim.

Dinh lugng

Hoa tan 0,140 g ché phdm trong 20 ml acid acetic khan
(TT). Chuén d¢ bang dung dich acid percloric 0,1 N (CP).
Xéac dinh diém két thic bing phwong phap chuan d¢ do
dién thé (Phu luc 10.2).

| ml dung dich acid percloric 0,1 N (CD) tuong duong véi
15,72 mg CgH;sNO,.

. X
Loai thuoc
Chong tiéu fibrin; thudc cam méu.

Ché phim
Thudc tiém, vién nén, nang.

NANG ACID TRANEXAMIC

La nang cung chira acid tranexamic.
Che pham phai dép (g cac yéu cau trong chuyén luén
“Thudc nang” (Phy luc 1.13) va céc yéu cau sau diy:

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

Pinh tinh

A. Can mot lugng bt thude trong nang twong duong véi
khoang 0,1 g acid tranexamic, thém 10 ml nwéc, lic ki va
loc. Thém 1 ml dung dich ninhydrin 2 % (TT) va dun néng
trén céch thiiy trong 3 min, xuat hién mau tim dam.

B. Trong phan Dinh lugng, théi gian luu cua pic chinh
trén sic ky d6 cua dung dich thir phai tuong ung v@i thoi
gian luwu cla pic acid tranexamic trén sic ky do cua dung
dich chuan.

D¢ hoa tan (Phu luc 11.4)
Thiét bj: Kiéu canh khuay
MGéi truong hoa tan: 900 ml nudec.
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