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VIEN NEN TETRACYCLIN HYDROCLORID

khoang 200 ml pha ddng A, lic siéu am dé hoa tan. Dé
ngudi, thém cling dung moi dén dinh mirc, loc.

Dung d;ch chuan: Hoa tan va pha lodng mét lugng chinh
x4c chét chuén tetracyclm hydroclorid trong pha dong A dé
thu dugc dung dich ¢6 nong d¢ 0,1 mg/ml.

Dung dich phan giai: Dung dich chira hén hop chuén
anhydrotetracyclin hydroclorid, 4-epianhydrotetracyclin
hydroclorid, epltetracyclm hydroclorid va tetracyclin
hydroc lorid €6 ciing nong d6 25 pg/ml trong pha dong A.
Diéu kién sdc ky:

Cét kich thuéc (15 cm x 4,6 mm) dugc nhdi pha tinh C
(3 pm).

Nhiét d¢ cot: 50 °C.

Nhiét d6 budng dung méu tiém: 4 °C.

Df:tector quang phé tir ngoai dit ¢ bude séng 280 nm.

Toc d§ dong: 1,0 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Tién hanh séc ky theo chwong trinh dung méi nhur sau:

Thi gian Pha dong A Pha dong B
(min) (% tt/tt) (% tt/tt)
0-7,5 85 — 60 15— 40
1,5-17,6 60 — 85 40 — 15
7,6 -10 85 15
Cdch tién hanh:

Kiém tra tinh phit hop ctia hé théng:

Tién hanh séc ky dung dich phén giai, phép thir chi c6 gia
tri khi d0 phan giai giita pic epitetracyclin va tetracyclin it
nhat 14 2,5; hé sb phén giai gitra pic anhydrotetracyclin va
4-eplaxﬂ1ydrotetracyclm it nhét la 2,5.

Tién hanh sic ky dung dich chuan, hé s dbi ximg cua plC
tetracyclin khong 16nm hon 1,5. P6 1éch chuén tuong doi
cua dién tich p1c tir 6 lan tiém 14p lai khong lon hon 1,0 %.
Tién hanh sic ky lén lugt véi dung dich chuin va dung
dich thir.

Tinh ham luong tetracyclin hydroclorid, C,;HzN,O5.HCI,
trong nang dya vao dién tich pic trén sdc ky do cua dung
dich chuin, dung dich thir va ham lugng CyH,N;0s.HCI
clia tetracyclin hydroclorid chuan.

Béo quin
Trong db dung kin, dé noi khd, mat va tranh 4nh sang.

Loai thubc
Khang sinh.

Ham lrgng thuing dung
250 mg (250 000 IU); 500 mg (500 000 IU).
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La vién nén chira tetracyclin hydroclorid.
Ché pham phai dap tmg cic yéu cu trong chuyén ludn
“Thudc vién nén” (Phu luc 1.20) va cac yéu cau sau diy:

Ham lrgng tetracyclin hydroclorid, C;,HyN;O HC, gy
90,0 % dén 110,0 % so voi lugng ghi trén nhan.

Pinh tinh

Trong phan Pinh lugng, thoi gian lwu cta pic chinh tréy
sic ky b thu dugc cua dung dich thir phai tuong tmg vgi
thoi gian luu cua p1c tetracyclin trén sac ky dd thu duge

cua dung dich chuén.

Mit khdi hrgng do 1am khd

Khéng duge qua 3,0 % (Phu luc 9.6).

(Ding 1,0 g bdt vién, 60 °C, ap sudt khéng qué 5 mmHg,
3h).

D9 hoa tan (Phy luc 11.4)

Thiét bj: Kiéu canh khudy. Giir cho khodng cich giira cinh
khudy va ddy binh la (45 = 5) mm.

MGb6i truomg hoa tan: 900 ml nuoc.

Téc d quay: 75 t/min.

Thoi gian: 60 min.

Cdch tién hanh: Lay mét phan dung dich méi truéng sau
khi hoa tan ché pham loc, bd 20 ml dich loc dau Pha lodng
voi mm truedmg hoa tan dé dugc dung dich c6 ndng do thich
hop néu can. Do dd hap thu (Phu luc 4.1) cua dich loc
thu dugc & budc song cuc dai 276 nm, trong cbe do day
1 cm, ding dung dich méi truong hoa tan 1am mau tring,
So sanh véi dung dich tetracyclin hydroclorid chuén ¢6
ndng d6 twong dwong voi dung dich thir pha trong mdi
truomg hoa tan. Tinh ham lugng tetracyclin hydroclorid,
CpHN,O4. HCI, duge hoa tan tir vién dua vao cac do
hép thu do duoc va ham lugng C,H,,N,04HCI cia
tetracyclin hydroclorid chuén.

Yén cau: Khong duge it hon 80 % (Q) lugng tetracyclin
hydroclorid, C»,H;N,04.HCI, so véi lugng ghi trén nhin
dugc hoa tan trong 60 min.

Tap chit lién quan

Phuong phap sic ky long (Phy lyc 5.3).

Pha dong, dung dich thir, dung dich phan giai va diéu kién
sac ky: Tién hanh nhu muc Dinh luong.

Dung djch dsi chiéu: Dung dich chaa 0,5 pg/ml
chuan anhydrotetracyclin hydroclorid, 3 pg/ml chuin
4-epianhydrotetracyclin  hydroclorid, 3 pg/ml chuan

epitetracyclin hydroclorid va 0,1 pg/ml chuin tetracyclin
hydroclorid trong pha dong A.

Kiém tra tinh phi hop cia hé théng: Tién hanh séc ky
vm dung dich phan giai. Phép thir chi c6 gia trj khi h¢
s6 phan giai gm'a pic epitetracyclin va tetracyclin it nhat
la 2,5; hé sb phén giai gitra pic anhydrotetracyclin va
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s-cpianhydrotetracyclin it nhdt 1a 2,5,
Tien hﬁl:h sac k_}i Vé‘l dung dich d6i chiéu. P§ léch chudn
wong doi cia dién tich pic tir 6 1an tiém lap lai khong 16n
hon 2,0 %. o
Tién hanh sac ky Vi dung dich thir va dung dich dbi chiéu.
Tinh phan ram moi tap anhydrotetracyclin, epitetracyclin
v 4-epianhydrotetracyclin theo cong thirc:

(8/8¢) x (C./C) = 100
Trong d6:
S, Dién tich pic tap thu dugc tir dung dich thir.
S.: Di¢n tich pic tap chuan twong mg thu duge tir dung
dich dbi chiéu. ’
C.: ’N(”mg dd tap chuan twong img trong dung dich ddi
chieu (ug/ml).
C.: Nong do 1y thuyét (ndng do danh dinh) cia tetracyclin
hydrocl(?rid trong dung dich thir (pg/ml).
Tinh phén trdm tap khic theo cong thie:

(8/S.) x (C./C) * 100
Trong do:
S Dién tich pic tap thu dugc tir dung dich thir.
S:: Di¢n tich pic tetracyclin thu dwgc tir dung dich ddi
chiéu.
C.: Nong d9 tetracyclin hydroclorid chudn trong dung dich
doi chiéu (pg/ml).
C. Nong dd 1y thuyét (ndng d6 danh dinh) cia tetracyclin
hydroclorid trong dung dich thir (pug/ml).
Gioi han: Xem Bang 1.

Bang 1
Tén chit “;:‘:wﬁ‘g‘"; b G"(*;;,o';”“
Epitetracyclin 0,9 3.0
Tetracyclin 1,0 -
2-Acetyl analog 1,3 -
4-Epianhydrotetracyclin 1,7 3,0
Anhydrotetracyclin 1,8 0,5
Tap khac 0,1

Bo qua céc tap chat ¢ ham hrong nho hon 0,05 %. _
Ghi chii: Tap 2-acetyl analog la tap trong qué trinh san xuat
nguyén liéu va dugc kiém soat trong nguyén liéu.

binh hrong

Phuong phap sic ky long (Phu lyc 5.3). o
Pha dong A: Pha loang 1 ml acid phosphoric (TT) vira du
V&1 nede thanh 1000 ml.

Pha déng B: Acetonitril (TT). . ‘
Dung dich thir: Can 20 vién, tinh khoi luong trung bmAh
vién va nghién thinh bot min. Can chinh x4c .mé}t lugng bl?l
thubc twong img véi khoang 25 mg tetracyclin hydroclorid
vio binh dinh murc 250 ml, thém 200 ml pha dong A, lac

Y

siéu 4m dé hoa tan. Dé ngudi, thém cing dung mbi dén

dinh mire, loc.

Dung dich chudn: Hoa tan va pha lodng mét lugng chinh
xé4c chét chuin tetracyclin hydroclorid trong pha dong A dé
thu dugc dung dich cé ndng 46 0,1 mg/ml.

Dung dich phdn giagi: Dung dich chia hén hgp chuidn
anhydrotetracyclin hydroclorid, 4-epianhydrotetracyclin
hydroclorid, epitetracyclin hydroclorid va tetracyclin
hydroclorid ¢ ciing nong do 25 pg/ml trong pha dong A.
Diéu kién sdc ky: .

Cbt kich thude (15 cm x 4,6 mm) duge nhoi pha tinh C
(3 um).

Nhiét d¢ cot: 50 °C.

Nhiét d§ budng dung mau tiém: 4 °C.

Detector quang phé tir ngoai dat & buéce séng 280 nm.
Téc d6 dong: 1,0 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Tién hanh sic ky theo chuong trinh dung mdi nhu sau:

Théi gian Pha djng A Pha djng B
(min) (% t/tt) (% tt/tt)
0-7.5 85 - 60 15-40

7,5-7,6 60 - 85 40-15
7,6 - 10 85 15

Cdch tién hanh:

Kiém tra tinh phit hop cia hé thong: Tién hanh sac ky véi
dung dich phén giai. Phép thir chi c6 gid tri khi d6 phan giai
giiita pic epitetracyclin va tetracyclin it nhit 14 2,5; d phén
giai giira pic anhydrotetracyclin va 4-epianhydrotetracyclin
itnhat1a 2,5.

Tién hanh sic ky véi dung dich chudn. Hé sb ddi ximg pic
khong 1dn hon 1,5. Do léch chuén tuong d6i cua dién tich
pic tir 6 lan tiém 1ap lai khong 1ém hon 1,0 %.

Tién hanh séc ky lan lugt voi dung dich chudn va dung
dich thir.

Tinh ham lugng tetracyclin hydroclorid, C,,H,4N,O¢.HCI,
trong vién dya vio dién tich pic trén sic ky dd cia dung
dich chuén, dung dich tha va ham lugng Cy;H,yN,04. HCI
trong tetracyclin hydroclorid chuan.

Bédo quan
Trong do dung kin. D€ noi khé, mat, tranh anh sang.

Loai thudc
Khang sinh.

Ham luwgng thwdng ding
125 mg (125 000 IU); 250 mg (250 000 IU).
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