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HYDROXYPROPYLCELULOSE

Kim loai ning

Khéng dugc qua 20 ph?m triéu. (Phu luc 9.4.8).

Léy 1,0 g ché phim va tién hanh thir theo phuong phép 3.
Dung 2 ml dung dich chi mdu 10 phan triéu (TT) dé chuén
bi miu ddi chiéu.

Mit khoi lwgng do 1am khd

Khong dugc qua 10 % (Phu luc 9.6).

(1,000 g, 100 °C dén 105 °C).

Tro sulfat
Khong dugc qua 1 % (Phu luc 9.9, phuong phép 2).
Dung 1,0 g ché pham da 1am kho.

Béo quin
Trong bao bi kin, tranh 4anh sang.

Nhin
Trén nhan quy dinh d§ nhét tinh theo milipascal gidy (mPa-s)
cua dung dich 2 % (kLI/kl).

Loai thude
Ta dugc.

HYDROXYPROPYLCELULOSE

Hyroxypropylcelulose 1a celulose dugc O-2-hydroxy-
propyl héa mét phén phai chira tir 53,4% dén 80,5% nhém
hydroxypropoxy, tinh theo ché phim di lam khé. Ché
phdm c6 thé chira cac chét chéng doéng banh nhu silica
(silic dioxyd SiO,).

Tinh chit

Hat hay bot mau tring hay tring nga, hoi hiit &m. Tan trong
nudce lanh, ethanol (96 %) va propylen glycol tao dung
dich keo. Thuc té khong tan trong nudc néng.

Dinh tinh

A. Hoa tan 1 g ché phim trong nuwde va pha lodng thanh
100 ml v6i cung dung méi. Trai 1 ml dung dich thu dugc
1én mt kinh. Sau khi béc hoi nuée, mét 16p phim méng
duoc tao thanh trén mat kinh.

B. Phd hép thu héng ngoai (Phu lyc 4.2) cia ché
phidm phai phii hop véi phd hip thu hdng ngoai cuia
hydroxypropylcelulose chuan, bé qua pic & 1719 cm-!.

C. Phén tan déu 1,0 g ché phiam trong 100 ml nuéc séi,
khudy hén hgp bing may khudy tir c¢6 thanh khudy dai
25 mm. Thém 50 ml dung dich thu dugc vao 50 ml nudc
trong cbc thuy tinh. Dat nhiét ké vao trong dung dich.
Khudy dung dich bing may khudy tir c6 gia nhiét, dun
néng v6i toc d6 2 - 5 °C/min. O nhiét d trén 40 °C, dung
dich tr& nén duc hodc hinh thanh két tia béng. Dung dich
trong tr¢ lai khi lam lanh.

PH . -
Phan tan déu 1,0 g ché pham trong 100 ml nudc khong co
carbon dioxyd (TT) s6i, khudy hdn hop bing may khudy
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tr. pH cua dung dich thu dugc phai tir 5,0 dén 8,0 (Phy
luc 6.2).

Do nhot

75 % dén 140 % gi4 tri ghi trén nhin (Phu luc 6.3).

Vira khudy vira cho mot lugng ché phim twong ducmg
v6i 6,00 g ché pham da dugc 1am khé vao 150 g nuoc da
dugc 1am néng dén 90 °C. Khudy bing may khuay chan
vit trong 10 min, 1am lanh trong nuéc d4 va tiép tuc khudy
trong 40 min dé hoa tan hoan toan. Diéu chinh khi Iwgng
dén 300 g, ly tim dung dich dé dudi hét khi. Piéu chinh
nhiét 6 dung dich dén khoang (20 + 0,1) °C. Xéc dinh do
nhdt bang nhét ké quay & 20 °C véi toc d truot 14 10 s,
Vi ché pham c6 d6 nhét thap, dung lugng ché pham du dé
chuén bi dung dich c6 ndng d¢ quy dinh trén nhan.

Silica

Khéng dugc qua 0,6 %.

Néu trén nhan ghi c6 thém silica va néu lugng cén dugc
tim théy trong phép thir Tro sulfat 16m hon 0,2 %, lam dm
lugng cin thu dugc & phép thir Tro sulfat bing nuwdc va
thém tir tit 5 ml acid hydrofluoric (TT). Béc hoi dén khd &
nhiét d6 95 °C dén 105 °C, tién hanh can than dé tranh mat
mAu. Lam lanh va tréng thanh chén platin bang 5 ml acid
hydroftuoric (TT). Thém 0,5 ml acid sulfuric (TT) va bbc
hoi dén khé. Nang din nhiét d6 dén khi bay hoi toan b
acid va nung & 1000 + 25 °C. D& ngudi trong binh hiit 4m
va can. Luong silica trong ché phim dugc tinh bang chénh
1&ch khéi lwong cia cén thu duge trong muc Tro sulfat va
khdi lrong cin cudi cing thu dugc.

Mét khéi lwgng do 1am khd
Khoéng dugce qué 5,0 % (Phu luc 9.6 ).
(1,000 g, 105 °C, 4h).

Tro sulfat
Khéng dugc qua 0,8 % (Phu luc 9.9, phuong phép 2).
Dung 1,0 g ché pham va chén platin.

Dinh lurgng

Phuong phép sic ky khi (Phu luc 5.2).

Dung dich chudn ngi: Hoa 1,0 ml methylcyclohexan (TT)
trong 10 ml o-xylen (TT), pha lodng vira i 50,0 ml bang
o-xylen (TT). o

Dung dich thir: Can 30,0 mg ché pham di dugc lam kho
va 60 mg acid adipic (TT) vao lo phan ing 5,0 ml. Thém
2,00 ml dung dich chuin néi va 1,0 ml dung dich acid
hydriodic (TT). Pay kin bing nép kiéu septum chiu 4ap
suét va can chinh x4c khéi lwgng 1o phan {mg (khdi lrong
truede khi dun). Dit lo phan g vao trong 16 hoic dung
cu lam néng phi hop c6 thé duy tri nhiét ¢ bén trong &
115 + 2 °C trong 70 min va khudy lién tuc. Dé nguéi lo
phan mg va cén lai (khéi lwong sau khi dun). Néu chénh
1éch khoi luwgng trude va sau khi dun qua 10 mg, thi lam
lai mot dung dich thir méi. Pé téch 16p, dung bom tiém da
dugc 1am lanh xuyén qua ndp lo va ldy mgt thé tich 16p
trén vira du lam dung dich thir.
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Dung dich chqcfn: Liy 60 mg acid adipic (TT) va 2,0 ml
dung dich chuan ndi vao lo phan ing 5,0 ml. Thém 1,0 ml
acid hydriodic (TT), ddy kin bing nap kiéu septum chiu
ap sudt va cén chinh x4c khéi lwong lo phan img. Tiém
25 pl isopropyl iodid (TT) qua nap lo va cén chinh x4c lai
lo phan tmg. Tron déu. Sau khi tich pha, ding bom tiém
da dugc 1am lanh xuyén qua nip lo va léy mdt thé tich 16p
trén vira i lam dung dich chuan.

Diéu kién sdc ky:

Cot silica nung chay kich thude (30 m x 0,53 mm) dugc
phu pha tinh poly(dimethyl)siloxan (TT) (3 pm).

Khi mang: Heli dimg cho sdc ky (TT).

Téc 6 dong: 7 ml/min.

Ty 1€ chia dong: 1 : 50.

Nhiét do:
| Thoi gian Nhiét 49
| . _ (wn | CO
0-3 [ 40
Cot 3-9 40 — 100
- 9-12 | 100 —250
S ... N S .
Bubng tiém | 180
Detector ‘ 280

Detector ion hdéa ngon lira.

Thé tich tiém: 2 pl.

Thoi gian hru twong d6i so voi methylcyclohexan (thoi
gian luu khoang 8 min) cua isopropyl iodid khoang 0,8.
Kiém tra tinh phit hop ctia hé thong: Trén sic ky do thu
dugc ciia dung dich chuén, d phan giai giira pic isopropyl
iodid va pic methylcyclohexan it nhit 14 2,0; d9 léch chuédn
twong d6i ctia hé sé dap tmg pic (R) ciia pic chinh thu dugc
tir 6 1an tiém lap lai khéng duoc qua 2,0 %.

Hé sb dap umng pic (R) dugc tinh theo cong thirc sau:

A xW; xC
A, x 100
Trong do: ) ’ .
A,: Dién tich Pic chuédn noi trén sic ky d6 thu duge cia
dung dich chuén;

A,: Dién tich pic isopropyl iodid trén sic ky d6 thu dugc
ciia dung dich chuén;

W,: Khoi lwgng cia isopropyl iodid (TT) trong dung dich
chuin, mg;

C: Ham luong phin trim cua isopropyl iodid (TT).

Ham luong phan tram (kU/kl) cia nhém hydroxypropoxy
dugc tinh theo cong thirc sau:

1,15 x 4, x Rx M, x 100
A3 x Wy x M,

Trong d6:

Aj: Dién tich pic chuin ndi trén sic ky dd thu dugc cua
dung dich thir;

A,: Dién tich pic isopropyl iodid trén sic ky db thu dugc
cua dung dich thir;

HYOSCIN BUTYLBROMID

R: Hé s6 dap (mg pic;

M,: Khéi lrgng phan tir ciia nhém hydroxypropoxy (75,1);
M,: Khéi Iuvgng phan tir cia isopropyl iodid (170,0);

W,: Khéi lugng mau thir (4 dwoc lam khé) trong dung
dich thir, mg;

1,15: Hé s chuyén ddi.

Béo quin
Trong d6 dung kin, tranh anh séng.

Nhéan

Trén nhidn quy dinh do nhét tinh theo milipascal gidy
(mPa-s) ctia dung dich 2 % (kU/kI).

Déi v6i ché pham c6 d6 nhét thAp phai quy dinh ndng dé
dung dich dugc ding dé x4c dinh do nhét tinh theo mPa-s.
Néu cin, nhan phéi ghi san phim chita silica.

Loai thube
Ta duoc.

CAC DAC TINH LIEN QUAN DEN CONG DUNG CUA
NGUYEN LIEU

Cic dic tinh v& Do nhét va Mic 46 thé nhém
hydroxypropoxy (xem Dinh lugng) c6 thé lién quan dén
viéc su dung hydroxypropylcelulose lam td dugc dinh,
chit lam ting dd nhot hoidc bao phim va c6 thé dugc dua
vao tiéu chudn chit luong.

Cac dgc tinh vé D nhot, Mirc do thé nhém hydroxy-
propoxy, Phan bd kich thuéc hat, P tron chay cé thé lién
quan dén viée sir dung hydroxypropylcelulose lam ta dugc
cho vién nén giai phong kéo dai va co thé duoc dua vao
tiéu chuén chét luong.
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C2 |H30BI'N04 P.t.l: 440,4

Hyoscin butylbromid 13 (1R,2R4S,5S,7s,9r)-9-butyl-7-
[[(25)-3-hydroxy-2-phenylpropanoyl]oxy]-9-methyl-3-
oxa-9-azoniatricyclo-[3.3.1.0>*]nonan bromid, phai chira
tir 98,0 % dén 101,0 % C,,H;,BrNO,, tinh theo ché phim
da lam kho.

Tinh chét
Bot ket tinh trang hodc gan nhu trdng. DE tan trong nudc
va trong methylen clorid, hoi tan trong ethanol khan.
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