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5797151 7 Rituximab 100 mg/10 mL Injection
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1.8981 Rituximab 100 mg/10 mL Injection
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1. o Tegafur 100 mg + Uracil 224 mg Capsule

2. amaNan

2.1 3uuuy Wuendia utla dmiuiudeznu

22 #mwdsznay  Usznaudlweann Tegafur 100 mg Waz Uracil 224 mg 14 1 i@
23 mrwsussy Ui luuwsagfiifisawans wis blister pack

2.4 28N - szyBeen SamsznaumedmAuazaNuL Tunda UFuay 1aafinde use

wanzidoudiven Ltazﬁﬁmﬂﬁufﬂmm'l’faziwz?mwuuussqﬁmcﬁ
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3. AENLANIIINARA

3.1 Finish product speciﬁcationm

1. Bunadadngy

90.0 — 110.0 % of the L.A. of Tegafur
90.0 — 110.0 % of the L.A. of Uracil

2. ldentification test

Gli’éilsiﬁumalﬁnﬂu Finished product specification

3. Uniformity of dosage unit #30

Uniformity of content or mass

. | . e
m’mmuﬁ’mﬂiziﬂ% Finished product specification

4. Dissolution

: = - e
m’lﬁ]mum&mﬁ:lg‘lu Finished product specification

5. Water content

. ) A P
m’mmummmzq'[u Finished product specification

3.2 Drug substance specification :

Tegafu r?

Test item Japanese Pharmacopoeia 1 6" edition
1. USuudnenday Not less than 98.0% of Tegafur
2. Identification AU
3.pH 42-52
4. Melting point 166 - 171°C
5. Purity - Clarity and color of solution : Clear and colorless
- Chloride : NMT 0.011%
- Heavy metals : NMT 10 ppm
- Arsenic : NMT 2 ppm
- Related substances : @333H %
6. Loss on drying NMT 0.5%
7. Residue on ignition NMT 0.1%
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Tranexamic acid 50 mg/mL, 5 mL injection
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1.808n  Tranexamic acid 50 mg/mL, 5 mL injection

2. amaniana b
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2.1 3uuuy WuasazaeUsaannide dwsuaa

22 faudsenay  Usznaudae Tranexamic acid 50 mg/mL U331as 5 mL lu 1 Vial
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3.1 Finish product specification“’

Test Item

BP 2013

1. USanmanenday

95.0 - 105.0% of the L.A. of Tranexamic acid

. Identification

TN

. pH

6.5-8.0

NMT 35 IU per mL

. Sterility test

AT

. Volume in container / Extractable volume

HINAHIN

2
3
4. Bacterial endotoxins
5
6
7

. Related substances

By liquid chromatography

- Impurity A : NMT 1%

- Impurity B : NMT 0.5%

- Impurity C : NMT 0.1%

- Impurity D :NMT 0.1%A

- Any other secondary peak : NMT 0.1%

8. Particulate matter
- BYMAYWIA 2 10 pm aitfin 6,000 auMA
- BUNATIIA > 25 pm TaiLfin 600 A

AT

(G R 5 12) R s nITuMs

(WHRITWIRT NavIas)

(Wpasiwg arTmad)

nIUNIT

(WHEIMIA T1U8)
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3.2 Drug substance specification o

Test Item BP 2013
1. YTinudaeddy 99.0% - 101.0% of the L.A. of Tranexamic acid (dried substance)
2. Identification AT
3. pH 7.0-8.0
4. Related substance - Impurity A : NMT 0.1%
- Impurity B : NMT 0.2%
- Unspecified impurities : NMT 0.10%
- Sum of unspecified impurities : NMT 0.2%
5. Halides expressed as chlorides NMT 140 ppm
6. Heavy metals NMT 10 ppm
7. Loss on drying NMT 0.5%
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