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1. ชื่อยา Ampicillin 250 mg for injection
2. คุณสมบัติทั่วไป 
	2.1
	รูปแบบ
	เป็นผงยา ปราศจากเชื้อ สำหรับฉีด

	2.2
	ส่วนประกอบ
	ประกอบด้วยตัวยา Ampicillin sodium ซึ่งสมมูลกับ Ampicillin 250 mg ใน 1 vial

	2.3
	ภาชนะบรรจุ
	บรรจุในภาชนะบรรจุยาฉีดปราศจากเชื้อปิดสนิท

	2.5
	ฉลาก
	- บรรจุชื่อยา ส่วนประกอบตัวยาสำคัญและความแรง วันผลิต วันสิ้นอายุ เลขที่ผลิตและเลขทะเบียนตำรับยา ไว้อย่างชัดเจนบนบรรจุภัณฑ์
- บนภาชนะบรรจุยาอย่างน้อยต้องระบุชื่อยาหรือชื่อทางการค้า ส่วนประกอบ และขนาดความแรงของยา เลขที่ผลิต วันสิ้นอายุ ไว้ชัดเจน



3. คุณสมบัติทางเทคนิค
3.1 Finished product specification: Ampicillin for injection USP 39

	ข้อ
	Test items
	Specifications

	1
	Identification
	ตรวจผ่านตาม finished product specification

	2
	Assay
	90.0 – 115.0% LA. of Ampicillin

	3
	Uniformity of Dosage Units
	Meet the requirement

	4
	Crystallinity
	Meet the requirement (ยกเว้นกรณี freeze-dried product)

	5
	pH
	8.0 – 10.0

	6
	Water determination
	NMT 2.0%

	7
	Particulate matter
- Size ≥ 10 Mm
- Size ≥ 25 Mm
	
NMT 6,000 particles/container
NMT 600 particles/container

	8
	Sterility tests
	Meet the requirement

	9
	Bacterial Endotoxins
	NMT 0.15 Endotoxin Units/mg of ampicillin

	10
	Constituted Solution
	Meet the requirement



3.2 Drug substance specification: Ampicillin USP 39

	ข้อ
	Test items
	Specifications

	1
	Identification
	Meet the requirement

	2
	Assay
	900 – 1,050 mcg/ml of ampicillin (on the anhydrous basis)

	3
	Sterility
	Meet the requirement 

	4
	Crystallinity
	Meet the requirement 

	5
	pH
	3.5 – 6.0

	6
	Water determination
	NMT 2.0%

	7
	Bacterial endotoxins test
	NMT 0.15 USP Endotoxin Unit/mg of ampicillin

	8
	Organic impurities











	Note: Procedure1 is recommended when the impurities profile includes ampicillin thiazepine, Procedure2 is recommended when dimethylaniline is used during the production of ampicillin, Procedure3 is recommended when the impurity profile includes phenylpyrazinol, pivaloyl, phenylglycine, pivaloyl aminopenicillanic acid, diphenyldiketopiperazine and open ring dimer, Procedure4 is recommended when the impurity profile includes ampilloyl aminopenicillanic acid and penicillanyl ampicillinamide

	
	Procedure 1
- D-Phenylglycine
- Amoxicillin related compound A (6-aminopenicillanic acid)
- Ampicilloic acid
- Ampicillin thiazepine analog
- Ampicillin rearrangement (isomer1)
- Ampicillin rearrangement (isomer2)
- Ampicillin oligomer2
- D-Phenylglycylampicillin
- Ampicillin oligomer1 (dimer)
- Ampicillin oligomer1 (trimer)
-Any individual unspecified impurity
-Total impurities
	
NMT 0.5%
NMT 0.5%

NMT 1.0%
NMT 0.3%
NMT 0.4%
NMT 0.3%
NMT 0.6%
NMT 0.8%
NMT 1.0%
NMT 0.4%
NMT 0.25%
NMT 3.0%

	
	Procedure 2
- D-Phenylglycine
- Amoxicillin related compound A (6-aminopenicillanic acid)
- Ampicilloic acid
- L-Ampicillin
- Ampilloic acid
- Ampicillin rearrangement product
- Phenylpyrazinol
- Pivaloyl phenylglycine
- Diphenyldiketopiperazine
- Ampicillin oligomer 2
- D-Phenylglycylampicillin
- Pivaloyl aminopenicillanic acid
- Open ring dimer
- Ampicillin oligomer 1 (dimer)
- Ampicillinyl-D-phenylglycine
- Ampicillin oligomer 1 (trimer)
- Any individual unspecified impurity
- Total impurities

Procedure 3
- D-Phenylglycine
- Amoxicillin related compound A (6-aminopenicillanic acid)
- N-Formyl ampicilloic acid
- Ampicilloic acid
- L-Ampicillin
- Ampilloic acid
- Ampicillin rearrangement product
- Phenylpyrazinol
- Pivaloyl phenylglycine
- Diphenyldiketopiperazine
- Ampicillin oligomer 2
- D-Phenylglycylampicillin
- Pivaloyl aminopenicillanic acid
- Open ring dimer
- Ampicillin oligomer 1 (dimer)
- Ampicillinyl-D-Phenylglycine
- Ampicillin oligomer 1 (trimer)
- Any individual unspecified impurity
- Total impurities

Procedure 4
- D-Phenylglycine
- Amoxicillin related compound A (6-aminopenicillanic acid)
- Ampicilloic acid
- L-Ampicillin
- Ampilloyl aminopenicillanic acid
- Ampilloic acid
- Ampicillin rearrangement product
- D-Phenylglycylampicillin
- Ampicillin oligomer 1 (dimer)
- Penicillanyl ampicillinamide
- Ampicillinyl-D-phenylglycine
- Any individual unspecified impurity
- Total impurities

	
NMT 1.0%
NMT 1.0%

NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 0.10%

NMT 5.0%


NMT 2.0%
NMT 2.0%

NMT 1.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 2.0%
NMT 0.50%
NMT 4.5%
NMT 2.0%
NMT 2.0%
NMT 0.5%

NMT 5.0%


NMT 0.5%
NMT 0.5%

NMT 1.0%
NMT 0.5%
NMT 0.5%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%
NMT 1.0%

NMT 5.0%




3.3 Finished product specification: Ampicillin sodium for injection BP2013

	ข้อ
	Test items
	Specifications

	1
	Identification
	ตรวจผ่านตาม finished product specification

	2
	Assay
	95.0 – 105.0% LA. of Ampicillin

	3
	Alkalinity
	8.0 – 10.0

	4
	Related substances
- The area of any peak corresponding to ampicillin dimer
- The area of any other secondary peak
	
NMT 4.5%

NMT 2%

	5
	Water
	NMT 2.0%w/w

	6
	Bacterial endotoxins
	1.5 IU per ml





3.3 Drug substance specification: Ampicillin Sodium BP2013 
	ข้อ
	Test items
	Specifications

	1
	Identification
	Meet the requirement

	2
	Assay
	91.0 – 102.0% (anhydrous substance)

	3
	pH
	8.0 – 10.0

	4
	Specific optical rotation
	+258 to +287 (anhydrous substance)

	5
	Related substances
- Ampicillin dimer
- Any other impurity (for each)
	
NMT 4.5%
NMT 2%

	6
	N,N-Dimethylaniline
	Maximum 20 ppm

	7
	2-Ethylhexanoic acid
	Maximum 0.8%

	8
	Methylene chloride
	Maximum 0.2%

	9
	Heavy metals
	Maximum 20 ppm

	10
	Water
	Maximum 2.0%

	11
	Bacterial endotoxins
	Less than 0.15 IU/mg






