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s1gn1sn 1 Amoxicillin 2 g and Clavulanic acid 200 mg for injection

aulsEnAIRINBUATIBER -8 4hn 250

1. 3881 Amoxicillin 2 g and Clavulanic acid 200 mg for injection

2. amasiana by

2.1 3uuuy WurssnUseannide §unfaniws (off-white) fwsuiartmasairand)
MIRTRILNILIRIL Water for injection 816i8IlAMNAIRIMIMENW lemTazais
frundou - ndasdan uazendasnsdaguwiwliiaanii 20 wif

2.2 fwdsznay  dsznaudleeanan Amoxicillin sodium ﬁ'auaaﬁ’u Amoxicilin 2 g uaz Clavulanate
potassium flgwyany Clavulanic acid 200 mg 1w 1 vial
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3. AmANTANIMARA

Namsmaﬁmﬂ:ﬁqmmmﬂu"lﬂmu Finished product specification ildz Drug substance specification
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3.1 Finish product specification("

amauLianumaie BP 2013
1. USsnadaendney 90.0 - 107.5 % L.A. of amoxicillin
90.0 - 107.5 % L.A. of clavulanic acid

2. Identification test ATITNIU
3. pH 8.0-10.0
4. Bacterial endotoxins NMT 0.25 IU / mg of amoxicillin
5. Water content NMT 3.5% wiw
6. Constituted solution AT
7. Uniformity of dosage units ATITHW
8. Particulate matter AR

- 2 10 pm lailAn 6,000/container

-9u@ 2 25 pm hiiin 600/container
9. Sterility test ATIVHW
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3.1 Finish product specification” (ﬁ'a)

ATFNTANIINAKA

BP 2013

10. Related substance

- Alpha penicilloic acid : NMT 5%
- Amoxicillin dimer : NMT 5%

- Any unknown impurity : NMT 3%
- Total impurities : NMT 15%

11. Clavulanate polymer and other

fluorescent impurities

NMT 5.0%

3.2 Drug substance specification

3.2.1 Amoxicillin sodium"

AANUANINAKA

BP 2013

1. i mendny

89.0 - 102.0% of the L.A. of amoxicillin sodium (anhydrous substance)

2. Identification AU

3. Appearance of solution ATIVHY

4. pH 8.0-10.0

5. Specific optical rotation + 240° to + 290 ° (anhydrous substance)
6. Related substances - Impurity J : NMT 3%

- Any other impurity : NMT 2%
- Total impurities : NMT 9%

7. N,N-Dimethylaniline NMT 20 ppm
8. 2-Ethylhexanoic acid NMT 0.8% m/m
9. Heavy metals NMT 20 ppm
10. Water NMT 3.0%

11. Bacterial endotoxins

Less than 0.25 IU / mg

12. Sterility

AU

3.2.2 Clavulanate Potassium'”

aa a
ﬂ‘mﬂNUﬂﬂ'NWIﬂ%ﬂ

BP 2013

1. YSumdn sty

96.5 - 102.0% of the L.A. of clavulanate potassium (anhydrous substance)

2. ldentification

AT

3. Polymeric impurities and other impurities

absorbing at 278 nm

Absorbance not greater than 0.40

4. Bacterial endotoxins

NMT 0.03 IU / mg

5. Sterility ATIDHW
6. pH 55-8.0
7. Water NMT 0.5%
8. Limit of aliphatic amines NMT 0.2%
9. Limit of 2-ethylhexanoic acid NMT 0.8%

(Wesrh eI

nIsuNg

Use5IUaUENIINNNT

(WIpF1889 NAGEITIT)

................................................. nITUNIT

(s indu Bunid)

wﬁﬁﬁﬂﬂum'iﬁmnﬁBsmzsso




3.2.2 Clavulanate Potassium" (#ia)

AMANVANIINAKA BP 2013

10. Chromatographic purity - Impurities E,G : for each impurity, NMT 1%
- Any other impurity : for each impurity, NMT 0.2%
- Total imputities : NMT 2.0%

11. Specific optical rotation +53 ° to +63 ° (anhydrous substance)
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ot e BN 1.nsrﬁ'l'n'mqﬂmﬂumsmmﬁﬂ semi-finished %30 intermediate product (Amoxicillin+Clavulanic acid 10:1)
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T8N 2 Cefoperazone 1 g + Sulbactam 500 mg for injection
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1. 3azs1 Cefoperazone 1 g + Sulbactam 500 mg for injection

2. anantana

X o o @ e o a o
21 EﬂLLUU Lﬂumﬂ’lﬂi’lﬂfﬂ’mv’ﬁaa‘u’l’s FIRTUAGLYIN NN RDALIDAN

. 'Y a . A a
22 sudsznay  Usznaueaala Cefoperazone sodium GiRu3any Cefoperazone 1 g sz

Sulbactam sodium %dauy'aﬁ'u Sulbactam 500 mg lu 1 Vial

- &
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3. aMANUANIIINAKA

3.1 Finish product specification"”

1. YSunmeapndamy mmmumuﬁs:qlu Finished product specification
2. identification m’mmumuﬁlszﬂu Finished product specification
3. pH m’;’«m’mmuﬁi:qlu Finished product specification
4. Water content m’mmumuﬁisquu Finished product specification
5. Sterility AWMU
6. Bacterial endotoxins mmmumuﬁiquu Finished product specification
7. Particutate matter ATV

- 938 > 10 pm Litiiu 6,000/container

- 31a > 25 pm WiLtAu 600/container
8. Uniformity of dosage unit ATIWU

9. Impurity / Related substance

asraruauszylu Finished product specification

(Wit 1asnT)
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3.2 Drug substance specification

3.2.1 Cefoperazone sodium

(3)(4)

amaNianmaka

USP 38

BP 2013

1. WSunaudendan

870 ug - 1,015 g of Cefoperazone/mg

(Calculated on the anhydrous basis)

95.0 - 102.0% of Cefoperazone sodium

(anhydrous substance)

2. Identification ATIINU ATIFU

3. Appearance of solution - AT

4. Crystallinity ATITIN -

5. pH 45-6.5 45-65

6. Water NMT 5.0% NMT 5.0%

7. Sterility test ATIININ AT

8. Bacterial endotoxins NMT 0.2 USP Endotoxin U / mg NMT 0.2 IU/ mg

9. Related substances - - Any impurity : NMT 1.5%
- Total : NMT 4.5%

10. Acetone - NMT 2.0%

11. Heavy metals - NMT 5 ppm

3.2.2 Sulbactam sodium

)4}

s a
qmauunmomwun

USP 38

BP 2013

1. UTnmaandagy

886 ug - 941 ug of sulbactam / mg

(Calcuiated on the anhydrous basis)

97.0 - 102.0% of sulbactam sodium

(anhydrous substance)

. Specific optical rotation

+219° to +233° (anhydrous substance)

. Related substances

- Sulbactam related compound A : NMT 0.5%
- Amoxicillin related compound A : NMT 0.1%
- 8-Bromopenicillanic acid sulfone : NMT 0.2%
- Sulbactam related compound D : NMT 0.1%
- Sulbactam related compound E : NMT 0.2%
- Sulbactam related compound F : NMT 0.1%
- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 1.0%

2. Identification NIITHIN A7

3. Appearance of solution - Clear

4. Absorbance - NMT 0.10 at 430 nm
5. pH - 45-72

6

7

- Impurity A : NMT 0.5%

- Impurities B,D,F : For each impurity, NMT 0.1%
- Impurities C,E : For each impurity, NMT 0.2%

- Unspecified impurities : For each impurity,
NMT 0.10%

- Total : NMT 1.0%

8. 2-Ethylhexanoic acid - NMT 0.5%
9. Heavy metals - NMT 20 ppm
10. Water NMT 1.0% NMT 1.0%

11, Bacterial endotoxins

NMT 0.17 USP Endotoxin U/mg

NMT 0.17 1U/img

12. Crystallinity ATIINIU -
13. Sterility A9 ATIVNIN
LG k1) SR UszmunnenIsinig
(Wgdans Aadiinam) 1 q\ /
LG 12) N O SO N93UMT (89%8) oo B Cr( .......................... NI

(W95 YaITY)

wwsnlndu dunid)

wiii2memafi2yeiiBaaseo
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Cefoperazone sodium Wae Sulbactam ¢NuYD 3.2.1 was 3.2.2 mmmuﬂwwam@mﬂu
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UASINER
1.1 ’Lm%ﬁﬁ'ngmsifumtﬁwehfum (N8.2 n8.3 Ne.4 USUANTHR)
1.1.1 luns@ifiduenfindaludsanelng nanefls ne.2
1.1.2 'Lum:’fiﬁ'l,ﬂummmhl,ﬁiamsu,ﬁaussg nuedy ne.3
1.1.3 lunsdinduenrighandnalszing wanois ne.4
12 'lum’uamumm UL NE.1/8.1 ToENTLEUITIN WDNT RIS BOWITONTINILANA N TWDBINAAS 4T
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W W3aa finished product specification Waz/%3a Drug substance specification lasvaunludauiudszme
dszmianandidnnsading wazlaiiiu 2 9 o Fudszmadssniammaidnnseiing
2. 19NFAITUTDINAIZTIUM IHAAEN
21 nsdfgwaaludsznalng Hidadasfiianmsiusesnaspunsuiasmandninoeiuas3smsnaiu
NYSHANEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswmiiaeaw PIC/S participating authorities
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1 = General requirement VaILNFTANTUFIWTU Finished product EULL‘LIU Injections (Parenteral preparations)
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4 = British Pharmacopoeia 2013
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1N B33 /2560
3980151 3 Human rabies antiserum 300 IU/2mL Injection
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1.%asn  Human rabies antiserum 300 IU/2mL Injection
2. ambEN1IAYIA 1)
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2.1 yduyy iusnsscasdnangels wie Pale yellow %32 Light brown §1%3040

2.2 dwdszney dsznaudas Human rabies immunoglobulin potency liviasnin 150 WML USanas 2 mL
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Namsmaﬁmivvfﬂmmwn,ﬂuvlﬂmu Finished product specification wax Drug substance specification ﬁl
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3.1 Finish product speciﬁcation

amauianImaia BP 2013

1. Potency 1. The estimated potency is not less then 150 IU/mL and not greater than twice the
started potency
2. The confidence limits (P = 0.95) : 80 - 125% of the estimated potency

2. Identification aTIIRIUAEAT immunoelectrophoresis

3. pH 50-72

4. Total protein mwmumwﬁ'nq‘lu Finished product specification

5. Antibody to hepatitis B surface antigen | NLT 0.5 1U/g of Immunoglobulin

6. Sterility ATITHIN

7. Pyrogens AIIVHU

8. Bacterial endotoxin NMT 5 IU/mL

9. Distribution of molecular size - Monomer and dimer NLT 85%
- Polymer and aggregates NMT 10%

10. Immunoglobulin A Not greater than the maximum content stated on the label

11. Volume in container ATIIHIW
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3.2 Drug substance specification : Human plasma(s)

1. Anti-HIV-1 AT IUMNUINTZIN
2. Anti-HIV-2 ATIVHIUANINATIIU
3. Hepatitis B surface antigen ATITNHANNATIIU
4. Anti-HCV (Antibody against Hepatitis C virus) | @323/ UaNNINIFIU

uazdindng UL Human plasma ﬁﬁﬁmwﬁﬂmﬁqmmwmummg’mmna 1 NIBSC (National

Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein

Therapeutic Association)
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1af B33/ 2560

318010 4 Liposorhal Amphotericin B 50 mg for Injection

mwﬂs:nmﬁ'wi‘mquasms'!ﬁ

- 8 d.A. 260

1. fomn
2. anaanianaly
2.1 suuy
2.2 #msznay
2.3 MTULVIN

Liposomal Amphotericin B 50 mg for injection

W%ﬂll’g@]ﬁ?ﬂﬁ.l%’]@ 5 vLSJﬂSE)u 1 'QGI

24 323N

X a a o a @ o
Wunsendneaanniadinies (Lyophilized) dnsuiiaitnvraaaiiaadn
Usznaudr86787 Amphotericin B 50 mg lu 1 Vial
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3. AMENUANINARA

3.1 Finish product speciﬁcation""w

1. SSnmdaedaty

a2 ueufiszylu Finished product specification

Identification

. p - e
m’mmummsquu Finished product specification

pH

. I . e
m’aﬁ]mummﬂsquu Finished product specification

Water content

@329 e 3211u Finished product specification

AU

Bacterial endotoxins

m’aﬁ)muﬂ’mﬁﬁquu Finished product specification

2.
3.
4.
5. Sterility test
6.
7.

Particulate matter
- 9%MAIWIA 2 10 pm laiifin 6,000 oA
- aymAIwIa 2 25 pm ilfiv 600 aunn

ATITHIU

8. Uniformity of dosage units

: | ) -
m‘mmumum:q'lu Finished product specification

9. Impurity / Related substances

ﬂs’aﬁ)mu@nuﬁs:q‘lu Finished product specification

3.2 Drug substance specification : Amphotericin B

(3).(4}

amaNiaNInaka

USP 38

BP 2013

1. USnemndnn

NLT 750 pig / mg (calculated on the dried basis)

Minimum 750 U / mg (dried substance)

2. Identification ATITNIW HIITHIU
3. Loss on drying NMT 5.0% NMT 5.0%
4. Residue on ignition NMT 3.0% -

5. Bacterial endotoxins

Less than 1.0 IU / mg

6. Related substances

Limit of amphotericin A : NMT 15%

/

- impurity A : NMT 2.0%

- any other impurity at 303 nm : NMT 1.0%
- impurity B at 383 nm: NMT 4.0%

- any other impurity at 383 nm : NMT 2.0%
- total at 303 and 383 nm : NMT 15.0%

7. Sulfated ash

-

NMT 3.0%
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RANEING 8298990
1 = General requirement 48NS TA1IUEWTY Finished product JULLI Injections (Parenteral preparations)
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.
3 = The United States Pharmacopoeia 38
4 = British Pharmacopoeia 2013
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