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578n15N 1 Acyclovir 500 mg injection or for injection
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1. Basn Acyclovir 500 mg injection or for injection

2. amasianaly

2.1 jupy Duansszanudsennda s Wiis wialunssseanids dmsuians
naaaLRaad

2.2 gmsznay  Usznausaadlen Acyclovir w38 Acyclovir sodium S‘ﬁdauyjaﬁu Acyclovir 500 mg
1 1 vial .
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3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection'"

Test item BP 2013
1. dSunmdaenday 95.0 - 105.0 % of the L.A. of Acyclovir
2. Identification test ATIVNIH
3. pH 10.7 - 11.7
4. Sterility test AT
5. Bacterial endotoxins NMT 4.37 11U/ mL
6. Particulate matter ATIINL

-PUA 2 10 pm 3i473% 6,000/container

- e = 25 pm LiLAu 600/container

7. Volume in container AT

8. Clarity and colure of solution ATV

9. Guanine NMT 1.0%

10. Related substance NMT 0.5%
—
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3.1 Finish product specification (fa)

3.1.2 Acyclovir 500 mg for injection(z’

Test ltem USP 35
1. ﬁ%mm’f’amé’m"ty 90.0 - 110.0% of the L.A. of acyclovir
2. Identification ATIHU
3.pH 11.0- 125
4. Water NMT 5.5%
5. Guanine NMT 1.0%
6. Related substances - any other individual impurity : NMT 0.5%
- total impurities : NMT 1.0%
7. Bacterial endotoxins NMT 0.174 USP EU/mg of acyclovir
8. Sterility test AT
9 Uniformity of Dosage units ATITHIN
10. Particulate matter ATIINIU
- 2w1@ > 10 pm 14Lfiu 6,000/container
-9ua = 25 pm iifiu 600/container

3.2 Drug substance specification : Acyclovir M)
Test ltem USP 35 BP 2013
1. ﬂ‘%mmﬁmé’ﬁty 98.0 - 101.0% of the L.A. of acyclovir 98.5 - 101.0% of the L.A. of acyclovir
(on the anhydrous basis) (on the anhydrous substance)

2. ldentification ATIWU AU

3. Appearance of solution - ATV

4. Water NMT 6.0% NMT 6.0%

5. Ordinary impurities NMT 1% -

6. Related substances Guanine ; NMT 0.7% - Impurity B (Guanine) : NMT 0.7%
- Imputrity O : NMT 0.3%
- Impurity A,G,J,K,N,P : for each impurity,
NMT 0.2%
- Impurity C,F,| : for each impurity, NMT 0.1%
- Unspecified impurities : for each impurity,
NMT 0.05%
- Total : NMT 1.5%

7. Sulfated ash - NMT 0.1% N
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5180190 2 Amoxicillin 2 g and Clavulanic acid 200 mg for injection
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1. 3081 Amoxicillin 2 g and Clavulanic acid 200 mg for injection

2. amaatianalu

2.1 3uuuy WwnsgnUaenids unfaunawas (off-white) Swiudadinaanidaad
NIAZABRIBIAIE Water for injection endasdianuasdamemann lemsazaiod
WU - Indeddan u,a:mﬁaamﬁaagmu‘lﬂﬁamn'j'] 20 Wi

2.2 wlsznay  Ysznaudaualsn Amoxicillin sodium ﬁlawgaﬁu Amoxicillin 2 g waz Clavulanate
Potassium fisayariy Clavulanic acid 200 mg lu 1 vial
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Nan’liﬂi’m?mﬂ:ﬁqmn”MLﬂuleJWlaJ Finished product specification LLa¢ Drug substance specification
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3.1 Finish product specification'”

AMANTANINALA BP 2013
1. BSmarndagy 90.0 - 107.5 % L.A. of amoxicillin
90.0 - 107.5 % L.A. of clavulanic acid
2. Identification test AT
3. pH 8.0 - 10.0
4. Bacterial endotoxins NMT 0.25 1U / mg of amoxicillin
5. Water content NMT 3.5% wiw
6. Constituted solution ATIN
7. Uniformity of dosage units ATV
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3.1 Finish product specification“) (Gia)

AnANLTANIINARA BP 2013
8. Particulate matter ATITHH
- 2@ > 10 pm taitfin 6,000/container
-9u@ > 25 pm lailfiu 600/container
9. Sterility test ATITHN

1

0. Related substance

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

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

1

1. Clavulanate polymer and other

fluorescent impurities

NMT 5.0%

3.2 Drug substance specification

3.2.1 Amoxicillin sodium"

AMANTANIIMAKA BP 2013
1. UBnaenedngy 89.0 - 102.0% of the L.A. of amoxicillin sodium (anhydrous substance)
2. Identification AN
3. Appearance of solution AT
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%

1

1. Bacterial endotoxins

Less than 0.25 IU / mg

1

2. Sterility

AIIIHW

3.2.2 Clavulanate Potassium'”

a

bsorbing at 278 nm

anaNANIImana BP 2013
1. ﬂ%uﬂmﬁ?ﬂﬂﬁﬁﬁty 96.5 - 102.0% of the L.A. of clavulanate potassium (anhydrous substance)
2. |dentification ATV
3. Polymeric impurities and other impurities | Absorbance not greater than 0.40

4. Bacterial endotoxins NMT 0.03 U/ mg
5. Sterility AT
6. pH 55-8.0
(m%a) ‘ﬁl ....................... YezmuamenIsums
(Widmad NAAITT) \:’\
(m%a) ........................ S. ...................... nITUNT (ao%a) ................................................. nsINMS
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3.2.2 Clavulanate Potassium'” (sia)

AUANUANIINAKA BP 2013
7. Water NMT 0.5%
8. Limit of aliphatic amines NMT 0.2%
9. Limit of 2-ethylhexanoic acid NMT 0.8%
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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2. nirﬁl’ff@lqﬁmﬂumiﬁdﬁ’u%ﬁl semi-finished %38 intermediate product (Amoxicillin+Clavulanic acid 10:1)
Tuseaanmimsemslinredamaui@niamafinues Amoxycillin sodium Uz Clavulanic acid aaio 3.2.1
uaz 3.2.2 vasuivndniadingau
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518n19N 3 Cefazolin sodium 1 g for injection
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1.8a81  Cefazolin sodium 1 g for injection

2. ansantanaly

2.1 jluuy Wunsgnneanidedivn dmiuaanimaaniiand

2.2 gudsznay Usznaualaaien Cefazolin sodium ﬁaugaﬁu Cefazolin 1 g 1w 1 Vial
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3. AMANTANIIINARA

Namwsw%mﬁ:ﬁqmmWLﬁuvlﬁmu Finished product specification ez Drug substance specification
Aessnndrdnsuatuinaiy deldeanzidoudadinTuAMENITNNITOIMITUAZEN NTENTI
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3.1 Finish product specification“”(z)
AmaNtaNImaia BP 2013 USP 35
1. USnmeaendny 90.0 - 105.0% of the L.A. of Cefazolin 90.0 - 115.0% of the L.A. of Cefazolin
2. Identification ATITNH AT
3. pH 40-6.0 40-6.0
4. Clarity of solution / ATV ATITNN

Constituted solution

5. Related substances - the area of any secondary peak : NMT 1.0% -

- the sum of the areas of any such peaks

: NMT 3.5%
6. Water NMT 6.0% wiw NMT 6.0%
7. Bacterial endotoxins NMT 0.15 IU per mL NMT 0.15 USP Endotoxin U/mg
9. Specific rotation - -10° to -24°
10. Sterility P pRIAglT ATITHIN
11. Uniformity of dosage units | @333 ATV
-</H
(BB e s UsesuamenIsanig
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3.1 Finish product specification

(1).2) (Gia)

AMANTANIINALA

BP 2013

USP 3§

12. Particulate matter
- WA > 10 um
siLfiu 6,000/container
- YU > 25 um
laiAiu 600/container

ATV

ATINIU

3.2 Drug substance specification

(1).(2)

amaNANInaia

BP 2013

USP 35

1. USanmenzndragy

95.0 - 102.0% of the L.A. of Cefazolin sodium

(anhydrous substance)

89.1 - 110.1% of the L.A. of Cefazolin sodium

(calculated on the anhydrous basis)

2. Identification AT ATIVEU

3. Appearance of solution AITHIU -
4. pH 4.6-6.0 40-6.0

5. Specific optical rotation -15° to -24° (anhydrous substance) -10° to -24°

6. Absorbance

260 — 300 (anhydrous substance)

7. Related substances

- Any impurity : for each impurity, NMT 1.0%
- Total : NMT 3.5%

- Tetrazolylacetic acid : NMT 1.0%

- Tetrazolylacetamide acetal : NMT 1.0%
- Cefazolin open-ring lactone-or Cefazolin
3-hydroxymethyl : NMT 0.5%

- Methylthiadiazole thiol : NMT 1.0%

- 7-aminocephalosporanic acid : NMT 1.0%
- Cefazolin 3-methyl analog : NMT 1.0%
- Cefazolin lactone : NMT 1.0%
-Cefazolin acetoxy analog: NMT 1.0%
-Cefazolin deacylated : NMT 1.0%
-Cefazoloic acid isomers : NMT 1.0%
-Cefazolin epimer : NMT 1.0%

-Cefazolin pivaloyl : NMT 1.0%

-Any individual unspeciﬁed impurity

: NMT 1.0%

- Total impurity : NMT 3.5%

8. N,N-Dimethylaniline

NMT 20 ppm

9. Water

NMT 6.0%

NMT 6.0%

10.Bacterial endotoxins

NMT 0.15 U/mg

NMT 0.15 USP Endotoxin Unit/mg

11. Sterility test

AT
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5780150 4 Cefoperazone 1 g + Sulbactam 500 mg for injection

MNYIENANINIA qnai'niﬁ'lﬁ

1. 3o Cefoperazone 1 g + Sulbactam 500 mg for injection

2. amaNLan

! = o w v o
21 EIJLL‘U‘U Wunssnseannige i a’msna@nnmwaamﬁaﬂm

. v [ . 4 v
22 fwdsznay  Ysznaueualen Cefoperazone sodium BIguyany Cefoperazone 1 g uaz

Sulbactam sodium Fesayariy Sulbactam 500 mg lu 1 Vial
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3. Qmamﬁmamﬂﬁﬂ

3.1 Finish product specification™”

1. YSunmaasndagy

90.0 - 110.0% of the L.A. of Cefoperazone
90.0 - 110.0% of the L.A. of Sulbactam

2. ldentification @li’awhumuﬁiquu Finished product specification
3.pH Gliaﬁlsi’mmu‘ﬁsquu Finished product specification
4. Water content m’mmumu‘ﬁ'xﬂu Finished product specification
5. Sterility ATIWH
6. Bacterial endotoxins m’a%mu@l’mﬁszq‘lu Finished product specification
7. Particulate matter AT

- 2370 2 10 pm WilAw 6,000/container

-9una > 25 pm 'LiA% 600/container
8. Uniformity of dosage unit ATV

@\i’:?ﬂﬁi’mﬂ’mﬁﬁzﬂu Finished product specification

9. Impurity / Related substance

(wwgdafion Aarioud)
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(wEwas mgawiank)
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3.2 Drug substance specification

3.2.1 Cefoperazone sodium

(3)4)

qmauﬁamomnﬁﬂ

USP 35

BP 2013

1. S maaenday

870 ug - 1,015 pg of Cefoperazone/mg

(Calculated on the anhydrous basis)

95.0 - 102.0% of Cefoperazone sodium

(anhydrous substance)

. Bacterial endotoxins

NMT 0.2 USP Endotoxin U / mg

NMT 0.2 IU/ mg

. Related substances

2. Identification ATV Rebl g%

3. Appearance of solution . ATITHIM

4. Crystallinity ATIVH -
5. pH 45-65 45-65

6. Water NMT 5.0% NMT 5.0%

7. Sterility test AT ATV

8

9

- 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

(3).4)

qmauu“?lmamnﬁn

USP 35

BP 2013

1. USanmenandagy

886 pg - 941 pg of sulbactam/mg

(Calculated on the anhydrous basis)

97.0 - 102.0% of sulbactam sodium

(anhydrous substance)

2. Identification AIITHIM ATITHIY

3. Appearance of solution - Clear

4. Absorbance - NMT 0.10 at 430 nm

5. pH - 45-72

6. Specific optical rotation - +219° to +233° (anhydrous substance)

7. Related substances - - 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 IU/mg

12. Crystallinity

ATITH

13. Sterility

ATV

ATIHH
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1 = General requirement VBILNETFIUFMI Finished product 31y Injections (Parenteral preparations)

2 = The international Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline)

3 = The United States Pharmacopoeia 35

4 = British Pharmacopoeia 2013
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518n115N 5 Ceftazidime 2 g for injection

aaszmAdInInauanysIih

1.3asn  Ceftazidime 2 g for injection

2. amaniianaly
2.1 guuuy Dunspn FBauiernIwee anTdadnimansaaiand
22 sudsznay  Usznaudandaen Ceftazidime pentahydrate %aaugaﬁ'u Ceftazidime 2 g L&
Sodium Carbonate 1% 1 vial
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Wit ndrinsudlssesideaduatfifisurimielminianaspundsdsuladiunis aulszme
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3.1 Finish product speciﬁcation“"(z)

AmANIANINALA USP 35 BP 2013
1. URnmiaensnty ® 90.0 - 105.0% of the L.A.of Ceftazidime on the [#93.0 - 105.0% of the LA. of Ceftazidime

dried and sodium carbonate - free basis dried and carbonate - free substance)
® 90.0 - 120.0% of the L.A. of Ceftazidime @ 8.0-10.0% of sodium carbonate

2. Identification AU ATIVU
3. Bacterial endotoxins NMT 0.1 USP EU/mg of Ceftazidime NMT 0.1 [U/mg
4. Sterility ATIVHIN ATITHW
5. pH 50-75 50-75
6. Loss on drying NMT 13.5% NMT 13.5%
7. Uniformity of dosage unit | #379H 1 AT
8. Constitution solution ATIIU AT
9. Limit of pyridine NMT 0.4% NMT 0.3%
10. Particulate matter ATITHIW NI

-w@ 10 pm A
6,000/container

- 25 pm lailfin
600/container
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3.1 Finish product specification'*” (sia)

qm«uu‘ﬁmamnﬁn USP 35

BP 2013

11. Related substances -

- Impurities A,B or G : for each impurity,
NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total impurity : NMT 1.0%

3.2 Drug substance specification”

Qmauu“ﬁmomnﬁn USP 35

BP 2013

-

. USinmeaedagy 95.0 - 102.0% of Ceftazidime

(Calculated on the dried basis)

95.0 - 102.0% of Ceftazidime

(Calculated on the dried basis)

2. identification AU ATITHIN

3. Crystallinity ATIVHIU -

4. Sterility ATIINIW -

5. pH 3.0-40 3.0-4.0

6. Loss on drying / Water content 13.0% - 15.0% 13.0% - 15.0%

7. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg of NMT than 0.10 IU/mg
Ceftazidime

8. Appearance of solution - AW

9. Impurity F (Pyridine) - NMT 500 ppm

10. Related substances - By liquid chromatography

- Impurities A,B,G : for each impurity, NMT 0.2%
- Unspecified impurities : for each impurity,
NMT 0.1%

-Total : NMT 1.0%

NMT 20 ppm

11. Heavy metals

nanpue 1. n3kIan@Auiu Ceftazidime pentahydrate with sodium carbonate 1»‘1”@153@3mﬂ:ﬁmmnwﬁqmauuﬁmamﬂﬁﬂmaamﬁm%agﬂ
lageniIunninsiawata Uniformity of dosage unit, Constitution solution W& Particulate matter
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Gonludn g
1. ﬁwl,mmwrimLanmsn'ﬁ"l.@'ﬁuagnunm‘fumLﬁﬁu@‘h%'uml,ﬁaﬁ‘hmm:fluﬂs:mavlm waEILAY (declare) UARINA®
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1.1.2 lunszﬁﬁtﬁumﬁwnTWLﬁiammﬂamsg nuudd o3
1.1.3 lunsdifdueniidrandnsuszaing wanos ne.4
12 ludwaduwnadouen ne. /0.1 sasendieuamion wi’aamﬂanﬁmﬁ'ﬁamsmuquqmwwmaawamﬁ‘mﬁ
mm"ﬁ"{fuﬂuﬁﬂu (finished product specification) LLamTaﬁ'muﬂqmmwmmi'@lqau (drug substance specification)
nstﬁﬁag;s:mwmsmﬁ‘wuﬂamnﬂlmﬁmaw AFBILULLDNITELUINMNEN S TVBUT 1 (8.5) WwTau finished

product specification waz/%3a Drug substance specification lagaaun luiawiulsznadsznmasiadiinnsafing
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2. 1lANANIFUTDINAITIRNTIHAREN

2.1 padwngwaawsamalng pjw5@1@TaaﬁLanmﬁmaammg’mminﬁmmmwé“mnmﬁtaz%ﬁmsﬁﬁlu
nsHaneT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiaeau PIC/S participating authorities
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2.2 nsdifiinening oy sana QwﬁmﬁaoﬁLanms%‘maommg’mmsmﬁmmmwﬁ’nmm‘ﬁua:
AEmsnialumInEaen GMP w3 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagmuatinu
PIC/S participating authorities #17U&1§® mutaumMInTaravlasinanIsusasieivszmelszniasa
audnnsafing nIee1yanaadn usudnsd
3. mnmsqmmmmamﬁLauaﬂm (Fnwnwang)

3.1 namMIATI e TR WKAAA TN dIS a3 LIwaE AR (Certification of analysis of Finished product) Tuenju
fgaduerntneg

3.2 Namim’meaLﬂiﬁ:ﬁqmnﬁwfﬂqaumENGT’J mﬁ’\ﬁ'ry (Certification of analysis of Drug substance) m’ﬁ‘lu
mswﬁmmjuﬁdmﬂué’aazmvfwaw;’wﬁmml,ta:;gwﬁwfmqﬁu

s

33 Lanmw‘%av\é’ngmﬁuﬁuﬂmué'uﬁ'uﬁszmnjumswﬁmaﬁmqﬁwaaﬁ‘améﬁﬂm (Drug substance)

@

o 3.2 fujunsAnvaIndasitmiendn3agy (Finished product) T 3.1

]
o a

3.4 luns@dunzifongnanunnnii 2 9 szdasfidrunninananansénm Long term stability anaifiguiisnd
Tunzfousnunuaas ualesumsasnasvsasenasangismnavasnisvh

3.5 luns@dunadousnunitesnin 2 9 wxdesfidumnnmdipranisdnsanuaiivessnauidwRudaly
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1 = The United states Pharmacopeia 35
2 = British pharmacopoeia 2013
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578119N 6 Ceftriaxone 1 g for injection

m‘mﬂsznmﬁ'\m’fﬁquai’mﬁ'\ﬁ

1.8asn  Ceftriaxone 1 g for injection

2. ansaatianaly
2.1 3uluuy Wunssnanidefraudsdnaws dmsuda
2.2 ayudsznay Usznausiu@len Ceftriaxone sodium %aaugaﬁu Ceftriaxone 1 g b 1 Vial
2.3 MPULLIN ussqlmnmtﬁaém%”umsqmﬁ@ﬂﬂﬂmm%a LLa:msgﬁwﬁﬁaaﬁuum
2.4 28 - 5:11‘3‘9&1’1 UL NAUAIWIEAYUATANUVUTI TUHEA fuéumq \wfinda
waztaunzidaudsuen LLaz“JﬁmsLﬁufnmmvl,d”ati’w{mauuuussgﬁwﬁ
- UWMTUSLITIYEN azjﬁaﬁayﬁamq%am WiaTamInisen sauUsznay wae
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3. auaNlANINARa

nan1saTIadianzigmnwiduldana Finished product specification Uz Drug substance specification 7
fradsnnundrduatuieats 9ldanzdoudadinamasenisunisemisuazen nszm’aoa"\msmqm il
ndrdiuildssidaniuatviiiourimialntnianasgundsduladisunils eadsznansznaag
ST 309 S2YANTIN W.91.2556 8UTUA 11 WBNEU W.7.2556 (aaﬂs:mﬂ'l.m'vﬁﬁ%mgwﬂuﬁuﬁ 10 igwien
2556) ns:ﬁhil,ﬁﬂumﬂﬁifuﬁ’uqaUﬁﬁwmﬂmznssumsﬂs:mm’)mm

3.1 Finish product specification'"”
AMANLANIIINALA USP 35 BP 2013
. Sumenendagy - Not less than 776 ug of Ceftriaxone/ - 92.0% - 108.0% of the L.A. of
mg (Calculated on the anhydrous basis) | Ceftriaxone
- 90.0% - 115.0% of the L.A. of
Ceftriaxone
2. |dentification ATITHU ATV
3. Constituted solution ATIAHY ATV
4. Crystallinity ATIIHIH -
5. pH 6.0-8.0 6.0-80
6. Water 8.0% - 11.0% NMT 11.0%
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of NMT 0.8 IU/mL
Ceftriaxone
(ao%a) ............................. YszmunmenTIunis
(Wod89
(ao%a) S ............................. n3TUM3I nITAMI
wegiafieon Aaastud) (W9R1INTI  Mgawlant)
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(M42)

3.1 Finish product specification'™ (@d) ‘
anantanImaia USP 35 BP 2013
8. Sterility ATIIHIW ATITNU
9. Particulate matter ATIHU ATIINU
-9U1Q > 10 ym 'L&il,ﬁu 6,000/container
- 4w > 25 pm 4ifin 600 /container
10. Weight variation %38 ATIVU ATIB
Uniformity of weight(mass)
11. Related substances - - the area of any secondary peak
: NMT 1%
-the sum of the areas of all the
secondary peaks : NMT 5%
3.2 Drug substance specificationm’(z)
ananianImana USP 35 BP 2013
1. ﬂ%mmﬁ?mﬁ’lﬂ”@ Not less than 795 ug of ceftriaxone/mg 96.0 - 102.0% of the L.A. of Ceftriaxone
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification 37U A3
3. Appearance of solution - ATV
4. Crystallinity AN -
5. pH 6.0-8.0 6.0-8.0
6. Water 8.0% - 11.0% 8.0% - 11.0%
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of Less than 0.08 IU/mg
Ceftriaxone
8. Specific optical rotation - -155° to -170° (anhydrous substance)
9. Related substances - - Any impurity : NMT 1.0%
- Total : NMT 4.0%
10. N,N-Dimethylaniline - NMT 20 ppm
11. 2-Ethylhexanoic acid - NMT 0.8% m/m

wanuwa - nadifisenzidouwndinmaiu waive) msarnseuliemsinanle buusesansmanguasnai ldsuayd@dae
- Drug substance specification ﬁmszmmnlu%mswzﬁmaagwﬁm drug substance nioludne drug substance 284
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21 nsdwagmaalulszmalng QwﬁmﬁaoﬁLanms%'maammg’mmm§mmmw1aa°'nmmsyﬁl.a:eaimsﬁﬁ‘lu
MINENET PIC/S (Pharmaceutical inspection Co-operation Scheme) Tagwunean PIC/S participating authorities
730 ﬁLanmﬁ'vsaammgmmswa@menwa”ﬂmmsﬁua:?‘ﬁ'msﬁﬁlunwwammmaaﬁﬁﬁmmﬂm:nssums
2IMITUAZEN NIENTWRIBITHEY Fatmuaiulasfianuzanadasuasrafisutunsninosiuas s nmaie
nandaen PIC/S lunanaefiiauazne aﬁ‘udﬁq@mmaumimmaaﬂ@Uﬁwanﬁ%’maqﬁo"fuﬂs:mﬂ
Usznianadiannsefing
22 nadfdueningneneeyszma frdadadionansilseunaspumInaacemamAnnmYLaz
SEmTialunsHEaN GMP %Wsa GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagmtaganm
PIC/S participating authorities a1iuisng® ausaumIaTaReulauinan1ITUIsstIulszmeadseniase
Bulinnsafind wiaayaneadn udusnad
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NAEIRE : 81989970

1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
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sgnsn 7 Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

aalszn1ASINIRQUATIBE T

2.

1. 3081 Equine rabies immunoglobulin 200 1U/mL, 5 mL Injection

2. amasianaly
2.1 3uuuy \uansazanoUseanigs 1a (clear to opalescent) Lifid wafindasdau dwsuda
22 dmsznay  Usznaueae rabies immunoglobulin %38 fragmented (Fab w3a F(ab) ,) liwasnin 200 1U
w1 Jaddes ﬁvl,@‘i’a'm%%;wﬁm?awmauwaoﬁwqmmwﬁ"fiegn hyperimmunized #78 rabies
vaccine
2.3 MTUUT msaﬂum'nu:ms'gma@ﬂﬁﬁmnL%aflﬂaﬁﬂ IWIAUIIY 5 mlL
2.4 287N - s:y‘%am §IULNaUAINF N YUAZAITNLT TUNES i’uﬁuumq \suinGe ussaamzdou
#suen 'Haszmauuumiqﬁm‘n’
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3. AMENUANIINARA

3.1 Finish product specification'™*
Test item BP 2013/ EP 8"
1. Identification AT
2. Potency The estimate potency is not less than the stated potency and not greater

than twice the stated potency w38
The confidence limits (P=0.95) of the estimated potency : 80% - 125%

3. Protein content 90 - 110% of the amount stated on the label

wazdadliunnii 100 giL

4. pH mﬁﬁlmuﬂ‘mﬁﬁquu Finished product specification

5. Osmolality Minimum 240 mOsmol / kg

6. Molecular - size distribution miﬁ]muﬂ’m“ﬁlszﬂu Finished product specification
(By liquid chromatography) (ﬁaummwﬂ%m‘ﬁ:ﬁ monomer and dimer LA polymers and aggregates)

7. Purity (By non-reducing polycrylamide gel mww’mmmﬁs:u"lu Finished product specification

electrophoresis)

8. Albumin (By electrophoresis) NMT 3%

9. Sterility test ATITHU

10. Pyrogens ATIINW

11. Extractable volume (Volume in container) 3NN

12. Stabilizer 80% - 120% of the quantity stated on the label

e
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3.1 Finish product specification""‘z’ (Gia)
Test item BP 2013 /EP 8"

13. Antimicrobial preservative
- n3thAN preservative ludsu - The amount is not less than the minimum amount shown to be effective

and is not greater than 115% of the stated on the label

- NENAY phenol tudsy - nyfié3uLAN Phenol : NMT 2.5 g/l

ANELAA : - |dentification 3839390 W 11in Immunological test w38 virus neutralization test

- Molecular-size distribution FDILRMINILATIEH monomer, dimer, polymers, aggregates and fragmented

an
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Gauluiing
1. ﬁ']mewmﬂLanmsms"l,@i"%'uaguy’mm‘!umLﬁwﬁﬁuUﬂLﬁaaiﬁuuer'luﬂsmﬂ‘lﬂu uazdlLey (declare) UWnBIHED
1.1 ‘luéﬁﬁ’tym?ﬁuml,ﬁnu@iﬁum (NB.2 N8.3 NY.4 LEANTH)
1.1.1 lunsdifduefinialudszndlng nanodis ne.2
1.1.2 'LunszﬁﬁﬂummLﬂTﬂLﬁamiLLﬂwssﬁ; waneds ne.3
1.1.3 lunsdifdugnihidhandsdssne nansdla ne.4
12 lusmwatunadouen no. /0.1 vasenfieuemen wiaunuanduarad BMIMLANA RN THYBINRAA AN
muﬁ"fum!,ﬁﬂu (finished product specification) LLa:ﬁaﬁW%uﬂqmnﬁwmaaf@qau (drug substance specification)
nszﬁﬁag'szmwn'\ﬂﬂﬁvuuﬂaaun’"l.'uw’ﬁmﬁu ADILULLONFITEULUIMNENENITVALR 1Y (8.5) WIWSay finished
product specification Uaz/M3e Drug substance specification Togwaun lnauiudszmeadsenianandidnnsaiing
wazlaisAiu 2 9 o wdszmeadszmenandilinnsafing
2. LlaNAITTUIDINIATZTIRNITRAREN
2.1 nd@fignuaaludszmalng ;jwﬁ@1@TaqﬁLanmﬁmmmmgmmwﬁ@mmumi"mnmwﬁm:%ﬁmiﬁﬁ‘lu
MIWAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswniineanu PIC/S participating authorities
w3a TlanaiuTeanaTIUNMINRAIURENINIETLAL AT M IRAIUMIHAA LB IR DINTINNS
2IMTUAZYN NITNTNEDITHFY Farmuadulasfanugeandesussrafiouiunaninuaiuaz3snisnialn
nsudae PIC/S luwwinenfilauaane avusgaausaumIaTaseulasiinansiusasiisinglsenie
dszmeadiannsaiing
2.2 nsdiduensingrenawsana AnAadasdiananIiusaanasunINEamaamanInILe:
SEmsfialumInaaLn GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagwiieii
PIC/S participating authorities a1iuang® auTaUNIaTIIReUlaudnan1ITUTastIulszmadstniasan
Bildnnseiind wIsenyasaatin ududnad
3. tanmsqmmwwaamﬁtauaﬁm (Fnwnnane)

3.4 WaNMIATIAATIER M HKAAS i NE I TagUa I NR® (Certification of analysis of Finished product) T
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3.2 lunsdidunsdouenunannnia 2 9 sxdasdidnawananansdne Long term stability aafitu
vandulwnzsuonanuans LLaz"Lcﬂ'”i"umsaouw%’maoLanmsmn;ﬂfﬁéwmwam?ﬁ'ﬂ
3.3 lunsditunzifousnantasnii 2 1 wrdasddnmnwinonamsansnaundazasnauin
Wadulunzdousuuand wazldsumsasnuiusasianasnngisnuwnavasuisen
3.4 LaNETIUTBITUNINGS (lot release) nnnsEdngmsasnIsuwng nsznTatug”
4. 72881981
4.1 disuanan desdsaatnsenadnaiey 3 %ummﬁ;ﬁmﬁ Fadusunuugasnssnioalanrudiu
muﬁr‘imu@‘luﬁﬁiﬂqmauu“élﬁ"avlﬂﬁwﬁu
5. msﬂi:ﬁ'uqmmwmﬁaiwau (wa@adtand1IN3TuYsenn)
5.1 m‘ﬁ'dwauﬁaaﬁmql’ﬁ“"l@“"L&iﬁaﬁndﬂ 1 1 duaniusnay
5.2 mv;nnmﬁdwau %:@TaaﬁoﬁwmewdwUlU%'usaowanﬁmw“nﬂiw:ﬁmjuﬁdwau
53 nsrﬁﬁmmuswmsﬁwmﬁq&uﬁaazmmﬁ'dwauLﬁ"adamsw"‘umwzﬁqmmw AUIBTITNNTIEAIRIITE
Ja918020819 T,mm\hl"'u']U%:@TaadomLﬁuﬁnmmﬁﬁmuﬁﬂmmwmsdmnﬁmﬂ:ﬁua:Lﬁu;ﬁuﬁmau
dﬂ%ﬁhzw"iLﬁmaﬁadlun’lsmwﬁﬂﬁ:ﬁqmmw nszﬁﬁwud’\mhjLﬁuvlﬂmuqmé'nwm:mm: AUILINTNIIVD
FIRENT WSURIT ML TINENAINENIV Q’mwua:/ﬁa@wﬁﬂluﬂﬁx\ida'lﬂ
5.4 ;jmwaa:ﬁaa%“udﬁmmmﬁamlnﬁﬂmmq wiadaifiamaFausnwdilsznisia g neusvualeslid
Gouly
5.5 SrUUMIIUUAzIREILN@ ot uwluy Cold chain system ﬁvlﬁ'u’!mg'memmé'ﬂl,nm‘ﬁ good storage practice
(GSP) uaz good distribution practice (GDP) lasuaaaianassznay
6. AlawaTA1 (H21e) Bnsasnienidndygnowasuimue o
6.1 nsc’f‘mams&iumaﬁmsn:ﬁmﬁmnnsu%nmmams‘mmwwzﬂaﬂﬂu"[ﬂmummgmﬁaﬁwu@
6.2 NTHANN TWH mmﬁ@\ﬁgnﬁﬂmﬁuﬁmmﬁ BIANALAEINNUA TN TIUMTISUAZEN T a T8
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NN TV

6.3 nadiwudgmgmmnannuiadmeifienasanadedszininauszanulasasvdagiledlasum
7. vwl::Ui'rnms’uaaamz’?ﬂ%vbj?uﬁmsmwﬁmﬁmﬁmﬁﬁﬂﬁzi‘ﬁgnL'%'UnLﬁuﬁuimﬂéwﬁno1uﬂm:nssunﬁs

mshazsn bszuzan 1 dhawludsemadszniamandidnnsaing

WMy 819893n
th . ) ; .
1=8 European Pharmacopoeia (General requirement 84 immunosera for Human use, Animal)
2 = British pharmacopeia 2013 (General requirement 283 immunosera for Human use, Animal)

3 = npnenyihdiemIiusosiunniasunulagtuniduiieg w.a.2553
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iwazlﬁﬂﬁqmé'num:mmumuﬁ"nmanmsmsa'i'ﬁ%an'ziﬁ'mwfm
a2 B04 / 2560
s78n119N 8  Ertapenem 1 g powder for injection

muﬂszmﬁa"cwi'ﬁqnaswmﬁ

1. i@ﬁl Ertapenem 1 g powder for injection

2. amansianalu

2.1 30wy DusstnUmeande gmsuda

22 gusznay  Usznaudle@nn Ertapenem sodium ‘ﬁlaugaﬁu Ertapenem 1 g lu 1 Vial

2.3 MAULVI Ussqlum’m:msa;‘mﬁ@ﬂﬂﬂmm%a Pagiin

2.4 asn - szq%am FIUTENAUMENIAYLATAINLTI TUNE i'uﬁvumq LRURNER WAZLAY
nzidoudrsuen LLaﬁ%msLﬁu%'nmm'ﬁazm%'mwuumsqﬁ'wﬁ

- UWMTUSLITIVEN amaﬁaﬁﬁmszq%am Wiatamamsa smdsznay uazTwne

AL LeuTikG e 'S'uéumq'l,ﬁ"’ﬁ'@mu

3. AENLANNARA

3.1 Finish product specification“”‘z’
1. Snmenendamy 90.0 - 110.0% of the L.A. of Ertapenem
2. ldentification m’aﬁ]mumuﬁlszﬂu Finished product specification
3. pH 615’3%51'1%@1’13\!"71.5:‘1.‘!11«5 Finished product specification
4. Sterility test ATIB
5. Bacterial endotoxins m'ﬁ]&humuﬁiquu Finished product specification
6. Particulate matter ATINU

-39 > 10 pm tNLAn 6,000/container

- 9@ > 25 pm luLfiu 600/container

7. Water content m’sﬁwhumuﬁiz‘qlu Finished product specification
8. Uniformity of dosage units Gls’mmumuﬁiquu Finished product specification
9. Impurity / Related substances mwmumuﬁszlﬂu Finished product specification
wanlydw 9

1. ﬁmmmwd'\manmsnws'lﬂ”%’uaguymifuﬂ:t,ﬁ sudnTueniiadminglutsnalng uasduas (dedare) UARINES
1.1 'Luéwﬁ'rymsﬁuml,ﬁnw‘h%’um (N8.2 N3 NB.4 LSIANTT)
1.1.1 luns@ifduinaaludszinalng naneds no.2
11.2 ’Lumﬂﬁnﬂumﬁ’uﬁqLﬁ'ammﬂaussg RN NY.3

1.1.3 luns@indueingrandrslssing nunsie ne.4
//

nI_UNN

v a a a CA o~ as
(HWGQUQDUW NIAITHE) (WNRNMINTT mzyﬁm’;wﬁ)

winii 1mumﬁ?'|81§ﬂﬁ80412560



12 ludrwatunziouen no.1/s.1 2BIALEUETIN w%mmﬂa%‘é‘mﬁ’rﬁan’ﬁﬂ’mﬂuﬂnmqwmaowamﬁ'msﬁ
muﬂmuﬂ“m g (finished product specification) La=1 an’mumﬂ mﬂ’lwmaa’mnﬂu (drug substance specification)
nmmasjizmwmsn]aﬂuuﬂamfﬂmwuLmj mmaaLquLanmsml,mmwn'mn'lwat,l,mm (8.5) NINTau
finished product specification &az /%38 Drug substance specification Tagaautlanawindsznialzniasan
siannsaing wazlaifiu2 0 o Sulsemedszmenadidnnseiind
2 LANFTIUIDNNATIUNITHRAL

2.1 nsmnﬂvwam?udsztnﬁlny wmwmawLanmﬁusaammsmumwa@mmuv\é’nmnwﬁm:“;%msﬁﬁ’tu
mIwaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tapwiae9u PIC/S participating authorities
n3o ﬁLanmssmaammmumswammmamanmmmuawmmiwﬁlumswas\m’nmmum'\uﬂm,nssums
AIWITURZHN NIENTHETITFY mmﬁummﬂ@nummaaﬂﬂaammmmwnwanmm‘ml.a"aﬁmsﬂﬁlu
AsWaasn PIC/S TunanaENfiLEua Y mmma@mmaumsmmamﬂﬂﬂuwamssmaam'suﬂsmﬂ
Uszmenediannsafing

2.2 nsdibneningneY SN QwawﬁaoﬁLanms%’usmmmg'mmswﬁﬂmmwé’nmwﬁum:
s2msfialunindaen GMP 38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasriiew
PIC/S participating authorities 2UUENEA mmaumsmwaauiﬂmﬁwamsﬁ”usaaﬁﬁuﬂs:mﬁﬂszmmﬁm
sidnnsefind w3oeyasanaTn wEUANIth
3. Lanmsqmmwmaom?'uauaswm (@wnnang)

3.1 NAMIATIVILATIEN amwkdanuiend3aguuasiia (Certification of analysis of Finished product) 1
U'ﬁ;uﬁd&ﬁué’hazm ,

3.2 Namsm’;ﬁLﬂi’\“ﬁﬂmmwi'@mﬁwaoﬁ’amﬁ'ﬁm (Certification of analysis of Drug substance) Al
mwammsuﬂauﬂumamammawwammua:wwam@n@u

33 Lanmsmav\anmuwﬁumwauwuﬁs:musumwamam@mﬂwmmm’mﬂm (Drug substance)
48 3.2 nmumswawaawa@mmfnmmmsﬂ (Finished product) T8 3.1

3.4 lunsditunzifouenanannnit 2 3 srdasfdunnwaneNan1sAnen Long term stability ARt
windnlunzidouaunaas LLRA@?UT]’]‘SRG%’INTU?BGLaﬂﬁ'ﬁ‘:ﬂﬂﬂ&la’]uﬁﬁﬂm\‘miﬂﬂ
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5. m3Uszinqmningfidanay (uaasanaImsuilsziu)
5.1 pnfisanaudasdanglfldlitasni 1 O duaniusiwey
5.2 mnm’mﬁa’wau a:ﬁaqa’aﬁwme'wrh:J'h.l%’maoNamsmm‘imﬂxﬁméuﬁﬁma'u
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6.3 nstﬁwuﬂtqummwmnwﬁmﬁ'msvfﬁmaa’waeﬁaﬂszﬁn%maua:ﬂ’nuﬂaa@ﬁ'miapjﬂwﬁvlﬁ%’um
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8. fnudasaiUauu Sensitivity disc a3 oxoid WiriblsswenLnassasangsayan (Wusasanssiusasmamivianyw)

NANBIAR : 81989910
1 = General requirement VaILNFBATU §1MIU Finished products gllu,‘uu 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.
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s'lﬂaztﬁﬂﬁqmé’nﬂm:quumuﬁ'\manmsmﬁﬁ%mwﬁ'wﬁm
1a2N BO4 /2560
5787151 9 Ganciclovir 500 mg for injection

muﬂs:mﬁé’mi’aquasmmﬁ

1. §aen  Ganciclovir 500 mg for injection

2. ansasianalyl

21 gluwy \unagnlsaanide (freeze dried powder) midaiiinaaaiiaad

22 #udiznay  dUsznaudas Ganciclovir 500 mg 1 1 Vial

2.3 NITUUITY ussqlum’nu:msqmimﬂﬁﬂmm%a wioussarauUseeniga

24 asn - szq%am &IUUITNaUMILNEIRYUAZAINLTI TUNEA 'S’uﬁvumq \UTiNEa Az
naidaudiiven LLa::‘J‘ﬁmSLﬁu%'nmmvl’i’azm'ﬁ'ﬂwuuumigﬁmwf

- UWMTULUIIIEN atnskaadi aas:q%am WiaTannImIe EuUTENauLATIIANTIY

AMULTIVBILN LaTTIHE® i’uﬁvumq‘h”’ﬁ'@mu

3. AMANLANMINARA

wamsasrvdianzdaaninidulen Finished product specification Waz Drug substance specification
U o Qs o s as Q A 9/ = ] o a Q‘: A/
Sdsnnundrdiuaiuduanu SeldvenznifoudadiniuanznIsunIaImITuaTan NIENTRITITGY N5
a o Q. lﬂl 8/ 9/ = 9 ar l=l o [} ' 1 a o Qv [ o A
inFrdruiltaedadasiuatinifisuirianialninituiespunsadrsuladiuni arndszmeansznsis
A o Qs i = L H -3
TG (589 TRYAITIEN WA.2556 a9TUufl 11 wow we2656 (aahizmalunrianpunying 10 dgwsu
P S \ vt o an
2556) 3tk s liuiueasRiazesnuznrsumsdsznianane

3.1 Finish product specificationm

AndaiANIImMALA USP 35
1. Pnodmdey 90.0 - 110.0% of the L.A. of Ganciclovir
2. Identification ATINU
3. Constituted solution ATITNIU
4. Bacterial endotoxins NMT 0.84 Endotoxin Unit / mg of Ganciclovir
5. Sterility I
6. pH 10.8 - 11.4
7. Water NMT 3.0%
8. Particulate matter ATINU
- 2@ 2 10 pm Litfin 6,000/container
- W@ > 25 pm Lailfin 600/container

LG k13) I SOOI NITUMIT

wugiafien faastud) (W9RNINTT Ngawdat)
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3.2 Drug substance specification o

AmFIANIINATKA USP 35

1. USunmenendregy 98.0% - 102.0% of the L.A. of Ganciclovir

(calculated on the anhydrous basis)

2. {dentification AT

3. Heavy metals NMT 20 ppm

4. Residue on ignition NMT 0.1%

5. Water NMT 6.0%

6. Organic impurities - Ganciclovir related compound A : NMT 0.5%

- Total impurities : NMT 1.5%
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swazlﬁmqmﬁnumzmmumuﬁ"lmanaﬁn'ﬁﬁ'ﬁ%anﬁﬁ'mﬁﬂ'l
a2 BO4 / 2560
s1gn1sh 10 Linezolid 600 mg solution for infusion

muﬂszn'}ﬂﬁhﬂ"i’ﬁquaﬂﬁmﬁ

1.398n  Linezolid 600 mg solution for infusion

2. amsanana
J o s 9/ A ° " . .
2.1 Juuy Wugsazaptnanni¥a SnTunoatnasalasad (Solution for infusion)
22 dmisznay  Usznausas Linezolid 600 mg b 1 MTUTUITY
¥ % .
2.3 NMTULUTI ussfg‘l,um’m:ussqmﬁ@ﬂﬁﬂmnma Jaanuuad
2.4 28N - szy%am §IUUIZNAUMIENEAYULITAIINUTY TUNER TuFuany WUARAS taenzidow
dsuen Ltazfsﬁmnﬁu{nmm'ﬁaﬂwo’ﬁﬂwuuumsqﬁm‘ﬁ
- UWMTULLIIEN ati’mﬁayﬁao'szq%am HIDTAMINIA FIUUTLNOLULATIUIAANULTY

YA LRUNHNER ’Yuﬁumq‘lﬁ?’mmu

3. Qmamﬁ‘amomﬂﬁﬂ

3.1 Finish product specification‘"’(z’
1. dSumdasndany 90.0 - 110.0% L.A. of Linezolid
2. Identification AU
3. pH @li’:i]mumwﬁi:qlu Finished product specification
4. Sterility AT
5. Bacterial endotoxins m’;’almum'mﬁi‘zq‘lu Finished product specification
6. Particulate matter AT

-qu1e = 10 pm ailfin 6,000/container

-9W1@ = 25 pm it 600/container

7. Volume in container ATIU
8. Related substance / Impurity m’:mhumuﬁs:qlu Finished product specification
Ronlydu 9
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1.1.2 ’Luni:ﬁﬁl,ﬂumﬁ'lLﬁﬂLﬁanwsLLﬁoussq wanuid N3

1.1.3 lunsdimdussingrandistssme vunsds ne4
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product specification Waz/%38 Drug substance specification lagvaun lwAswiudszmealszmaradidnnyafing
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2. 1aNEITUIDINATFINNIHAA L
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PIC/S participating authorities a1iLange suseunIaasaulasiinanisivsasfiviulszmadsznianen
sldnnsafing wiea1yasandw udiudnsd
3. Lanmiqmmwwaamﬁtauaﬂm (Fnwinannna)

3.1 wansavRIezRgmwKAas teinduTagUvasia (Certification of analysis of Finished product) u
ﬂ’\s;uﬁdol,ﬂuﬁ"sazm

32 wamimm"imm:ﬁqmmwi’mqﬁum 84@2eNdeY (Certification of analysis of Drug substance) 715l
m*mﬁwméuﬁdotﬁué’aa:hwﬁmaa@wﬁmrmazsjwﬁ@i'ﬂqﬁu

ar

33 Lanmm'%a%§'n§1u§u€fummé’uw”uﬁszmws;umwﬁmaai’mq@‘iwaaﬁamﬁﬂmy (Drug substance)
da 3.2 ﬁ'usq'umswﬁmaowﬁmﬁmﬁmﬁn?mgﬂ (Finished product) 98 3.1

3.4 lunsdifunzidougnanannnt 2 9 ssdasdidmnnmenenansane Long term stability anafigi
wndulunsdouenauaas LL&:"L@T%‘un’lsaau’mfmaaLanmsmn;&”ﬁéwmwaoﬁﬁﬂ

3.5 lunsdifunsadougnantannit 2 9 sxdasfdumnmminonansan I INIAINe I aNAEY
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6. dlanasna (§ne) ﬂuﬂaaﬂnumanammnaumumwm aoih
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wangmg 81989970
1 = General requirement VaILNFFF IV INTY Finished product JUuUUEN 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.
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m’mﬂsxn'lﬁﬁ’mi'ﬁquasmﬁ'lﬁ

Liposomal Amphotericin B 50 mg for Injection

1. i&ﬂ Liposomal Amp
2. amantianaly
2.1 Juuy
2.2 §udsnay

23 ﬂ’]‘!i%:iJSﬁ?

hotericin B 50 mg for injection

wfauq@nsawu’m 5 1&]?158% 1 ‘1‘]"@

24 28N

J = ﬁ‘ o @ o L o
Wuwasnunaaniefindas (Lyophilized) §wmsudatwaaaidonad
Usznaudeeaen Amphotericin B 50 mg 1 1 Vial

a 1 [ v ' A1 o
USﬁ?luﬂ'l’ﬂWUis? 212U TeaNTe Yasnuuas LLRzUiiﬁ!ﬂ m‘VﬂuLL@a:T?ﬂ’J NNULLR

el , o o o v a o & i a
- 5:14‘118[]'1 muﬂsznaumma’mryl,l,a:mmusa AUNIA 'Juaumq L8UNHE® LAsLRY

nedoudrsuen Ltaﬁﬁmﬂﬁu%nmm'li”azmﬁ'mauuumsgﬁmﬁ

- UWMTUSLTIYEN adwoﬁaﬂﬁaoszq%am RIDTOMINIAN LT NOULRZIUINANY

ANUUT
3. AMENTANIINAKA

3.1 Finish product specification

d a o L v
VBIL LAVNHNEG maumq'h'nmw

(1).(2)

1. SSnmaamdnty

90.0% - 110.0% of the L.A. of Amphotericin B

2. Identification

m’awhuwmﬁi:iﬂu Finished product specification

3. pH

: P " e
m’mmum‘mﬂs:g‘lu Finished product specification

4. Water content

m’m&’mmuﬁs:qlu Finished product specification

5. Sterility test

AT

6. Bacterial endotoxins

m’lmhumuﬁﬁ:qlu Finished product specification

7. Particulate matter
- a%MATMIe 2 10 pm lailfin 6,000 aune

- ayMAIWIe 2 25 pm Litfin 600 oA

ATIWU

8. Uniformity of dosage units

@‘S'Aﬁwhuﬂ’luﬁ‘a‘:lﬂu Finished product specification

9. Impurity / Related substances

m’n'ﬂmum‘l&lﬁ‘squu Finished product specification

3.2 Drug substance specification R

s a
ﬂ‘mﬁuﬂﬁﬂ'l\ﬂﬂﬁ%ﬂ

USP 35

BP 2013

1. USinaudnenday

NLT 750 pg / mg (Calculated on the dried basis)

Minimum 750 IU / mg (dried substance)

. ldentification ATITA a7
. Loss on drying NMT 5.0% NMT 5.0%
. Residue on ignition NMT 3.0% -

. Bacterial endotoxins

- Less than 1.0 IlU / mg

Dl A~ WIN

. 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%

wwiaden feasud)
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(WNEINTS mMyawiai)
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1. Bagn Rabies vaccine (Vero cell) 2.5 1U/0.5 mL injection
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3. AmMENUANIINARA

3.1 Finish product specification'”

AmANLANIINARa BP 2013
1. identification ATITHU
2. Potency (1310 Rabies antigen) Not less than 2.5 |U / dose
3. Bovine serum albumin NMT 50 ng / dose
4. Sterility AT
5. Bacterial endotoxin Not less than 25 IU / dose
6. Pyrogens ATIVIU
7. Water NMT 3.0%
8. pH Gli?ﬁ]mumuﬁi:qlu Finished product specification
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1. Ban Vancomycin 500 mg for injection
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2.1 3uyy Wuessndmeninds §7a8wnaws Fmsudathimanasaifanda
2.2 wdszney  Usznaudlwenaen Vancomycin HCI ‘foauuaﬁﬁ Vancomycin 500 mg 1 1 vial
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3. AENUANIIINARA

N&ﬂﬂiﬂiiﬂ?Lﬂiﬂ:ﬁﬂmmmﬂuvlllmu Finished product specification 18z Drug substance specification ‘ﬁ
SNEINNFTF LA UL INY mvlmmmmUumaa'mm'mﬂmwnisumsmmmawm NIENTWMTITUFY nait
Lna’ﬁmsmﬂ’nmoawauﬂuauu‘nmm.lm’msalvmn'nmmmuma‘nmsulﬂmiu%m audsznIanIENIg
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3.1 Finish product specification”

Test item BP 2013 USP 35
1. Antibiotic-microbial assays 95.0 - 105.0% of the L.A. of the estimated potency | 90.0 - 115.0% of the LA, of Vancomycin
2. Ildentification ATIW AT
3. pH 25-45 25-45
4. Related substances - Any impurity : NMT 4.0% - Any peak other than the main peak

- Total impurities : NMT 12.0% : NMT 9.0%
5. Vancomycin B NLT 88.0% NLT 80.0%
6. Constituted solution AT AN
7. Water NMT 5.0% NMT 5.0%
8. Bacterial endotoxins NMT 2.5 IU of endotoxin/mL NMT 0.33 USP endotoxin U/mg of vancomycin
9. Uniformity of dosage units ATV AT
10. Sterility ATIIHH AT
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3.1 Finish product specification™"” (sa)

Test Item

BP 2013

USP 35

11. Particulate matter

-9 > 10 pm it 6,000 a1hMevcontainer

- UUIA 2 25 um LiAw 600 8N IA/container

- 2@ 2 10 pm it 6,000 anpmievoontainer
- VWA = 25 pm laiifin 600 8% Alcontainer

3.2 Drug substance specification : Vancomycin "

Test Item

BP 2013

USP 35

1. Potency

NLT 1,050 1U/mg of Vancomycin {on the

anhydrous basis)

NLT 900 pg/mg of Vancomycin (on the

anhydrous basis)

ATINU

2. Identification AU
3. Appearance of solution AT -
4. pH 25-45 25-45

5. Related substance

- Any impurity : for each impurity, NMT 4.0%
- Total impurities : NMT 7.0%

- any peak other the main peak : NMT 5.0%
- Limit of monodechlorovancomycin : NMT 4.7%

6. Vancomycin B NLT 93.0% NLT 85.0%

7. Heavy metals NMT 30 ppm NMT 30 ppm

8. Water NMT 5.0% NMT 5.0%

9. Sulfated ash NMT 1.0% -

10. Bacterial endotoxins

Less than 0.25 |U/mg

NMT 0.33 USP endotoxin U/mg

11. Sterility
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