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1. Boen Acyclovir 500 mg injection or for injection

2. amaatinnaly
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2.2 éudsznay  Usznauale@len Acyclovir w38 Acyclovir sodium "ﬁaaugaﬁ'v Acyclovir 500 mg
lu 1 vial
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3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection"’

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

-2u9 = 10 um l3itfiu 6,000/container

- IW19 2 25 pm L% 600/container

7. Volume in container ATIIHIN
8. Clarity and colure of solution NIV
9. Guanine NMT 1.0%
10. Related substance NMT 0.5%
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3.1 Finish product specification (A8)

3.1.2 Acyclovir 500 mg for injection(z)

Test item USP 35
1. YSnmasednary 90.0 - 110.0% of the L.A. of acyclovir
2. Identification AT
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 AT
10. Particulate matter ATV
- 2@ 2 10 pm WLAu 6,000/container
-9u@ 2 25 pm BiAiu 600/container

3.2 Drug substance specification : Acyclovir i
Test Item USP 35 BP 2013
1. ﬂ%mmﬁ'gmﬁm”:y 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. Identification ATIAHIU ATIWN
3. Appearance of solution - AT
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 CF,| : 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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1.4a87 Amoxicillin 2 g and Clavulanic acid 200 mg for injection

2. amasnianall

2.1 3w wnsgnUseanide §umtsnaws (off-white) fwsvdatmasaidaad
MITAZAUHILNGIL Water for injection endasiianuassnamanw ldmsacansd
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2.2 d@udiznay  Usznaudlsalny Amoxicillin sodium ﬁ'awgaﬁu Amoxicillin 2 g a2 Clavulanate
Potassium ﬁaugaﬁ’u Clavulanic acid 200 mg 1w 1 vial
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3.1 Finish product specification“)

AmaNLaNINa®a BP 2013
1. Sunmamday 90.0 - 107.5 % L.A. of amoxicillin
90.0 - 107.5 % L.A. of clavulanic acid
2. Identification test AU
3. pH 8.0 - 10.0
4. Bacterial endotoxins NMT 0.25 IU / mg of amoxicillin
5. Water content NMT 3.5% whv
8. Constituted solution ATIINU
7. Uniformity of dosage units ATIVEU

(WRgIale Aesu) (WHEINTT  Mawlan)
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3.1 Finish product specification(” (ﬁia)

AUANTANIIINAKA BP 2013
8. Particulate matter NI
-aua = 10 pm laitAin 6,000/container
- au1e 2 25 pm Wifin 600/container
9. Sterility test 990U

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”

AMANIANIMARA BP 2013
1. USnaarsndngy 89.0 - 102.0% of the L.A. of amoxicillin sodium (anhydrous substance)
2. Identification ATITHIU
3. Appearance of solution ATV
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 U / mg

12. Sterility

AU

3.2.2 Clavulanate Potassium“’

amdiaNmana

BP 2013

1. YSanmenendngy

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

2. Identification

AT

3. Polymeric impurities and other impurities

absorbing at 278 nm

Absorbance not greater than 0.40

4. Bacterial endotoxins

NMT 0.03 1U / mg

5. Sterility ATITHU
6. pH 55-8.0
(Wpd1aay NadIILIY) \7\
4 A
RN L) g ...................... ATINNT [GEG12) NN s NIIUMT

(wegiafien AeeToud)

(WWRNINTS Miyawian)

nﬁﬁi’;217ﬂun11ﬁ2qaﬁao4l2560




3.2.2 Clavulanate Potassium'” (dia)

AnANTANImaLA 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. ﬂﬂﬁl’ﬁ’mq'&]mﬂum‘smmtﬁl semi-finished %38 intermediate product (Amoxicillin+Clavulanic acid 10:1)
Wugasanaminmafierzigueuifniinaiiauas Amoxycilin sodium Uz Clavulanic acid a1 3.2.1

unz 3.2.2 vauIungnandandiu
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s18n1sNn 3 Cefazolin sodium 1 g for injection
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1.3an  Cefazolin sodium 1 g for injection

2. aanLana i
A’ =) o - = 3
2.1 gﬂmm Wumsgndmaanidadend snIudanmanaaaiaaadt
2.2 gaullsznay dsznaudlneiun Cefazolin sodium fisuyanys Cefazolin 1 g w1 vial
@ = & P ar k1 s
2.3 MIULUIT uss@lmmummmﬂﬁﬂmm'ﬁa Dagdin LLazussgnmﬁﬂaonmm“’
2.4 28N - szyfasn SaudsEnaum@mAUaauLs Junae JuFueny wufinde
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3. Qmamﬁmomﬂﬁﬂ

Namim’nﬁmi’]:ﬁqmmwLﬂuvlllmu Finished product specification ILtaz Drug substance specification
t:‘ vV =3 Qv o Qs Lo -~ Qs A v -~ 1} [ a
71819899 NN FFATUATULAEINY 9 ldaansidoudadunIuameNITUAITAIMITUALYT NITNTI
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3.1 Finish product specification””

amsuianuInaia BP 2013 USP 35
1. ﬂ?mmﬁ"ama‘ﬁﬁry 90.0 - 105.0% of the L.A. of Cefazolin 90.0 - 115.0% of the L.A. of Cefazolin
2. Identification NI ATINH
3. pH 40-6.0 40-6.0
4. Clarity of solution / A79H% AT

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 ATV ATII
11. Uniformity of dosage units | @333/ % AT
[
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3.1 Finish product specification

(H{2) (Gi'e'))

AMANIANIIINAKA

BP 2013

USP 35

12. Particulate matter
=PI > 10 pm
laitin 6,000/container
- PUIR > 25 pm

laivfin 600/container

ATITH

AN

3.2 Drug substance specification

(1).(2)

amantaninana

BP 2013

USP 35

1. YSumaaenday

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 ATIHU NTIVEU

3. Appearance of solution IV -
4. pH 46-6.0 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 1U/mg NMT 0.15 USP Endotoxin Unit/mg
11. Sterility test - ATIININ

aal - % % . a I3 ad o w oM we o o
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1. Bam Cefoperazone 1 g + Sulbactam 500 mg for injection

2. ananianaly
2.1 giluuy DunsnUmennidedsng dmiuiadimivaaniiand
2.2 swdenay  Usznauaaneaaen Cefoperazone sodium %oaugaﬁ‘u Cefoperazone 1 g U8z
Sulbactam sodium Ssauyary Sulbactam 500 mg 1 1 Vial
2.3 MUAULUTNY UST&ﬂ%ﬂ’HJu:Uiifg{J’]ﬁﬂﬁi’]ﬂﬁﬂm%a
2.4 a81n - :q%am FAIUUTTNALMILNFIATYUIZANUTI IUNER 'S'uf?vumq LRTANEN UATIaY
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3. AAANINARA

3.1 Finish product specification””

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

2. Identification ﬂi’sﬁlmu@l’mﬁiquu Finished product specification
3. pH mwmumuﬁszqh Finished product specification
4. Water content mwmu@rmﬁixq‘lu Finished product specification
5. Sterility AT
6. Bacterial endotoxins maﬁlmumwﬁ.iquu Finished product specification
7. Particulate matter ATV

- 2U1@ 2 10 pm LLAiu 6,000/container

-aw1@ > 25 pm LilAiu 600/container
8. Uniformity of dosage unit ATV
9. Impurity / Related substance mﬂﬁwhumuﬁsquu Finished product specification
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3.2 Drug substance specification

3.2.1 Cefoperazone sodium

(3)4)

amaNianinaia USP 35 BP 2013 |
1. USinmaendegy 870 ug - 1,015 pg of Cefoperazone/mg 95.0 - 102.0% of Cefoperazone sodium
(Calculated on the anhydrous basis) (anhydrous substance)
2. Identification ATIIU AT
3. Appearance of solution - ATITNIH
4. Crystallinity ATV -
5. pH 45-65 45-65
6. Water NMT 5.0% NMT 5.0%
7. Sterility test AT A3
8. Bacterial endotoxins NMT 0.2 USP Endotoxin U / mg NMT 0.2 lU/ 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

(3).4)

amaaLianmaia

USP 35

BP 2013

1. USnmdhendegy

886 pg - 941 pg of sulbactam/mg

(Calculated on the anhydrous basis)

97.0 - 102.0% of sulbactam sodium

(anhydrous substance)

FTIVHU

2. Identification ATIINW

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 {U/mg

12. Crystallinity

ATV

13. Sterility

ATITHW

ATV
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4 = British Pharmacopoeia 2013
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1.82mn  Ceftazidime 2 g for injection

2. ancaNtana
2.1 suluwy Wuneen §27173uieTws Sansufadininaaaiiaadn
3 9 Qs . . d Qs . .
22 gwlwnay  sznauaauaien Ceftazidime pentahydrate F9sualany Ceftazidime 2 g uag

Sodium Carbonate 1% 1 vial
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3. AMANTANWINAKA

Nan'ﬁmm%mi’lzﬁqmn’IWL‘ﬂuvthaJ Finished product specification Wwas Drug substance specification ﬁl
FeBannindsdsuatudoatu deldsanzfoudadiinua menssunisanmTuazen NITNTNABITUFY
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3.1 Finish product specification

AmaNlANMImnaka USP 35 BP 2013

1. USinawendey ® 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 ATIIH ATINIYN
3. Bacterial endotoxins NMT 0.1 USP EU/mg of Ceftazidime NMT 0.1 IU/mg
4, Sterility ATITHIL AT
5. pH 50-75 50-75
6. Loss on drying NMT 13.5% NMT 13.5%
7. Uniformity of dosage unit | @#3238% a3
8. Constitution solution ATIN ATINN
9. Limit of pyridine NMT 0.4% NMT 0.3%
10. Particulate matter AN ATIININ

-awa 10 pum laifin
6,000/container

-awia 25 pm laifin
600/container .
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(1).(2)

3.1 Finish product specification'"” (¢ia)
amdNianIInARa 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'"”

amanananaia USP 35 BP 2013

1. Sz

95.0 - 102.0% of Ceftazidime

(Calculated on the dried basis)

95.0 - 102.0% of Ceftazidime

(Calculated on the dried basis)

2. Identification ATITNIN ATITHU

3. Crystallinity ATIDHIN -

4. Sterility ATV -

5. pH 3.0-40 3.0-40

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 {U/mg
Ceftazidime

8. Appearance of solution - A3IHH

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

wanewma 1. n3dkingduilu Ceftazidime pentahydrate with sodium carbonate ‘lﬁm’;aﬁmﬂ:ﬁmumwﬁqmauﬁ“ﬁmqmﬂﬁﬂmmmﬁﬁagﬂ
lageniiunisamnawide Uniformity of dosage unit, Constitution solution Wse Particulate matter
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2. 1BNETTUIDIMNATITIRNIHAAL

2.1 nsdAemaalwlszmalng HruiadasfiienasiusesnmsgumswaamemamaninmeiiasIEnsialn
MINRAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswipau PIC/S participating authorities
wa flonassusasanaIgumsHaauamananInuriuazdfnsialunnaswessdinua tenIsImMs
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Agadudaating
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Ceftriaxone 1 g for injection
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1.Bagn  Ceftriaxone 1 g for injection

2. ansdNiana 1

L a R = ° o
2.1 EﬂLLUU Lﬂummﬂmﬂmm’ﬂaamawmamama F1RIUAA

1 8/ as A L "
22 gudsznay Usznaualu@len Ceftriaxone sodium F9muyany Ceftriaxone 1 g 1u 1 Vial
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3. AEANUANIINARA

N&ﬂﬁi@i?%?LﬂSﬁ“ﬁﬂﬂtﬂﬁwLﬂuvl,'i_lmu Finished product specification Was Drug substance specification 17'1

emaamnma‘zj@muauummnu ‘NVLWWWIJU?JNG]E]ﬁ’]%ﬂd'}%ﬂm“ﬂiiuﬂ’liﬂ’]ﬂ’]iuawEJ'I ns*mummsma’u ‘YI\Wo
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3.1 Finish product specification”
quaniamomana | USP 35 BP 2013
1. ﬂ?mmﬁ"\lmﬁﬁﬁ’ry - 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. Identification AT ATIHIU
3. Constituted solution AU ATITNIU
4. Crystallinity ATIVHIU .
5. pH 6.0 - 8.0 6.0-8.0
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) .............................. UsemuanenIsunms
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(1)(2)

3.1 Finish product specification "” (@ o)
ANENTANIINAKA USP 35 BP 2013
8. Sterility NTIVHIU ATIINW
9. Particulate matter ATITHIH AT
- U@ > 10 pm M 6,000/container
- W9 > 25 pm laitfin 600 /container
10. Weight variation %38 AN AN
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 specification'*”
amantaNInaia USP 35 BP 2013

1. USnmaaendary

Not less than 795 ug of ceftriaxone/mg

(Calculated on the anhydrous basis)

96.0 - 102.0% of the L.A. of Ceftriaxone

(Calculated on the anhydrous basis)

. Bacterial endotoxins

NMT 0.20 USP Endotoxin Unit/mg of

Ceftriaxone

2. |dentification ATIIHN AU

3. Appearance of solution - @79

4. Crystallinity AU -
5. pH 6.0-8.0 6.0 - 8.0

6. Water 8.0% - 11.0% 8.0% - 11.0%

7

Less than 0.08 1U/mg

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
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12 ludwetunadouen e 1/0.1 vasenfiauenan WiBUTHALB AN ITONIAILIANE MIWDBINE AT Ut
anaftunzien, (finished product specification) uszvarnuanmnwuaIing@y (drug substance specification)
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2 = British pharmacopoeia 2013
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s18azLd HAAMANHIZIANIZURUNI B NEITNITIATDIBAMTIE1

51801 7 Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

\821i BO4 / 2560

awlszmadaninguaszstib 1 6 oA, /560

1. 3o Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

2. amanyanalil
2.1 gﬂu;uu
2.2 gwdsznay

2.3 NMTULUIN
2.4 38N

& T Aa A A oA ' o @ o
dWussazaednaanidie s (clear to opalescent) Ll wIafindassan dnsuia
dsznaudas rabies immunoglobulin #3a fragmented (Fab w38 F(ab) ,) lisaunin 200 U

a aa av v © o A Ly} = . . [ .
w1 Saffes w"l,ﬂmn%'mmmawmammaamqmmwﬁmgn hyperimmunized #7¢ rabies
vaccine
- x -
msaﬂummu:ussqmmﬂﬁﬂmnwaflﬂmﬂ PWIAUTIY 5 mL
A ' @ o W v o e & A a
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3. AmENLANIMAKA

3.1 Finish product specification'"®
Test item : BP 2013/EP 8"

1. Identification ATININ

2. Potency The estimate potency is not less than the stated potency and not greater
than twice the stated potency $ie
The confidence limits (P=0.95) of the estimated potency : 80% - 125%

3. Protein content 90 - 110% of the amount stated on the label
uazdiaslsisnnnin 100 giL

4. pH msaamumuﬁ‘s:q‘lu Finished product specification

5. Osmolality Minimum 240 mOsmol / kg

6. Molecular - size distribution m'mmmnuﬁs:qlu Finished product specification

(By liquid chromatography) (ﬁmuamwa’imi’l:vf monomer and dimer &< polymers and aggregates)

7. Purity (By non-reducing polycrylamide gel m'mmumuﬁ‘i:qlu Finished product specification

electrophoresis)

8. Albumin (By electrophoresis) NMT 3%

9. Sterility test ATITNH

10. Pyrogens ATITNU

11. Extractable volume (Volume in container) NI

12. Stabilizer 80% - 120% of the quantity stated on the label
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3.1 Finish product specification (@@)
Test item BP 2013/ EP 8"
13. Antimicrobial preservative
- nydhfia preservative Tudsu - 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

- n3l@u phenol ludnsu - NIB@S LAY Phenol : NMT 2.5 giL

RANYINAG © - Identification 1FITMINTIVNATIEA 120 immunological test %3a virus neutralization test
—_—

- Molecular-size distribution ¢ 89UFAINAILATIZN monomer, dimer, polymers, aggregates and fragmented

e
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1.1 lugdymafunaiioudfue (.2 no.3 no.4 ududnsd)
1.1.1 lunsdfdusfindalulsznalng nansds ne.2
11.2 IunszﬁﬁlﬂumﬁwLaT'nV‘q"amiLLﬁwssa; wuede ne.3
1.1.3 lunsdifduenindhenansdssing nanpfls no.4
12 ludwetunadouen ne. /0.1 vesnfitsuaTien wisamuaduanad: aMINILANA WMWIBINRA U
muﬁ’ﬁumtﬁﬂu (finished product specification) LLa:’iTaﬁmuﬂqmmwmaﬁ@qﬁu (drug substance specification)
nsrﬁﬁagsw’mnwmﬁwuﬂamﬁ’lmﬁmau FBIULLENFIFMIMNENBNTTaLA 1Y (8.5) NAwTay finished
product specification Waz/%38 Drug substance specification lagwaud luneuiudszmeatszniasadidnnsaing
wazlaiiin 2 9 o udszmedszmenendidnnsaing
2. 18NATTUIDININIZINNITHAR LN
2.1 nyd@fgaanlwsanalng {rfadasfionansiusasunasumsndasaamaninmsiuaz 3in1siain
MINRALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiae9Tu PIC/S participating authorities
$38 ﬁLanmﬁusaammg’mmmﬁmmmwé’mnmﬁuaz’i%msﬁﬁlumwﬁmmmaeﬁwﬁmmﬂmznssumi
DIMITURZEN NITNTHFIBIIHGY Farnuatulasfanusanadasuseriafioununaninmeiuas3ensnaln
nswaawn PIC/S lunwaaenfitauaans mTuahq@mmaumsmmaaﬂmﬁwams%'usaaﬁﬁuﬂs:mﬂ
Uszmiasandiinnsefing
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8ldnmseding wIvayaneadw uiudnsd
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3.2 lunsdidunaifongnanunnnii 2 9 srdasfdnunnmwinenansfne Long term stability anaififiu
wadulunsdouenanuaas wazldsumsasnuiusasanmIngNsuaTaSen
3.3 luns@tnsifougnantasnii 2 9 sxdasfidnawinguamIfnma Utz T
Wudnlunsidouenuiuand wazldsumsaswususasianssngiinuaresisty
3.4 18nmT3UTBITUMIHER (lot release) MnnIwInenAINTILANG NITNINITIIATY”
4. @288198N
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5.4 ;jmm:ﬁaﬁuLﬂ’e’{aumtﬁaﬂﬂnﬁmmmq wiaflaifemsdeusnmdrndsznisie § dewsnualanlid
Foula
5.5 TTUUMIALLA:I0FINGaduuwuy Cold chain system ﬁvlﬁmmgﬁumwé‘ﬂmm‘ﬁ good storage practice
(GSP) wae good distribution practice (GDP) lasugaaianasdsznay
6. Alawaa () Bnsaaldisnidndyginewasuimue ok
6.1 nszﬁwamszjwmﬁmsw:ﬁ‘mﬁmnmu%nmma@i‘mnmﬂzﬂmﬂuvlﬂmummgmﬁaﬁ'mu@
6.2 NTHHAAT DA m’nﬁﬂﬁgnﬁﬂmﬁuﬁmwnﬁ asanalasdinnuauenTIuMIaILazeN TUEaIaUes
fygnazdesrany ‘
6.3 nstﬁwuﬂ”tqummwmnwﬁmﬁ'mfﬁﬁmadwa@iaﬂs:ﬁ‘n%‘maLmzmwﬂaa@ﬁmﬁaﬁﬂmﬁ"lﬂ”%’uzn
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h
1=8' European Pharmacopoeia (General requirement 283 immunosera for Human use, Animal)
2 = British pharmacopeia 2013 (General requirement 984 immunosera for Human use, Animal)

3 = nynaenyRiheemMIiuIssfumINEasuHwlasTuILIuEIRY W.n.2553
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18N B04 /2560
s8N 8 Ertapenem 1 g powder for injection

aalszn1AIIMINQUATIBEIN (16 8.0 2560

1. 3o Ertapenem 1 g powder for injection

2. amaNiana ly

& o o
2.1 3uuuy Wuwsgndsiaanndia §nsuie

2.2 dauisznay  Usenaudiuaan Ertapenem sodium aNYany Ertapenem 1g % 1 Vial

) & a
2.3 ﬂ']‘ﬁ%:llii’i;l U‘ii’ﬂl%ﬂ’]%’%t'USiﬁ‘]‘U']ﬂ@ﬂ'i’lﬂ‘ﬂ’]ﬂlfﬁﬂ Jagtin

24 28N - 32yBo0N FIUTENOUMENEATYLIZANNLTY TUHEA TUFUENY aaANES Lazlay

nzfoudrsuen wasdtmaAushwe 13 tm'ﬁ"mauuumsgﬁ' e

- UWMTURUTIIEN aﬂwaﬁauﬁaaszq%am ®IaTONWMIAN FIULTZNBU URLIWIA

AMULTIVDIEN LATNHAS fuﬁumq‘l’ﬁmau

3. AMANIANIMARA

3.1 Finish product specification*
1. USunuaaendamgy 90.0 - 110.0% of the L.A. of Ertapenem
2. |dentification @li’sﬁ)muﬂm‘ﬁli:q‘lu Finished product specification
3.pH m’aﬁ)&humuﬁii:q‘lu Finished product specification
4. Sterility test ATIVHU
5. Bacterial endotoxins mwmumuﬁ'i:q‘lu Finished product specification
6. Particulate matter ATIWU

-9u1@ > 10 pm LA 6,000/container

- 2U@ > 25 pm LaitAin 600/container
7. Water content maﬁlmumuﬁRqM Finished product specification
8. Uniformity of dosage units mwmumuﬁs:qh Finished product specification
9. Impurity / Related substances m’;mhumuﬁs:q‘[u Finished product specification
Gawludng
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12 luswetunzdouen no.1/m.1 Y29 ALEUaTIN w%’amman‘é‘mﬁ"m"an'ﬁﬂ’mquqmwwmaawﬁmﬁmﬁ
muﬁi{uﬂ%ﬁﬂu (finished product specification) Ltaz’i‘i’aﬁﬁﬂuﬂﬂmﬂﬂwmao{ﬂnau (drug substance specification)
nsnmammcmmmlamuuﬂamrﬂmwumu 2w maaLLuuLanmia'ummwn'mn'ﬁmauﬁ% (8.5) NINTBN
finished product specification Laz/v3e Drug substance specification Tagpaun lunauwindsznmeaydsznianan
s anmsading uazlivAin 2 9 o udszmedszmenedidnnialing
2. LANENIIUITBINNNIFIUNITHAAL

2.1 nsmnﬂ1wam7uﬂszznﬁlny NwaemawLanmﬁusmmmmumwaﬂm@nwananfmm*"aﬁmswﬁlu
mMINaaEn PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmsiagau PIC/S participating authorities
$30 manmssusaommmumswammmwanLnmemmwaﬁmwﬁlumswammmaamum'mﬂmvnssums
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dezmenandidnniafing

22 nsdfidwensdngranavdszme Qw‘ﬁmﬁ’aoﬁLanmﬁusaqmmgmmwﬁmmmwé’mnwﬁuaz
SEnIfialuMINEaLY GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) loswony
PIC/S participating authorities aLUEg® ausaunsasasaulasinanisiusasieindssnaysznianen
Buinnsefind niaayaneadw WRIUANTTA
3. Lanmiqmmwmaam?'ua%a's’um (Frwnnane)

3.1 Namsm’siﬁLﬂi‘}:ﬁqmn'lwwﬁ@lﬁ'mfvfﬂ’léﬁﬁagﬂmaac&'mﬁ@\ (Certification of analysis of Finished product) 1
msumuﬂumama

3.2 Namim’smLﬂﬁ”%ﬂmﬂﬁwwm@m’uaammmﬂm (Certlf ication of analysis of Drug substance) ﬁl"lﬂu
mswa@m;ummﬂumamommaa;&wam'u,l,aygwamﬂqmu

3.3 LanmsvﬁavxsTngmﬁuﬂ'umwé”uvﬁ"uﬁs:mwas;umswﬁmaﬁmqﬁumaaéﬁmﬁﬁﬁm (Drug substance)
48 3.2 fujumniavasndasimsiendniagy (Finished product) 7 3.1

3.4 lunstidunzifonsnanunnnin 2 9 sxdasfidunwenanan1sdnen Long term stability e
wadnlunsdousnanuaas LLavaoﬁ'un'ﬁmu'm{mmLana'lsmnp‘il’ﬁﬁm'\waw‘%ﬁ‘ﬂ

3.5 lunsditunzidouewtasndn 2 4 srdasflimnnmwineramsAnmn AN IgAva AT D%

v lunsidousnanuaas Lm:'l.ﬂ’%'umsmmu%'mamanmsmmgﬁéwmwaw?ﬁ'ﬂ
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5. msﬂ‘szﬁ'uﬂmmwmﬁdwau (waastanaINITULIEAN)
5.1 mnmuaumaouam‘l-ﬁ"lﬁvluuaamn 1 9 fiuaniusvey
5.2 mmmmﬂaauau fmxaammmewmu'l,usmaowamsmammﬁmmsumwau
5.3 nsmwmmwmsmmsaumarmmwawamwaamnmmsw TR W ITIBNNTITYINANIRS
Yasvadlating ‘[mmnw«nammquanmwmmuwmm'mmsaomammsw:mmuﬂuwsuwwau
m‘mezmmmmaalunwsmawmvmmmw nmmwmnm'l,mﬂu‘lﬂm'mﬂmanum'vmww. RIPTTNITVD
FOUENE LITURTINITEUETIANEAINEIVEY mnmmﬁmawwamluﬂsma‘lﬂ

5.4 gfmm:maasuLﬂauummau‘ﬂnwmmq mamam@mﬂaauamwmnﬂszmﬂ@G] Aournualaslaif
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Sauly

6. flanaan (dunn) Busealisnidndyannanasuimue G

6.1 niﬁiwamia;umaﬁmﬁzvfmﬁmnﬂsu%ﬂmmam%fmsu,w'nﬂmﬂuvlﬂmummﬁmﬁaﬁ'mu@

6.2 NYNAAA UM m’ﬁﬁ@ﬁgnﬁﬂmﬁuﬁmwnﬁ sInmnalagEminnuAmEnTIIMsa Uz Twiasnawes
fyardenzang

6.3 nstﬁwuﬂ”rqummwmnw‘ﬁmﬁ’m‘ﬁﬁawdwadaﬂs:ﬁﬂ%mu,azmwﬂaa@ﬁuﬁagﬂwﬁ‘lﬁum
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8. JaNudaIEiuAW Sensitivity disc Y83 oxoid Tinulsonennsasanaydyyn (Wiaasenmssusasmsmivayw)

NaNEIne : §19893N
1 = General requirement V83L& &3 Finished products UL 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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12N B04 /2560
578n15N 9 Ganciclovir 500 mg for injection

awilszmesaninguansst 1 6 A 2560

1.8asn  Ganciclovir 500 mg for injection

2. ansantianaly

21 3wy usenUaanie (freeze dried powder) dwiudathnasaifaas

22 swidszney  Usznaudas Ganciclovir 500 mg 1w 1 Vial

2.3 MIULUIT ussglumm:msfgmﬁ@ﬂswﬂmm%a wionmTazuLAIINLge

24 aan - szq%am fulTENaUAIBNEAQYLAZAINLTI TUKER i'uﬁvumq LRUANE® UaziaY
nufiouisue wadtmaiusnwetlegnsdaauunusranos

- IWMTULUTIYEN amaﬁanﬁaoszq%am Watamimsnn saudsznauuas e

AMUUTIVOILN L§UANER i’uﬁvumqvlfff@wu

3. AmENLANIINALA

Namsm’a'«ﬁmﬁzﬁﬂmmwLﬂuvlﬂmu Finished product specification Waz Drug substance specification ﬁ
grasnnundsdniuatideaty 45 ldaenadoudadginnuamznIsunsa ML NIENTHIITIIUEY nai
nfrsnuAldsedsdesuatiufifsuirimielnininaspundadisuladiiunis aadsznmansznig
AT 304 TR0 W.A.2556 8ITUR 11 WU W.7.2556 (aaﬂszmﬂlm’l’ﬁﬁamkuunmi’uﬁ 10 Anwies
2556) nsn’i"l,mﬁwwhlﬁifuﬁ'uqaﬂﬁﬁamaaﬂmmmmsﬂs:mmwmm

3.1 Finish product specification("

amaalanmahe USP 35
1. USunmaasndnngy 90.0 - 110.0% of the L.A. of Ganciclovir
2. Identification ATITHU
3. Constituted solution ATIU
4. Bacterial endotoxins NMT 0.84 Endotoxin Unit / mg of Ganciclovir
5. Sterility ATITHIU
6. pH 108-11.4
7. Water NMT 3.0%
8. Particulate matter ATINU
- 9w > 10 pm 'Lin 6,000/container
- U@ > 25 um Wifiu 600/container

LG [2) T UU DUV U IUAUSNITUNNS
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3.2 Drug substance specification w

ISRV B,

qmauﬁﬁmomaﬁn USP 35

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

(calculated on the anhydrous basis)

2. Identification AIIINH .

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%

a Y . S 4 a @ . % ea %
wanama - medinenzomdimariu waive) miamesarfiemeinemile Wauuaasensmangudsndniléfuoyiadon
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1. ﬁm‘mmwmmanmsn'ﬁ"L@T%'uaguyméfuﬂ:Lﬁ pudnsusRas g luUssmeng uaduad (deciare) UMAING®
1.1 TUéﬁeTrymsi‘fuﬂ:Lﬁuue‘iﬁmJﬁ (8.2 N81.3 N4 WRIMANTHR)
1.1.1 Tunsdifiduenfindalutszinalng naneds no2
1.1.2 ‘lunscﬁﬁtﬂumﬁﬁL?TﬁLﬁammﬁoussq nuwds no.3
1.1.3 Tunsdifduenighandsdssnd nanedls ne.4
12 ludatunadouen ne.1/s.1 vasnfisuann wisunuazuaviatanmIn U MWIBINEa U
mwﬁ‘f{uwuﬂﬂu (finished product specification) LLa:"zJ"aﬁwuﬂqmmwm adfﬂqau (drug substance
specification) nsrﬁﬁags:mwan'mﬂﬁwuﬂaaurﬂmﬁ'mﬁu FpILULLANEIFLWIMNENENTVaUA Y (B.5)
WWTau finished product specification Laz/“38 Drug substance specification lavaun lwAauiuyszme
dszmeadidnnseiing wazlaifiu 2 3 o Sudszmadszniemendidnnsaiing
2. lINETTUIDINATITIRNITHAAL
21 nsdinenuaalulszmalng drdadasdisnasisasnaspumsniasnaamaninmsiuaz 35 il
MINAALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswasnu PIC/S participating authorities
w3e HlanasTusasnasumsHAsIMRANIN L IEMINGluNIHEAETEIEIINUA IR TINMT
2IMIUBZLN NIENTHAITITUY Batmuadulasfanusenadasuasriafioutunsninauaiuazdensialu
nsudezn PIC/S lunuiaenfllauaany avvsgaautaunsaTaseulasiinansiusasiivindsema
dszmanmaiannsading
2.2 nsdfiwenriugoneyszine KHdadasdiianansivsasnasgiunniamanunaninosiuas
’“J%ﬂ’\iﬁﬁlun’lmﬁ@lm GMP %38 GMP/PICs (Pharmaceutical inspection Co-operation Science) Tagniipanu
PIC/S participating authorities a1/Ua"g® ausauNIeTIAseLlauinamssusastisiudsemeadsznieTan
Bildnnsaiind wiaayasandw ududnsd
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3. tanmiﬂmmwmaomﬁLauamm (Fuwawany)
3.1 wansare Tz umnkiariusiendiTaguueguia (Certification of analysis of Finished product) u
mjuﬁd«ﬁu@ﬁaﬂfw
3.2 wamsmaﬁﬁmsw:ﬁqmmwi‘@qawaaé”;méﬁ'ry (Certification of analysis of Drug substance) Al
mswﬁmms‘;uﬁduﬂuﬁ'sazhwfwau‘il’waﬂmua:;{wﬁmi’mqﬁu
33 Lanmw?a'n&nﬁwuﬁuﬁumﬂué‘uﬁuﬁszuiwéumsm5@1‘11aai’mqﬁumaaéﬁmﬁwﬁm (Drug substance)
18 3.2 fusunindavasniaimsidnsagy (Finished product) 7a 3.1
3.4 Wunstiaunsdougnanannndy 2 1 azdasddumnnweanoRansAnen Long term stability anfiiin
wudnlunsdousnuges wasldsunmsasnussasanminngiiswavesishn
3.5 luntdidunziiougnantesnii 2 1 asdasddunmwioransannasnidavasnaNfiin
Wudulunadousuuaad wazldsumssswasuseaanansngidunsnasivn
3.6 itpsnnilusfidassranoiould FaILULLENIILENIAMUAIAITAINMBRAINTAZANY UAZITEIN
@T’;UmiﬁwﬁmmmummmLﬂTﬂﬁ'ﬁJéf’Jmvlé'luﬂ’zmvﬁuﬁuﬁ‘l%ﬁ'upjﬂw wazdadLERIDasIB R IRanaRDIny
doyalwanasitiuem
4. A8E9N
4.1 giauaaan faissdIagenasntay 3 umﬂmsgﬁmﬁ FadusunuusasnvaziBualaasudou
muﬁ'ﬁmuﬂ‘luﬁﬁaQmauu"ﬁﬁ;ﬂﬂ'ﬂ”ﬁaﬁu
5. msﬂs:ﬁ'nqmmwmﬁdauau (wdnstand@1INITUUIENR)
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5.2 mnmmﬁﬁwau ﬁ]:(ﬁaaa‘raa'hmewrhU‘L‘U%‘mawamsmaﬁmsﬁ:ﬁmjuﬁawau
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5.4 g{mm:ﬁaﬁmﬂﬁwmnﬁam’tnﬁmmmq wiaflaifiemadeuammaandsznisle g neusnualanlid
Fouly
6. fianaaal (Fu1e) Bnsanlisnidndgginewasuimue Gk
6.1 nsz‘fmam‘sejmﬁ'sﬁl,ﬂsﬁ:ﬁy"nﬁmnnw“mmmams‘mmwnsﬂmﬁﬂﬂmummywﬁaﬁwum
6.2 NIBAHAAN U mﬁﬂﬁgm‘%’ﬂmﬁuﬁmwnﬁ AN LALEIINNUATENTINMIOMTUAZEN U A T89
fyynerdaszany
6.3 mtﬁwuﬂwtqummwmnNamﬁm‘ﬁﬁ'awa@wa@iaﬂs:ﬁ‘n%maLLa:mwﬂaa@ﬁmagﬂwﬁqum
7. mi,'mwnmi’uaamuﬁﬂﬁvlaiﬁ’uﬁmﬁmN'ﬁmﬁmﬁmﬁﬁﬂszﬁgnﬁﬂnLﬁuﬁuiﬂﬂﬁnﬁnowuﬂm;nssums
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Qv L% dv Qs '3
s'lﬂaztﬁmqmanvmzmm:uuummanmsn'ﬁw‘nanmmmm
1z B04 /2560
s8N 10 Linezolid 600 mg solution for infusion

muﬂs:mﬁi‘mi’ﬁquaswmﬁ

1.2a81  Linezolid 600 mg solution for infusion

2. aneaNLaN )
X ° as (7 = 3 . . .
2.1 31wy WuasazansUTaanda snsunsathnasaiiaad (Solution for infusion)
2.2 gaulsznay  Usznaudas Linezolid 600 mg lu 1 ATuzuT
a X ® a
2.3 MTUUIY Uss{l,um’ﬁu:msa;macﬂﬂsnﬂmm‘na UaINUULE
2.4 a3 - 3xfan §IMLIENELMENEATYLAZATINNT Funia JuFuay InKiEe Wwamzsidon
@3uen Lmz"‘;'ﬁ'mnﬁufnmm‘l’)”atha’z?mwuumsqﬁmﬁ
- UUMTULLTIIEN atnsdandasTzyTaen WIaTaN NI FIULTTNaLURSBNARIULT

PN LRVNHER fuﬁumq"ﬁ’ﬁ'ﬂmu

3. AMENUANIILNARA

3.1 Finish product specification”

1. USnoarendagy 90.0 - 110.0% L.A. of Linezolid

2. |dentification ATIFHIW

3. pH mi’aﬁlmu@rmﬁlszﬂu Finished product specification
4. Sterility ATIWU

5. Bacterial endotoxins m’nmi’mmuﬁsquu Finished product specification
6. Particulate matter AU

-9u1e > 10 pm bailfiu 6,000/container

- U@ > 25 ym Wifin 600/container

7. Volume in container AU

8. Related substance / Impurity m’;ﬁ]mum’mﬁiquu Finished product specification
o 4
Rawludw 9

1.é’u.mmwrhmanmsms'l@i”ﬁ"um&ﬂpmfmnﬁ sudnsusniaswinglutssneng uazduas (declare) Una AR
1.1 ‘Lua‘ha”tyn*uséfuwuﬁuuﬁwﬁ"um (N8.2 8.3 NP4 UAWANTT)
1.1.1 lunsdifiduenfindaludsainelng nanofls no2
1.1.2 luﬂitﬁﬁLﬂuU’lﬁﬁLfﬂLﬁﬂﬂ’]SLLﬂGUSS? wanude ne.3

1.1.3 lunsdifdussindraindisdssnea wuneis ned

(WpFaad NadIsY)
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12 ludwetunadouen ne. /.1 veseniiauamin wisumuanuaiatenInIunu MMWIBINERA U
Gl’mﬁfuwuﬁﬂu (finished product specification) LLazﬁaﬁﬁ%uﬂqmnﬁwmaof@qau (drug substancé specification)
nszﬁﬁ'aglis:v\i'mn'mﬂ§iwuﬂmtm”lmﬁmau AADILUULBNEIF WU WENEMTTaWR 11 (8.5) NTWSBw finished
product specification LL&z/"38 Drug substance specification Togvaunlrnowiudszmeadszneadidnnsafing
wazlaiviu 2 O o udszmedsemenandidnnsefing

2. 19NAITLIDINIAIZIRNIIHARE

2.1 nadnignaalusznalng Q"wﬁmﬁmﬁLanms{usaammg'\ummﬁmmmwé"nmmﬁuaz’?‘ﬁ'n'ﬁﬁﬁlu
NMINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswnau PIC/S participating authorities
wio fenansilsesnasgumnaaemansninueiuaimsfialunsndasuasdninnuamenIsums
2WIIUATHN NITNTNITITUEY Fatmuatulasiinnuzeansasuasiafioutunsninueiuasdsn1sialu
mIndagn PIC/S Tunnaaufilauee ra.u”ua‘wqwmmaumsmwaau‘[wﬂﬁwamﬁmaqﬁﬁuﬂs:mﬂ
dszmenmsiannsafing

2.2 nsdiweniugreneilssne HudadaslianmaisennasunnRamamaninuriLe:
SEmsReUNIINGALN GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) latmyingnu
PIC/S participating authorities aUU&§® AuTaUMIATIIRaLAsdNaMSTUTRItIuUSEMaLszMaTan
dilnnieilind nIaayasantin ufudnsd
3. tanmiqmmmjaomﬁl.amaﬁm (Fwinnane)

3.4 HaMIAT AT NG i@ Tagueaida (Certification of analysis of Finished product) 1
ms;uﬁeial,ﬂud‘zatm A

3.2 Namwsmfﬁmﬂ:ﬁqmmwi'mq@waaﬁ";méﬂﬁ%y (Certification of analysis of Drug substance) #l51w
mswﬁmm?’uﬁdmﬂuﬁaazhwfmaa;&’wﬁmml,l,a:;jwami'mqﬁu

Qv

3.3 Lanmsﬁaﬂﬁngmﬁuﬂ'ummﬁuﬁuﬁ‘i:mﬁajumwﬁmaﬁ@qﬁuwaaéﬁmﬁﬂﬂm (Drug substance)
T8 3.2 MugunsnanrasnRanuiendisagy (Finished product) T 3.1

3.4 lunsdifunafousnanannnii 2 § azdasiidiunnwaneranisdnm Long term stability anaii
wudnlunzfouganuaas LLa:"l@T{umsaamu%“usaaLaﬂmsmmjﬁéﬁmwaau’%ﬁﬂ

3.5 lunsdidunzidouenuntasnii 2  wxdesddummwinonansansnauaITTastnauiin
wadnlunadousnanusns u.a:'l@ﬁ'umsaomu%’mmLanmsmmgﬁéﬁmwmﬁﬁn
4. @98198N

4.1 dlaweyan dasssdnanimaiiios 3 wioussyimed Fadudunusaasmosndueldasudan

ANUNTALA LA aqmauﬂaﬁ'ﬂﬂiﬁaﬁu
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msﬂszﬁ'uﬂmmmnﬁéwau (w@astans1INITuLIENN)
5.1 fisewaudasfionylfldlitannii 1 8 VPR STIC XPTET)
5.2 mwmmﬂa@wau fwﬂaammmewmU'Lususawammnmmswmmiuwmuau
5.3 nsmmvxmmwmsmmsaumamw’mawamwammqmmﬁvﬂﬂmmw RUILTITNNTAEYRIIRE
R LR GLA TﬂUmnmumaaaamtwuanmummuwﬂmuswmsamﬁmmﬁ shuazidugiuAevey
alFasiioadadumsenadianzigunn ns@nnu e liidwllewgminyuzianiz wilisnize
FOUANE LSRN TN NTLEBEIANIAINAIVEI | mnULL&*“/maNNa@fLuﬂsma"Lﬂ
54 N’mmmaasnuﬂa wmmam‘lﬂa%mmu mamam@n’maauamwmmﬂs*n"ﬁ’lm6] newsmualagWifieauly
6. HlAWIIAT (Av8) nvanlvuniandgnnanasunnue o
6.1 nsmwamﬁ;umammsﬁmmumnnsm'ﬂmmammmwwf.‘l'lmﬂu"lﬂmummgmiaﬁmu@
6.2 ﬂsrﬁwﬁmﬁmﬁ m’ﬁﬁﬂﬁgnﬁ'UnLﬁuﬁumnﬁammﬂT@ﬂa‘hﬁnmuﬂm:ns'mmsmmnm:m lugrsnmnves
amcu’msnammn
6.3 nimwuﬂmmﬂmmwmnwamnm«nﬂmaawamaﬂsvaﬂﬁwaLLawmmiJaaﬂnmawﬂaU‘nvlﬂsum
7. v\mmwms’uammaﬂﬂmuwmsmﬂNa@nm‘nm‘nuﬂﬁ:mgnLmnmUﬂuIﬂUmummﬂmzmsums
gsuazeniuszoziaen 1 Jnawiulsmadszmenmaidnnsafing

WK 971989370
1 = General requirement VaILNETE1TU& MY Finished product UuuUEN 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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Liposomal Amphotericin B 50 mg for Injection

muﬂs:mﬁa’i’m"fﬁquaﬁﬁmﬁ

{16 aLA 2560

1. Bam
2. amananaly
2.1 JUupy
2.2 faudsznay

23 MIULUIIY

Liposomal Amphotericin B 50 mg for injection

A’ = ‘ o o A o
Wuksgnsienniadnias (Lyophilized) dwiudaitnsaatdand

Usznaudoden Amphotericin B 50 mg 1u 1 Vial

w%”au"qﬂnsawm@ 5 "luﬂsau 1 ‘12@

24 N

nedoudsuen LLa:"JEmSLﬁu{nmU"\vl,d”azhaﬁ'mwuumsqﬁ'mfﬁ

a X % a o ' o o
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- UWNTULLITTIEN aﬂﬁoﬁaﬂﬁaaxq%am wIaTamenise erudlsensuuasuwmiaany

AMIULITIVEILN LRUNHAR fuﬁumqﬂ’ﬁ'ﬂwu

3. AMANLVANINARA

3.1 Finish product specification™”

1. USanmudrzndagy

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

Identification

m’mﬁ’mﬁl’mﬁizg‘lu Finished product specification

pH

m’ﬁwhuﬂ'mﬁinﬂu Finished product specification

Water content

m’m’fhuﬂ’mﬁ‘iz‘iﬂu Finished product specification

AT

Bacterial endotoxins

m’mmumuﬁs:ylu Finished product specification

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

Particulate matter
- aumATwIa 2 10 pm laitfin 6,000 ayA

- BUMAIWIA 2 25 pm aitfin 600 auNIn

ATITHIU

8. Uniformity of dosage units

mmw’wuﬂmﬁi:qh Finished product specification

9. Impurity / Related substances

Gl‘s’ﬁlbh%@l’l&lﬁi:iallu Finished product specification

3.2 Drug substance specification B

amauanIInaRa

USP 35

BP 2013

1. Y3unmdaendnty

NLT 750 [ig / mg (Calculated on the dried basis)

Minimum 750 IU / mg (dried substance)

Identification ATV ATIHIB
Loss on drying NMT 5.0% NMT 5.0%
NMT 3.0% -

Bacterial endotoxins

Less than 1.0 IU / mg

2.
3.
4. Residue on ignition
5.
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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1.1 luddymstiunaifoudsum mo.2 ne.3 no.4 ududnidl)
1.1.1 luns@nduenfindaludsznalng naneds ne.2
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1.1.3 lunsdiAduemidhandsdssne naneds ne.4
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specification) ns:ﬁﬁa;js:whamsmS'Uw,l,ﬂamn“lmﬁmﬁu ADILULLANEITEUMMWENENSBaLT L (8.5)
NWIBw finished product specification uaz/n38 Drug substance specification lagrautludautulszne
dsznmenandidnnsefing uazlifiu 2 9 o udszmedsenenaididnnsefing
2. 1aNETIUIDINNAIFTINMIHAA L
2.4 nsdiiudaalusanalng guiadasdionnsiusesnaspumniasmansninuiue:3Emsfialu
MINEaeT PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasnisny PIC/S participating authorities
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DIMIUATHN NITNTHEIBIIUED Farnruaitulasiinnugeansoiuasriafiouiunaninmeiuasdsnsiain
nsndagn PIC/S lunuiaenfiiauanns atusgaausaumIaTaseulasiinanisiusastisinlsnie
dszmenandiannsafing
2.2 nsdfiwensingenessane HWdndasliona iusesnaunsniasnanunaninusiuas
Sﬁmiﬁmumwﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasmiisau
PIC/S participating authorities alUdga susaumMsasassaulasiinansiusasiviulznmeleznienm
Bildnnsaiind nIea1yaseadn ududnsd
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3.2 NAMIATIAATERUMIN TR ALTLITILEATY (Certification of analysis of Drug substance) Al
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3.3 ansIwlanangmiindunnudiuiiniiunsniavesianiuresdiend@ny (Drug substance)
T8 3.2 nujunsnAavasnRadusiend@iiagy (Finished product) T 3.1
3.4 lunsdidunzifongnanannnin 2 9 sxdasdduunwanonansenen Long term stability anafia
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1.3881  Rabies vaccine (Vero cell) 2.5 1U/0.5 mL injection
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3.1 Finish product specification("

Amaalan1amane BP 2013
1. Identification ATIWU
2. Potency (ﬂ?mm Rabies antigen) Not less than 2.5 IU / dose
3. Bovine serum albumin NMT 50 ng / dose
4. Sterility AT
5. Bacterial endotoxin Not less than 25 IU / dose
6. Pyrogens ATIWNU
7. Water NMT 3.0%
8. pH m’afachum’mﬁﬁzu:lu Finished product specification
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sgn1sn 13 Vancomycin 500 mg for injection
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1. #aen Vancomycin 500 mg for injection

2. anasianaly

2.1 3Uuyy Dumssmannids Fuifsniws dmiuaatmamasaiiand

2.2 guszney  Usznausaneawn Vancomycin HCI Gfioamgaﬁ’u Vancomycin 500 mg i 1 vial

2.3 MTULUTTY mssﬂummu:ussqmﬁ@ﬂﬁﬂmm%a siavIaunia type | LLa:ussgﬁmﬁﬂaaﬁuum

2.4 a81n - s:q%"am FIUUITNAUMILEAIUAZAMNLTI TUNER fuéumq LAUANER uazIaY
nzioudrsuen u.a:"?%mnﬁu%’nmmvln”ati'mﬁ’mﬁ]uuumsgﬁ‘wﬁ

- DWMTWUTIREN athaad aos:q%am WiaHamImsAn §IUUSNEY LRLTWIANNAILTY

29981 LaVANER fu§umq1ﬁhmu

3. AMANUANIINARA

Namsmaﬁmﬁ:ﬁqmmwLﬁu'lﬂmu Finished product specification W&z Drug substance specification 7
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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 L.A. of Vancomycin
2. Identification AT 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 ATV
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 ATIINH AN
10. Sterility AT AN
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3.1 Finish product specification

(1,(2) (Gi 2)

Test Item

BP 2013

USP 35

11. Particulate matter

-2W1@ > 10 um laitfi 6,000 auMevcontainer

-2w1@ > 25 pm l4iifiu 600 aunA/container

-8 > 10 pm liifiu 6,000 eymevcontainer

- U@ = 25 pm ifin 600 ayna/container

3.2 Drug substance specification : Vancomycin M

. Related substance

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

Test item BP 2013 USP 35
1. Potency NLT 1,050 1U/mg of Vancomycin (on the NLT 900 pg/mg of Vancomycin (on the
anhydrous basis) anhydrous basis)
2. Identification AN ATIHIN
3. Appearance of solution AN -
4. pH 25-45 25-45
5

- 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 IU/mg

NMT 0.33 USP endotoxin U/mg

11. Sterility

HTITNU
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