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181150 1 Acyclovir 500 mg injection or for injection
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1. Bawn Acyclovir 500 mg injection or for injection

2. ansEntiara L

2.1 guuy Wussazanslsanide 1 WiF wiaunsendseanite dwiudams
AasALIaAF

2.2 @mwmtlsznay  Usznaualu@len Acyclovir ®38 Acyclovir sodium %aawjaﬁu Acyclovir 500 mg
1w 1 vial
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3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection”)

Testitem BP2013
1. USnmenndagy 95.0 - 105.0 % of the L.A. of Acyclovir
2. Identification test ATIVHU
3. pH 10.7 - 11.7
4. Sterility test ATIW
5. Bacterial endotoxins NMT 4.37 U/ mL
6. Particulate matter AT

-1 2 10 ym Wilfivs 6,000/container

- W@ = 25 ym haikfin 600/container

7. Volume in container ATIVHIN
8. Clarity and colure of solution ATV
9. Guanine NMT 1.0%
10. Related substance NMT 0.5%

dzpunnenIsums
V . "\/
' N N
(RIH) oo ATRUS(89T8) s LRIANL nIINNTS
e o A o o
(W9gIahien Aarsud) (WHWIBAR TWA7)

wﬁ’nﬁﬂiwmsﬁmmﬁm0/2561



3.1 Finish product specification (Gia)

3.1.2 Acyclovir 500 mg for injectionm

Test Iltem USP 38
1. YSunoud sy 90.0 - 110.0% of the L.A. of acyclovir
2. Identification AU
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 ATV
9 Uniformity of Dosage units ATIIHIN
10. Particulate matter ATIINL
- 9u7e = 10 pm laitfin 6,000/container
- U@ = 25 um iAW 600/container

3.2 Drug substance specification : Acyclovir a4
Test Iltem USP 38 BP 2013
1. ﬂ%mmwﬁmé’m@ 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 ATIU NTIU
3. Appearance of solution - ATIINN
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%
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181130 2 Amoxicillin 875 mg and Clavulanic acid 125 mg tablet
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13881 Amoxicillin 875 mg and Clavulanic acid 125 mg tablet

2. amaniana
2.1 gﬂm_m

2.2 gawdsznay

2.3 MINLUIIY

2.4 287N

WuondenReuRan (Film coated tablet) SWIUTUUeM

Usznaveluaan Amoxicillin trinydrate %dawgaﬂvu Amoxicillin 875 mg W&e potassium

clavulanate %38 diluted potassium clavulanate ‘Aﬁdémag ANy Clavulanic acid 125 mg w11
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3.1 Finish product specification'"®
Test Item USP 38 BP 2013
1. USaunmsnedney 90.0 - 120.0 % L.A. of Amoxicillin 90.0 - 105.0 % L.A. of Amoxicillin
90.0 - 120.0 % L.A. of Clavulanic acid 90.0 - 105.0 % L.A. of Clavulanic acid
2. Identification test ATIINU NTIVN
3. Uniformity of dosage unit ATITH U ATIIH U

4. Dissolution

Test 1 or Test 2 (lunsdft lailold Test 1 1oy Test Alflulususasmamsiinmsey)

Test 1

- Amoxicillin

- Clavulanic acid

Test 2

- Amoxicillin

- Clavulanic acid

seanelaiasndn 70% malwnan 45 wid

- NLT 85%(Q) of the L.A. of amoxicillin is
dissolved in 30 minutes
- NLT 80%(Q) of the L.A. of clavulanic acid is

dissolved in 30 minutes

- NLT 85%(Q) of the L.A. of amoxicillin is
dissolved in 45 minutes
- NLT 80%(Q) of the L.A. of clavulanic acid is

dissolved in 30 minutes
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3.1 Finish product specification (Gia)
Test ltem USP 38 BP 2013
5. Water Determination NMT 10.0% Glﬁ’mmum&lﬁﬁquu Finished product

specification

6. Microbial enumeration tests

and tests for specified

microorganisms

Total aerobic microbial count NMT
10° cfu/g and Total combined molds and

yeast count NMT 10° cfu/g

7. Clavulanate polymer and

other fluorescent impurities

NMT 5%w/w

8. Related substance

- The area of any peak of Amoxy dimmer
- NMT 2%

- The area of any other secondary peak
:NMT 1%

3.2 Drug substance specification

3.2.1 Amoxicillin trihydrate

42

Test item

USP-38

BP 2013

1. dSnmdrendny

900 - 1050 mcg of Amoxicillin per mg

(on the anhydrous basis)

95.0 - 102.0% of Amoxicillin trinydrate

(on the anhydrous substance)

- Impurity for each impurity : NMT 1%
(Bn1in 6-aminopenicillanic acid NMT 0.5%)

2. Identification ATIVU ATIAHU

3. Appearance of solution - ATIIHIH

4. Crystallinity ATITNIB ATITHIU

5. pH 35-6.0 35-55

6. Specific optical rotation - +290° to + 315 ° (anhydrous substance)
7. Related substances - Total impurities : NMT 5.0% - Any impurity : for each impurity, NMT 1%

8. N,N-Dimethylaniline ATV NMT 20 ppm
9. Water 11.5% - 14.5% 11.5% - 14.5%
10. Sulfated ash - NMT 1.0%

3.2.2 Clavulanate potassium

(M2

Test item

UsP 38

BP 2013

1. Snmdadagy

75.5% - 92.0% of clavulanic acid

(on the anhydrous basis)

96.5 - 102.0% of clavulanic acid

(on the anhydrous substance)

2. Identification ATIINU ATIVNN
3. pH 55-8.0 55-8.0
4. Water NMT 1.5% NMT 0.5%
5. Limit of clavam-2- NMT 0.01% -
carboxylate potassium
6. Limit of aliphatic amines NMT 0.2% NMT 0.2%
7. Limit of 2-ethylhexanoic NMT 0.8% NMT 0.8%
acid
R F:12) I % .................... Usemuamenssums
7 (Wrwdmes Aadsm)
(m%a) ........ \\ ...................................... ATINNT (aa%a) .......... u)w\‘( ................... nIINM3
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3.2.2 Clavulanate Potassium (a1a)
Test item USP 38 BP 2013

8. Chromatographic purity Total impurity : NMT 2% - impurities E, G = for each NMT 1.0%
- Any other impurity : NMT 0.2%
- Total : NMT 2.0%

9. Specific optical rotation - +53 ° to +63 ° (anhydrous substance)

10. Polymeric impurities and - NMT 0.4 (at 278 nm)

other impurities

Ao a . N [ I3 v o 4
wangwma nsolenduiilv diluted potassium clavulanate IWhenehenuiaten 3
—_— 9

3.2.3 Diluted potassium clavulanate®

AMFNTANIINATA BP 2013

1. PSumdaendngy 91.2 - 107.1% of the content of potassium clavulanate stated on the label

2. Identification ATITNIU

3. pH 48-8.0

4. Polymeric impurities and other impurities NMT 0.40 (at 278 nm)

5. Water NMT 2.5%

6. Related substance - Impurities E, G : for each impurity, NMT 1.0%

- Any other impurity : NMT 0.2%
- Total : NMT 2.0%

wanowma 1. N3l ienAugLuLuHEN (Amoxycillin and Clavulate potassium) TWusasensnsmarfianziguautiang

inadlauas Amoxycillin UR2 Clavulate potassium a1%78 3.2.1 uaz 3.2.2 189uTEmgNindagdy
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Cefazolin sodium 1 g for injection
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1.3ag1  Cefazolin sodium 1 g for injection
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3.1 Finish product specification"”

Amaniansnaia BP 2013

usP 38

1. USinmeaondnegy 90.0 - 105.0% of the L.A. of Cefazolin

90.0 - 115.0% of the L.A. of Cefazolin

FTINU

2. Identification AU

3.pH 40-6.0 4.0-6.0

4, Clarity of solution / NI 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 1U per mL

NMT 0.15 USP Endotoxin U/mg

9. Specific rotation - -10° to -24°
10. Sterility ATV ATITNIN
11. Uniformity of dosage units | #333H1% ATITHIN
GG T2 NN UTEFIUATRNTINT
(Wedaas NadiIsLIY)
TGR12) N SR ASINMT (GREL) R ?‘??.‘f’..’.\.:(.. ................... NISUATS

(wglaten feaimd)

(WHNWIBAT TUL7)
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3.1 Finish product specification” (@)
AndiaNWINAkA BP 2013 USP 38
12. Particulate matter ATV ATITHIN

- PUIA > 10 ym
1aiiAn 6,000/container
- YW@ > 25 pm

1311 600/container

3.2 Drug substance specification : Cefazolin sodium“"(z)

amamianinaia BP:2013 ‘ USP 38

1. ﬂ?mmeﬁmﬁm“'ﬁy 95.0 - 102.0% of the L.A. of Cefazolin sodium | 89.1 - 110.1% of the L.A. of Cefazolin sodium
(anhydrous substance) (calculated on the anhydrous basis)

2. Identification NI ATIWB

3. Appearance of solution NIV -

4. pH 46-6.0 4.0-6.0

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% - Tetrazolylacetic acid : NMT 1.0%
- Total : NMT 3.5% - Tetrazolylacetamide acetal : NMT 1.0%

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

- Methyithiadiazole 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 0.1%

- 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 IU/mg NMT 0.15 USP Endotoxin Unit/mg .
11. Sterility test - ATITHIU

v 1. nsdifieensdoumdimariu waive) miemeseudiarsinumle Iifunsasanmmdnguaans 1 idsuousiacn
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578015N 4 Colistin 150 mg for injection

muﬂs:mﬂﬁ“@wﬁ'@quaswmﬁ

1.8881  Colistin 150 mg for injection

2. amanan ly
& a & - o w a @ A °
2.1 3uuuy WueonUsiaan@afunitnwaed SnsLaaTInmaaaiiaadn
2.2 dudsznay dsznaudiudae Colistimethate sodium figuyany Colistin 150 mg T 1 vial
X a o o L1 o
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wammsaﬁmﬁzﬁqmmwLﬂuvlﬁmw Finished product specification iLaz Drug substance specification ﬁ
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3.1 Finish product speciﬁcationm'm
Test Item BP 2013 UsSP 38
1. PSunmdrpndagy 95.0 - 115.0% of the L.A. of colistin | 90.0 - 120.0% of the L.A. of colistin
2. Identification AT ATIHIY
3. Loss on drying NMT 5.0% NMT 7.0%
4. pH 6.5-85 6.5-85
5. Heavy metals - NMT 0.003%
6. Constituted solution ATV ATIFHIW
7. Sterility ATITNB AT
8. Bacterial endotoxins NMT 43.75 IU/ml NMT 2.0 USP EU/mg
9. Free colistin ATIVHIN AT
(G 12) N USOTUTROTOT FOTURRO UIemuanEnNITUNT
(w1paad NAAITLID)
(ao%a)..........................f@g .................. nITUNT (aa%a) .................... WW‘( ........... NN
(wigiadn Aaasowd) (WIIHIUAR TWLA)
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(1),(2)

3.1 Finish product specification (d 2)
Test Item BP2013 USP 38
10. Uniformity of dosage units | @#379: 1 ATITHIN
11. particulate matter ATIVHIH AT
- U9 = 10 pm laiAn
6,000/container
- UUA 2 25 pm iR

600/container

3.2 Drug substance specification : Colistimethate sodium™®
Test Itemn BP 2013 USP 38

1. Ysunmepndamy Minimum 11,500 1U/mg (dried substance) | NLT 390 mcg of colistin per mg
2. ldentification ATIINU AU

3. Appearance of solution | #3236 % ATIVHIN

4. pH 6.5-8.5 6.5-85

5. Specific optical rotation -46° to -51° -

6. Loss on drying NMT 5.0% NMT 7.0%

7. Sulfated ash 16% - 21% -

8. Heavy metals - NMT 0.003%

9. Free Colistin ATINIU ATIININ

10. Pyrogens / AT NMT 2.0 USP Endotoxin U/mg
Bacterial endotoxins

11. Sterility test NTIIHU ATIINIW
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3.1 Finish product speciﬁcationm

Test Item Japanese Pharmacopoeia 16" edition
1. Y3nnmdrpndary 90.0 - 110.0% of the L.A. of Fosfomycin
2. Identification ATIINU
3.pH 6.5-8.5
4. Purity Clarity and color of solution : Clear and colorless
5. Bacterial endotoxins Less than 0.025 EU/mg
6. Uniformity of dosage unit ATINU

(Weight variation)

7. Foreign insoluble matter ATIVU
8. Insoluble Particulate Matter - U@ > 10 ym Laiifin 6,000 gn"f/container
- 2w@ > 26 pm laiifis 600 aune/container
9. Sterility ATIINU
10. Water NMT 4.0%
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3.2 Drug substance specification : Fosfomycin sodium

Test Item Japanese Pharmacopoeia 16" edition
1. USuuan mé’]ﬁ’ty 725 pg/mg - 770 pg/mg (Calculated on the anhydrous basis)
2. Identification ATIAHIY
3. Optical rotation 35°%t0 -5.5°
(0.5 g calculated on the anhydrous bases,water, 10 mL, 100 mm)
4. pH 8.5-105
5. Phosphorus content 16.2% - 17.9%
6. Purity - Clarity and color of solution : Clear and colorless
- Heavy metals : NMT 20 ppm
- Arsenic : NMT 2 ppm
7. Water NMT 3.0%
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318015N 7 Ganciclovir 500 mg for injection

AHUIENAIINIAAUA BB

1. 8881 Ganciclovir 500 mg for injection

2. amaasanaly
21 g‘ﬂLLU‘U Lﬂummﬂi’lﬂmm%a (freeze dried powder) fmsvdadnasaiiondn
22 sutszney  Usznaudie Ganciclovir 500 mg i 1 Vial
23 MTULUTTY msqlumwu:msgmﬁ@ﬁﬁﬂmnL%Va wionmsazansUanide
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3. AMFNUANIIINATLA

Namim‘nﬁmi’l:ﬁqmn’lwLﬁu‘lﬂ@]’m Finished product specification tLaz Drug substance specification f

o v A

fraBsmnindadnsuatindoaiu fvldanandoudadninauamznssunisanisuazen NIENTHIDITUGY it
indrdnsuildsededasiduatufifisuriwielniniunaspundydsuladifunits awdszniansznaag
MITIITY (309 TTUGITIEN W.A.2556 a9 TUA 11 mtU W.91.2556 (mauszmelunsfiormiunsniud 10 Sgueu
2556) nscﬂmﬁﬁmﬁﬂﬁifuﬁ’uqaﬂﬂﬁwadﬂmxmwmsﬂi:mmﬂm 81

3.1 Finish product specification“’

amdaianmane USP 38
1. YBinmepdegy 90.0 - 110.0% of the L.A. of Ganciclovir
2. Identification ATIN
3. Constituted solution ATIININ
4. Bacterial endotoxins NMT 0.84 Endotoxin Unit / mg of Ganciclovir
5. Sterility tests AT
6. pH 10.8-114
7. Water | NMT 3.0%
8. Particulate matter ATIHU
- 2w1@ 2 10 pm 14LAu 6,000/container
- w19 > 25 pm 16iA 600/container

3.2 Drug substance specification : Ganciclovir'”

AMANLANIINAKA USP 38

1. ﬂ%mm@ﬁmﬁﬁﬂ”@ 98.0% - 102.0% of the L.A. of Ganciclovir

(calculated on the anhydrous basis)

2. identification AT
3. Heavy metals NMT 20 ppm
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3.2 Drug substance specification : Gancictovir'” (Gia)

auaniannaia USP 38
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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8o B10 / 2561
57901350 8 Linezolid 600 mg tablet

AU NIAIINIA 2UAIBEIH

1. 308 Linezolid 600 mg tablet

2. amansianalil
2.1 uyy WWwenula dwsusudsznmu
22 gmdsEnay  Usznaudia@len Linezolid 600 mg i 1 17a
2.3 MTULUTTY msaﬂmtmaﬁﬁﬁwmaa‘ w30 blister pack Uoaruaudule
2.4 2870 - szuq%am FIUUTZNOUMENEIN YUAZANUUTI THHAR 'Tuﬁwumq WUANG® wanzdon
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3. AMANTANWINAKA

3.1 Finish product specification“”z’

1. USnadrenday a379EueTiszylu Finished product specification
2. |dentification ' maaﬁhumwﬁsquu Finished product specification
3. Dissolution m’lﬁ]ﬁhum’mﬁiquu Finished product specification
4. Uniformity of dosage units ATINU
5. Impurity / Related substance mmmu@l’mﬁiquu Finished product specification
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18NN 9 Liposomal Amphotericin B 50 mg for injection

mmﬂsznmﬁ'wi’mquasmmﬁ

1. i@gj_ Liposomal Amphotericin B 50 mg for injection
2. amananaly
2.1 gtluuy Hwnsgndsaannidemnias (Lyophilized) #1%3UAALT R OALRDAGN
2.2 #Husznoy  Usznaudlueaen Amphotericin B 50 mg i 1 Vial
2.3 MTULUITY msaﬂmmms@mﬁ@ﬂmﬂmnL%a LLazussagﬁ’mwﬂmwia:mmjaon”w,m wiangansas
fAiflukiunsas vua 5 lunsan $1uan 1 7%
24 a:n - 5:14%@9'1 FIUYTENAUMLIEIAYUITANNUII TUNTE fuﬁwumq WITNAR uazia
nzfioudniven uasitmaufuinme Hedwdaauunussaiasd
- UWMTUEUTILN amaﬁaﬁﬁaosm%am wiaFarmninise smdsnauuszawiaany
AMALTIVDILN LeTTINER i“uéumqvlff‘f@wu
3. AMANLTANIWINAHa

3.1 Finish product speciﬁcationm'(z’

1. dSundrnday mwﬁhumwﬁ'ﬁ:ﬂu Finished product specification
2. ldentification m’mﬁhumuﬁizyiu Finished product specification
3. pH avrumafiszyly Finished product specification
4. Water content Wi’aﬁ]mumwﬁlizﬂu Finished product specification
5. Sterility test AT

6. Bacterial endotoxins G}ﬁ’.}ﬁwi’m@wﬁ?:y‘[u Finished product specification
7. Particulate matter ATITH U

- 93MAYINA 2 10 pm laitfiu 6,000 eume

- DUWNIATWIA 2 25 pm l3i1fins 600 oUW

8. Uniformity of dosage units @ﬁ’mﬂhumuﬁiquu Finished product specification

9. Impurity / Related substances miﬁ)mumwﬁﬁzq‘lu Finished product specification

(3).(4)

3.2 Drug substance specification : Amphotericin B

AmaNlaNINaARe USP 38 BP 2013
1. ﬂ‘%mm@ﬁ“’amﬁ’m@ NLT 750 pg / mg (calculated on the dried basis) | Minimum 750 [U / mg (dried substance)
2. Identification AU ATITNIN
3. Loss on drying NMT 5.0% NMT 5.0%
4. Residue on ignition NMT 3.0% -
5. Bacterial endotoxins - Less thén 101U/ 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%
(as%0) h U FuAMENIINNIg

- (WEF80d ANEITIY) {\j
o X { A
(G2 e WO NITUNS (R4TD) oo When O AIINNT
=3 a o € o a
(weFIRfien Aaasud) (WIWIRAE Tuur)
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2. Drug substance specification ﬁmﬁmﬁ)’m‘lu’imﬁ:ﬁmaag W&® drug substance WialULATER drug substance w84
Hraaenduiagy avuleatunits %dﬁmsmaﬁLmﬂzﬁmunnﬁa"ﬁaﬁﬁwu@

3. nsrﬁqmamﬂ‘ﬁmqmﬂﬁﬂmaamv\%afmqﬁu Tufldnsdslwnddniue 1Wa198901 Drug specification AuSunle
anzidousadiinauasenITIMI M SLaTEN NIENTNTIIUFY

4. nszﬁqmauu“@mamﬂﬁmadU'm‘%a'j"mq@u fedslumndvdnsuen winmianadisivesdiauenini ldaseniy
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1. e?mmmwmULanmsms"L@T%'uagtymifumLﬁ puduries g lutsnelng ussdues (dedare) LWEIHAR
1.1 luddymafunafoudium mo.2 ne.3 ne.4 ududnsd)
1.1.1 lunsdifidueniindaludszmelng wanefs ne2
1.1.2 ‘Lunsrﬁﬁlﬂummml"’nﬁammﬂmﬁfg waneuds ne.3
1.1.3 luns@ndusniugrandsdssne wanefls ne.4
12 lusmelunadouen no. /o1 vasenfieuamon WIDUTBRLB AN ITONNIAUIANG DMWUBINR AN U
mﬂuﬁﬁuwuﬁmu (finished product specification) LLa:ﬁaﬁﬁﬂumqmnﬂwmaﬂfﬁlqﬁu (drug substance
specification) nitﬁﬁags:ﬂmmsuﬁﬁuuﬂaoLanLmLﬁwLﬁw EFDILULANETELMMNENEMTVaLA 1Y (8.5)
WIWTaw finished product specification Waz/%3a Drug substance specification lagaawn bnawiudsznia
dszmesiandiannsafing uazldiiu 2 9 o Sudszmeadsznianaisidnnseding
2. 1laNEITUIDINIATZIRNIHAALN
21 nsdngnaaludlszmalneg friadasiianmsiusesnaspmumsndammamaninosiuas 3msfiaiu
NIWEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiingau PIC/S participating authorities
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FEmsfialumInaee GMP wia GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagiuIL
PIC/S participating authorities atiud1§a awsaun1sasrseulaslnamsusasiivindszmeszmasien
Sidnnsaiind nIaanyaseadw udaudnsdl
3. Lanmsqmmwmmmﬁmuaﬁm (Fnwimwone)
3.1 namsasadenzig s HaaiueindnTaguesinie (Certification of analysis of Finished product) T
mjuﬁamﬂmﬁaﬂw
3.2 Wan3nTRAATRMRMNMWIanauvasiandAty (Certification of analysis of Drug substance) alflu
@

av
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Fouly
6. HldWa31A" (dv1n) BusenlionidandyainawaTumune Aol
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WaNgme 81989970

1 = General requirement BaILN&TA1TUFIRTU Finished product E‘ULLU‘U 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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sﬂﬂa:LSﬂﬂqmﬁ‘nym:mmumuﬁﬂmanmim‘sﬁ'ﬂ%anﬁﬁ'mfﬁm
lauN B10/ 2561
37801511 10 Sodium fusidate 250 mg tablet

mwﬂs:n1ﬁ5’mi’mquasmmﬁ

1.Z981  Sodium fusidate 250 mg tablet
2. ansantiaraly
2.1 luuy wWusude §wsuTusenu
22 sawsznay  Ysznaudiuanun Sodium fusidate 250 mg Tu 1 1l
23 Mouzussy  usseluumseaiiilunWans wla blister pack Uaaruanuduwle
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YOI LNVTIHER fuéumq"l’?ﬁ'@mu

3. aumanlANInaha

3.1 Finish product specification'"”

1. USunaudendaty m’mm’mmuﬁs:qlu Finished product specification
2. Identification test m’zﬁ)mumwﬁi:qlu Finished product specification
3. Weight variation %38 ATINW

Uniformity of weight (mass)

4. Dissolution mwmummﬁiquu Finished product specification

5. Impurity / Related substances m’.lﬁwhumuﬁﬁ:qlu Finished product specification

wingme ntlgusuamanaiiavesswietagiv Lifdreddundsdniue Iwdedmamdiasziena Drug specification
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(2R) ; Current step4 version, 2006.
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\a2fi B10 /2561
i’lﬂﬂ’li‘ﬁ 11 Tenofovir 300 mg and Emtricitabine 200 mg
and Efavirenz 600 mg tablet

AUz NIAINIA quaswﬁ'\ﬁ

1.%a8n  Tenofovir 300 mg and Emtricitabine 200 mg and Efavirenz 600 mg tablet

2. amanyanaly
2.1 guuy Wugude dsmwIuTudsenmn
22 swidsznay  Usznaualsaae Tenofovir 300 mg, Emtricitabine 200 mg Waz Efavirenz 600 mg
Tu 110
2.3 MTULUTY ussﬁﬂuumaﬁmﬁwmﬂﬁ 38 blister pack taarunnuduwle
2.4 2870 - szy%am Ul TENaUMNEIAYUAZANULII TUHEA ".Tuéumq Wwfinda taanzidon
fTuen uagdimaAuinwnen Hednstauunussadiod
- UBHIEN aﬂwaﬁamﬁaasxq%amw?a%amamsﬁ’w FINUTENOVURLTUIANMNLTIVDILN

LRUNHER i‘uﬁumqvﬁfmw

3. AMENVANISINANRA

3.1 Finish product specification“)’(z’

1. PSnmarendnmy m’s’«)&humuﬁi:ylu Finished product specification
2. Identification m’mmummﬁsquu Finished product specification
3. Dissolution @lﬁﬁ)&i’m@nwﬁlizglu Finished product specification
4. Uniformity of dosage units ATIVEW

5. impurity / Related substance m'mﬂhum’mﬁlszylu Finished product specification

3.2 Drug substance specification
@)

3.2.1 Efavirenz

Test ltem USP 38
1. USaunmusaendng 98.0 - 102.0 % L.A. of Efavirenz (calculated on the anhydrous, solvent-free basis)
2. |dentification ATITNI
3. Residue on ignition NMT 0.2%
4. Heavy metals NMT 20 ppm
5. Completeness of solution ATIVHB
6. Water NMT 0.5%
7. Enantiomeric purity NMT 0.5% of (R)-efavirenz enantiomer
UsrFuauenIsunIg
4 i
CRL 1) J T e ATIUNTT CRC) e S ATIUAIT
(wigiadien Aaesmee) (WHWIBNR TUN2)
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3.2 Drug substance specification

3.2.1 Efavirenz (#8)®

Test ltem USP 38

8. Organic impurities Procedure 1

- Efavirenz aminoalcohol : NMT 0.15%

- Efavirenz ethene analog (efavirenz related compound B) : NMT 0.40%
- Efavirenz pent-3-ene-1yne (cis) : NMT 0.10%

- Efavirenz pent-3-ene-1yne (trans) : NMT 0.10%

- Efavirenz penteneyne : NMT 0.10%

- Efavirenz pentyne analog : NMT 0.15%

- Methyl efavirenz : NMT 0.10%

- Efavirenz amino alcohol methyl carbamate : NMT 0.10%
- N-Benzylefavirenz : NMT 0.25%

- Efavirenz benzoylaminoalcohol : NMT 0.15%

- Quinoline analog : NMT 0.10%

- Efavirenz amino aicohol ethyl carbamate : NMT 0.10%

- Unidentified impurity : NMT 0.10%

- Efavirenz amino alcohol bis(ethoxycarbonyl) : NMT 0.10%
- Unidentified impurity : NMT 0.10%

- Cyclobutenylindole analog : NMT 0.10%

- Any other unknown individual impurity : NMT 0.10%

- Total impurities : NMT 1.0%

Procedure 2

- Efavirenz pent-3-ene-1yne (cis) : NMT 0.10%

- Efavirenz pent-3-ene-1yne (trans) : NMT 0.10%

- Efavirenz penteneyne : NMT 0.10%

3.2.2 Tenofovir Laz Emtricitabine
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2. Drug substance specification ﬂﬁnﬂma’mlﬁmi’l:ﬁmadﬁwﬁm drug substance #3alu3LATe drug substance 289
Nwaﬁlma’ni%ﬂ atuleatiunite mumsm‘amLﬂi’\‘*wﬂim’mﬁ’mawmﬂuﬂ
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4. nydlgmantanmanainua 1WIIARAL deradslwmnandnsuen meim’aﬁnLﬂi’ww*uawauaﬂm‘lumoﬂu
Lﬂa’ﬁﬂqiuﬂ"luﬂliﬂwEJ'}U’]E‘]lJi“‘ﬂ"lﬂ L% 8'1\78\3Lﬂﬁ‘ﬁ@nﬁuﬂl%&lﬂ?qﬂﬁwﬂqﬁﬂﬁtﬂiﬁﬂﬁ"lﬁqimam L?EN 5°’U@]']5’1U’1
W.7. 2556 %iam\iamema’m’]i‘uuanmuaﬁnﬂﬂizmﬁﬂswi’mmﬁ’limqm LWaIWLﬂ@ﬂ'ﬁLL’IN?J% lﬂmuﬂu@;aﬂwuﬁ
YDIALNTIUNTIILTZNIATIANEN

C G 12) ISR U UAKENITUNT
_ (We31any NOARITLID)
. 3 ) (
(CRkiT) ST NIINNT GREL) JE—— AN e, NIINNT
(wigiadien faastud) (WHIIWNE TUE)

wii2iensii117aiB10/2561



Gouludng
1. é’nmmwd'\EJLanmimﬂﬁ%’uagnpmifumLﬁﬂu@iﬁuU']Lﬁaﬁ'mmﬁluﬂszmﬂvlﬂa LazdILAd (declare)
UABINRG
1.1 lugdgymatunzifoudium mo.2 ne.3 ne.4 ududnsdl)
1.1.1 lunsdifidueniindaludszimalng wansts ne.2
11.2 luﬂstﬁﬁLﬂumﬁ’\L’lT'uﬁammﬁwssa; ninefle 1e.3
1.1.3 lunsafduensinghananlssna wansds o4
12 ludaatuwnafoun ne./e.1 vasniaue e wﬁ”aamUazL'é'mﬁ’rﬁamsmuquqmmwmaawﬁmﬁ'mﬁ
aufidunzifuw  (finished product  specification) wazdarinuanmnwueIinndu (drug  substance
specification) nszﬁﬁags:u’jﬂamsmﬁwuﬂammﬂmﬂlmLau A BIUBULBNFITENMNIWENENTVBUA LD (8.5)
W3S finished product specification LAZ/HID Drug substance specification Taspawn lanawindszne
Usememendiannsafing uarlaitin 2 9 o Fudszmadszmanandiinnseiing
2. 1BNENIIUIDINIATFIRNNINAAL
21 nsdingnaaludsznelng QwﬁmﬁaaﬁLanmﬁmmmm@mmiwawmm’mmi“mnmﬁuaﬁ%msﬁﬁlu
MSHaeEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasniaoanu PIC/S participating authorities
n3g ﬁl,ana’ms?usaammgmnwwﬁ@mmwé’ﬂmmﬁua:’?%msﬁﬁlumswﬁmmmaaéwﬁfmmﬂmmsmmi
2MITUAZEN NIENTWEBITUEY 2sinmuaiulaofanusaaadouasvialiousunaninoaiuaismialy
nsusaen PIC/S lunuiaenfilausns oouvumq@mmaumsm’mamﬂ@Uﬁwamsﬁ"maaﬁﬁuﬂs:mﬂ
Yszmamadidnnsefing
2.2 nsdifiibngvingranastssane Q”NﬁmﬁaaﬁLanmﬁmaommpmﬁwﬁmmmwé’mnm‘mm:
%mi‘ﬁ'ahm‘mﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) [V EtIR
PIC/S participating authorities &UUA"§® anusaumsasrareulasidnanisTusastisiudszmeadseniasen
Bidnnseiind wise1ganaadn usudns
3. Lanm‘sqmmwwaamﬁLauaiﬂm (Fwnwane)
3.1 wamsasde i mnwsiai uriendSaguuasuiia (Certification of analysis of Finished product) Tu
mjuﬁdmﬂuﬁaama
3.2 wansasRTiazigmmwianauvasdinndAny (Certification of analysis of Drug substance) Al
mswﬁmmjuﬁdaLfluéﬁaamﬁgwaa@w'ﬁmmua:@wﬁmf@\qﬁu
33 Lanms‘vﬁav\é’ﬂgmﬁuﬁumwﬁwﬁuﬁswﬁwéumswﬁmaai’mq@waqéf’amﬁm‘"@ (Drug substance)
48 3.2 ﬁuéumma@mawﬁmﬁmw‘fmﬁ%%gﬂ (Finished product) 18 3.1
3.4 lunsdidunzifousanannnis 2 I axdasddiunmwanuuanisédne Long term stability e
Wudulunsdouemuaas waldfumsaswinsusasienasnngiismnavesuium
3.5 lunsdidunsafonerandesnii 2 9 AR BN E L NN BRI AN AR IR AVB s e AT

wntanlunzdsueuuaes LLa:"L@T%‘umsaamw%'maaLaﬂmsmngﬁé'\mwaaﬁﬁ'ﬂ

GEE) J— [T NIINNT (RIBB) oo D A3
(wwgiaden flaastud) (WIITIWAR THWA7)

WHAA3 8N ST 12;ﬁﬁB10/2561



4. 7208198
4.1 figuanen dasssinanpnadnaey 3 %uwmsqﬁmﬁ Fadumunuusasnoazifoalaasudiu
muﬁﬁ’mu@luﬁ"ﬁaqmawu‘"@ﬁ;ﬂﬂﬁwﬁu
5. n'ﬁﬂs:ﬁ’uqmmwmﬁdwan (Waastand@1sNNII U sEN)
5.1 mﬁz&auauéfaaﬁmqlﬂ@”lajﬁamdw 1 9 iuanniwasuay
52 mﬁqﬂmﬂﬁawau a:ﬁaadoé’ummwmaflu%'maawamwmﬁmm:ﬁmjuﬁmuau
53 ﬂsrﬁﬁvxmmwﬂ'ﬁﬁ'lmsajm‘i"msjwmﬁe’mwamﬁadomm’imsw:ﬁqmmw RUTITMNTIYINNIRD
faswaatng I@U;&“mm:ﬁaadamLﬁwSnmué’lmuﬁ%mUswnﬁdomaﬁl,ﬂﬁzﬁl,l,a:Lﬁmﬁuﬁmau
ml"if”ﬂihUﬁLﬁm*’lTaalumsmw%mﬁ:ﬁQmmw mtﬁ‘ﬁ'wudwmVLaJ'Lﬂu"Lﬂmuqmﬁ'nwm:mm: RUILTITNNTVD
FITUAN T WS U RN TN MITEHETIAENAINE1 1289 QmwLLa:/%"?'aQwﬁ@luﬂ%@iavLﬂ
5.4 Q‘znm:é’aa%‘mﬂﬁaumLﬁaﬂwlnﬁmmawq wiailaliamsFevamudanlsznsia g newivualeylsd
Fowly
6. tanansiianludu g
6.1 mnmﬁmua"[&ilﬁmﬁmmu (original drugs) FosliniiRouaasn1INaxeay Bioequivalence ﬁLaua
Winufinutusduuuy lapdinsansdeaduliamundninasiuazuwad fudlunisdnsdrauyavas
BRI TOIFIUNITUATAZNTTNNTO M THALEN nsznsusmsoagy” Tunsdidunzioudiuenamununm
gaigylwal (Iaanzidoun NG) FANTADNLIUMSUULLENENINIANNTIFUYAVDIEN
7. flanesien (dp1e) Bnsenlianidndygnenasuinue Godh
7.1 nitﬁwamsajmmaﬁLﬂiﬂ:ﬁmi‘fmnﬂsu%ﬂmmaﬁmmwwaT"LaJLﬁu"lﬂmummgmﬁaﬁ'mm
72 nsﬁwﬁmﬁmﬁm‘ﬁﬁ@%nL‘%Umﬁuﬁuﬁnnﬁammoﬂ@Uﬁﬁﬁmmﬂm:ﬂssumsmmmazm lugrsmpas

o &
NEUTYIRCTBITVIY

7.3 ﬂszﬁwuﬁrqummwmnNﬁmﬁmwfﬁawmwa@iaﬂszﬁw%waLLa:mmﬂaa@ﬁ'wiagﬂaUﬁ"l,@ﬁ'um
8. WWILIITNIY amm?m%"L;i%fuﬁmsmNﬁ@ﬁmeﬁmﬁﬂﬂiﬁagnL%'UnLﬁUﬁuIm YFUNIIUATUSATINNIT

awsuazenluszozig 1 dnawindszmealssmenasidnnsefing

WaNBLnEg : 91989970

1 = General requirement 2a3tN&TFTUEMIU Finished product EﬂLL‘UU Tablets

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 Pharmacopeia 38

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa;“,@;ﬁa
msﬁnm%’aﬂsxﬁn%maua:%’;au;ﬂamam@mﬁwﬁm NBINLANET FIUNNUATENIINNNTEINT
LRSEH ﬂi:ﬂi’)dﬁ’]ﬁ’]im@jﬂ

GEkiT2) I nITUMT [CRiE) I A S e oSO nIINMT
(wwgiafien Aaastud) (WIIWIBAR THUNA)

winAdimen1Ii115afiB10/2561



S’lﬂa:LSﬂ@\qmﬁ'nwmzmwwu%uﬁ’lmaﬂmimsﬁ'ﬂ%m‘mﬁmfﬁm
1n2h B10 /2561
578n11s5N 12 Vancomycin 500 mg for injection
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1. §awn Vancomycin 500 mg for injection
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3.1 Finish product specificationm’(z)
Testitem BP 2013 USP 38
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 ATIIHIU ATITHU
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 AU ATIAEU
7. Water NMT 5.0% NMT 5.0%
8. Bacterial endotoxins NMT 2.5 U of endotoxin/mL NMT 0.33 USP endotoxin U/mg of vancomycin
9. Uniformity of dosage units ATV ATV
10. Sterility tests » AU AU
11. Particulate matter -u7@ 210 pm lifits 6,000 auMe/container | - IWIA 2 10 pm 14w 6,000 ayna/container
-3 2 25 pm ailiw 600 agma/W - W@ 2 25 um laisfin 600 ayma/container
(CRETE2) R 6 ............... U TIUAMSNIINNIT
, (Wed1aa9 NAAITNITY)
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3.2 Drug substance specification : Vancomycin

(1).(2)

. Related substance

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

Test item BP 2013 USP 38
1. Potency NLT 1,050 |U/mg of Vancomycin (on the NLT 900 pg/mg of Vancomycin (on the
anhydrous basis) anhydrous basis)
2. \dentification ATIVN ATITAIN
3. Appearance of solution ATIYU -
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

FTITHB

AT
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