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3. AnENIAMItNAKA

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection "

1. PTnmdendag

95.0 - 105.0 % of the L.A. of Acyclovir

2. ldentification test ATIININ
3. pH 10.7 - 11.7
4. Sterility test ATIWIN

5. Bacterial endotoxins

NMT 4.37 U / mL

6. Particulate matter a7 U
- W@ = 10 pm Jaifin 6,000/container

- 9@ 2 25 ym MitAu 600/container

7. Volume in container AU
8. Clarity and colure of solution AU

9. Related substance

- Impurity B (guanine) : NMT 1.0%
- Impurity O : NMT 0.3%

- Unspecified impurity : NMT 0.2%
- Total impurity : NMT 2.0%
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3.1 Finish product specification (Gia)

3.1.2 Acyclovir 500 mg for injection ""*?

1. Winmaadegy 90.0 - 110.0% of the L.A. of acyclovir 95.0 - 105.0% of the L.A. of acyclovir

2. ldentification ATIEU AT

3. pH 11.0-125 10.7 - 11.7

4. Water NMT 5.5% AU

5. Guanine NMT 1.0% -

6. Related substances - unspecified impurity : NMT 0.15% - Impurity B (guanine) : NMT 1.0%
- any other individual impurity : NMT 0.5% - Impurity O : NMT 0.3%
- total impurities : NMT 1.0% - Unspecified impurity : NMT 0.2%

- Total impurity : NMT 2.0%

7. Bacterial endotoxins NMT 0.174 USP EU/mg of acyclovir NMT 4.37 IU/ml

8. Sterility test AU AT

9 Uniformity of Dosage units | a@339m1% AU

10. Particulate matter ATIWY ATIWU

-IU9 2 10 um

aitAin 6,000/container

- UIUIR 2 25 ym

Laitin 600/container

11. Clarity and colour of solution | @573 1 ATIWIH

3.2 Drug substance specification : Acyclovir "
i — = Us“
98.0 - 101.0% of the L.A. of acyclovir

1. ISnudaméay 98.5 - 101.0% of the L.A. of acyclovir

(on the anhydrous basis) (on the anhydrous substance)
2. Identification ATITU ATIIU
3. Appearance of solution - ATV IH
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%

- Sum of impurities O and Q : NMT 0.3%
- Sum of impurities K and R ; NMT 0.2%

- 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. Bacterial endotoxins - Less than 0.50 IU/mg

8. Sulfated ash - NMT 0.1%
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1. %"am Clindamycin phosphate 600 mg Injection

2. ananiana i
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2.1 3uuuy Wuasszmudsnaanda g Lidd dwsvda

22 swdwnay  Usznaudiedasn Clindamycin phosphate 150 mg/mL USu1@5 4 mL
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3. amaANUANMImMaRa

3.1 Finish product specification™?

Test Item USP 41 BP2016 o
1. ﬂ?mmﬁmﬁm”ry 90.0 - 120.0% of the L.A. of Clindamycin 90.0 - 105.0% of the L.A. of Clindamycin
2. Identification AU ATU
3. Bacterial endotoxins NMT 0.58 USP EU/mg of clindamycin NMT 0.6 {U of Endotoxin/mg of
Clindamygin (10 mg/ml)
55-7.0

4. pH 55-7.0

5. Related substances -

the sum of the areas of any secondary
peaks : NMT 8.0%

6. Sterility ATIWIN AT
7. Volume in container AU ATIHIH
8. Particulate matter ATIMY ATININ

- 9w1@ > 10 pm LivAin
6,000/container
- 29 > 25 pm i

600/container
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3.2 Drug substance specification : Clindamycin phosphatem'(z)

tem

1. WInmaaendngy

Not less than 758 pg/mg of Clindamycin

(Calculated on the anhydrous basis)

96.0 - 102.0% of Clindamycin phosphate

(anhydrous substance)

clindamycin

2. Identification AU AU

3. Appearance of solution - ATIIU

4. Crystallinity AT -
5. pH 35-45 -
6. Water NMT 6.0% NMT 5.0%

7. Sterility tests ATIHIU

8. Bacterial endotoxins NMT 0.58 USP Endotoxin U/mg of Less than 0.6 I{U/mg

9. Related substances

- Lincomycin phosphate : NMT 1.0%

- Lincomycin : NMT 0.5%

- Clindamycin B phosphate : NMT 1.5%

- 7-Epiclindamycin phosphate : NMT 0.8%
- Clindamycin 3-phosphate : NMT 0.3%

- Clindamycin : NMT 0.5%

- Any individual, unspecified impurity )

1 NMT 1.0%

- Total impurities : NMT 4.0%

- Impurities B,L : for each impurity, NMT 1.0%
- Impurities E,F : for each impurity, NMT 0.5%
- Impurities G,!,J,K : for each impurity,

NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total impurity : NMT 2.0%

ot P Y Y o acd a “ M ve
vanawme 1. nsiifisenaiowdimaiu waive) miamasetiinmzvinensle 'lmuuuamLanmmanmumnmﬁ'lﬁmagu"ﬁﬁ’w

2. Drug substance specification Wansaanly3 Lﬂi’lzﬁmm;{wﬁﬂ drug substance wialuSiamzw drug substance 184

v A o = @ w A 4 oA a I3 [
ﬁwﬂ(ﬂiﬂmlﬁfﬂaﬂ %‘U]Jlﬂﬂul!“%\'l %dummﬁmmﬂmﬂmnnmv antvue

3. Nammﬁﬁﬁmﬂ:ﬁ‘qmmwm wldena Finished product specification uaz Drug substance specification figheda
inngrduaividsaiy Seldenadoudedinnuamensmnisenisuasen NINTNNTIUFY DTG UaIR
manaliavasmiadagiu maqgﬁmaﬂm'hjw7om1uﬁquwu1uwaﬂszn1ﬂ i SvBandrduatuRlniniod
Tsawenunatsznmia wie srede ma“'m'wi’umuﬂs:mﬁns:m’ummtmqm F30s szydmen udu In”i‘srun"us;nﬂﬁﬁa
VBIARENTINMTUIENIATIAN LA

Gawludwnq
9 ¥ ' o - A o e o -
Hlananaaasgudnwinmaiianans wWIanasmeilatiadusasianaslaafilismnengsndan
o &
Aol
/A ! -l o L A I3 [} o t -
1. Lanmsmﬂﬂium}mvwwmwwmmmtwamwmﬂ'luﬂszmﬂ'lm uRzEUAY (declare) UHRIKNAS
o 4 & - o @ 'Y ' a
1.1 luddgmstunadoudrsum mu.2 no.3 ne.4 uduansdl)
1.1.1 lunsdiiduenfindoludsanelng wanofls nu.2
P o o A . &
1.1.2 'lunsmmﬂummwmwammmmsq wudy ne.3
1.1.3 lunsdidueniidrainaedseine vanefis no4

L
CRE2) S | Rihtot S Usemunmenssung
(WWRNMI3 5iL)

) (x/
TGEE1) [ ) ATINNT

(wngiaton fans)

nIIUNTT

(WWFINTS mMgyawid)

wiitzmumsiiz yeilB10/2563



12 lummamuwvmﬂum N.1/8.1 vasenfiiauamn wsaamﬂa*mmm'mamsmnﬂuﬂnmw'uamamnm‘m
muwmun*mw (finished product specification) LLavmamv\uﬂﬂmmwmaommu (drug substance
specification) nmmaus:mwnmﬂauuuﬂmLm'”lmwmmu adasunLlanm UMW emsvaunly (2.5)
NINTaN finished product specification Waz/n3a Drug substance specification o wau,n'”lmnamuﬂszn'm
Unmeanmdidnnsefing uszlaiiu 2 9 o Fudssmeadszniamadidnnsaing
2. 18nA1TTUTDINATFIRMTHAG LN

21 nsdifinudalwsamalng HrdadasdianailsannaspunsnRasmamsninmiuas e sialn
NYIHANEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laewiI41% PIC/S participating authorities
W30 ﬁLanms%’maommglumswﬁmmenamzi’nanfvﬂm:‘?i‘fmsﬁéﬂumswﬁmm’uaaﬁﬁﬁ'nmuﬂnwnssum‘s
DIMTIURZLT NTENTHAITITUGY sﬁaﬁwuﬂifu‘iﬂﬂﬁmwaaﬂﬂa”aaua:ﬁ'mﬁuun“wé’nmm%ua:’iﬁmsﬁﬁlu
nsudae PIC/S Tunanasnfiiauauiy adusrgaansaunsarereulasfinanisiusesfietulszne
dezmanadidannsefing

2.2 nydiiiinemiughonesana o griadasdilanmeiUsennasmumsninaaumaninueiuas
’Jﬁmiﬂﬁ‘lumiwamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Toowiaean PIC/S
participating authorities ¥38 GMP clearance aunmq@mmaummnaaau Tﬂauwamssmamnuﬂszmﬁ
vrzmaradidnnsefing winayanaadn usuansdl
3. tanmsnmmwwaomﬁmnaﬂm

3.1 Nami@mmLﬂﬂmﬂmwwwamnmmmmmsﬂwawwam (Certification of analysis of Finished product)
lummnauﬂumama

3.2 Nammﬁmmﬁ"%ﬂmmwmnﬂumaammmﬂm (Certification of analysis of Drug substance) ﬁllﬂu
mswammsumal.ﬂumasmmmawwammuamwammwu

3.3 Lanmsvﬁwangﬂuauaummauwumzmw;umswammmi’mqﬁumam”’amﬁm"’m (Drug substance)
98 3.2 n”u;’ummﬁmaawﬁmn"mwfmﬁm%mgﬂ (Finished product) 78 3.1

3.4 HAN3ANWN Long term stability emamhomq’uaamﬁfuﬂnﬁﬂuvl’z”ﬁ'uﬁﬁiﬂmuﬂmnssun'ﬁmmsu,azm
NSENTWIITIIUFY

35 Lanmmammmﬂm"waammwé’atﬁamaﬁaaaﬁﬂf’lﬁmm:aummmw"wﬁ'u@Tam'ld'l,uﬂ’nm'z’fwﬁu
ﬁl‘fﬁ’u;‘{ﬂm ua:m”aauammaa:tﬁm%qaaﬂﬂa"aon”ml”a;‘Jlalw.anmsﬁ'lﬁ'um
4. mat19en

4.1 diaua e dasdemathasnatniay 3 WU T dadudunuuaasneazdoaldnsudau
muwm'mmlummaﬂmauumm‘lﬂmmu
5, n171hmuqmn1wmnawau (uwaanana1TNsTulsenn)

5.1 mﬁa‘waué’aoﬁmq‘lﬂﬂ"lﬂﬁaﬂniﬂ 1 1 suaniudnay

5.2 mnmmﬁdwan a:eTaaa‘as‘hmewn"lu'lu%’maaNan’ﬁm’nﬁ"uﬂﬂ:ﬁmajuﬁﬁwau

P
(GRIT:) W | R s UsemuamznITunIg
(WNEMT3II 1)

o
nFIUNIT (8378) NIIUNT

(wgiafien Naesmed) (WWFNNTT ngawiand)

whhilsmumsiiz yailB1er2563



5.3 nsr‘ﬁﬁmmﬂﬁ’nmsﬁnmsau@haemmﬁa'wamﬁ‘adam'aa%mﬂ:v\‘ﬂmmw W ENTANTITYTIRe
favvadiagie TﬂuwmnUmmaoaamquanmummuwmmwmsamﬂmmﬁ,ma siduuiarey
m'lvzmzmmmmao'l.ummﬁmmﬂ:mmmw nsmwwu’nm'[mﬂu‘lﬂmuamanmmmwm WIUITATYA
mquaﬂﬁqlmuwmsmm'stauaﬂmmmnmwaa wmua%sawwamlumma‘lﬂ

5.4 fupazdesiuuldsusndelndnunany | wiaulafiamaidauanweanysznisla g deudmualaslis
Gouly

6. giauasian (fane) Busesldsnidndygndenasuivme foit
6.1 NIBNAMIENATINTATIZAING Tmﬂnsmﬂmmamsmmwwwsammgnmmsﬁlmmma’m ISO/IEC
17025 laiduly mumwsmumammw’luﬂsm’mﬂsmﬂﬂm

6.2 NINA AT TU mw@ugm‘sunl,nmumnﬂ TasamalasdsinnuenenTsumeamsussen geamues

fyynazdoazany

6.3 nsmwuﬂmmammwmnwamnmmnawawamaﬂs,awﬁwauavmwﬂaaﬂnﬂmawﬂw-n'lmum

7. 'vmmwms'uaamuam‘lmuwawmwamnmmﬂ’muﬂ?mnmmmnuﬂu‘[ﬂumummﬂm~nsmms
amsuazenluszuzim 1 Srewiudsenadsznienadidnnsafing

8. fanudiadaiuayu Sensitivity disc 84 oxoid Winulsswennanseneydgan (Wiaanenassusamis
aUTUW)

WALINAG : 81989910
1 = The United states Pharmacopeia 41

2 = British pharmacopoeia 2016

b
(89%8) $/ .......... N3NNI (GREL:) R \W\’ ................... NSIUNNT

(Wngiation fansd) (WWRNINTT Mg Iwing)

wiilememsiz qnﬁmslzsea



5"1zlauﬁmqmﬁnﬁmzmm:uuuﬁ'wLanmsmsé’ﬂ%mmﬁ'mﬂﬁm
a2l B19/2563
4 L
378N713N 3 Fluconazole 200 mg injection

adssmadminguaszsiit 9 1 (9, 7963,

1.8887  Fluconazole 200 mg injection

2. ansansiana

2.1 juuy Wumsazmolmeenids dwmsude

22 gdszney  Usznaudaadien Fluconazole 2 mg/mL U3anas 100 mL

2.3 MUY miq’lum'ﬁu:msgmﬁ@ﬂﬁﬂmnL%ﬂ FRAUIAUN (Vial) type |
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3. AnENANIINARA

(1.2

3.1 Finish product specification

1. ﬂ‘immm”’zmﬁﬁﬂ”n; 90.0 - 110.0% of the L.A. of fluconazole 95.0 - 105.0% of the L.A. of fluconazole
2. identification AU A7 U
3. pH ATIWIH 4.0-8.0
4. Bacterial endotoxins NMT 0.416 USP EU/mg of fluconazole AT
5. Sterility AT ATIWIN
6. Volume in container ATITHU AN
7. Particulate matter ATIVIU ATIU

- 2w > 10 pm LA
6,000/container
- WA > 25 pm A

600/container

8. Related substances Procedure 1 UWaz 2 : For Nonpolar impurities - Impurity A : NMT 0.4%
- Largest unknown nonpolar impurity - impurity B : NMT 0.3%
: NMT 0.1% - Any other secondary peak : NMT 0.2%
- Total unknown nonpolar impurities - Total impurities : NMT 1.0%
- NMT 0.5%

Procedure 2 : For Polar impurities

- Largest unknown polar impurity

:NMT 0.1%

- Total unknown polar impurities : NMT 0.5%
- Total unknown polar and nonpolar impurities

. NMT 1.0% (sum of results from Procedure

1 U8z 2)
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(10(2)

3.1 Finish product specification

(#2)

8. Related substances (d8) %39 Procedure 3 (if Bistriazole ketone and
Epoxyfluconazole are potential impurities)
- Bistriazole ketone : NMT 0.2%

- Fluconazole isomer : NMT 0.2%

- Epoxyfluconazole : NMT 0.2%

- Any other individual impurity : NMT 0.2%
- Total impurities : NMT 0.5%

%30 Procedure 4 (if Fluconazole
bromohydrine and Epoxyfluconazole are
potential impurities)

- Aminofluconazole quaternary salt

:NMT 0.1%

- Fluconazole isomer : NMT 0.1%

- Fluconazole diol : NMT 0.1%

- Fluconazole bromohydrine : NMT 0.1%

- Epoxyfluconazole : NMT 0.1%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%

(142)

3.2 Drug substahce specification : Fluconazole

98.0 - 102.0% of the L.A. of fluconazole

1. Wnmdaendag 99.0 - 101.0% (dried substance)

(calculated on the dried basis)

2. Identification aTIU ATIVAU

3. Appearance of solution - Clear and colourless

4. Residue on ignition NMT 0.1% -
5. Iron NMT 20 ppm. -
6. Heavy metals - NMT 10 ppm.

7. Loss on drying NMT 0.5% NMT 0.5%

8. Sulfated ash - NMT 0.1%

9. Related substances Procedure 1 - Impurity A : NMT 0.4%

- Fluconazole related compound A: NMT 0.2% - Impurity B : NMT 0.3%

- Fluconazole related compound B: NMT 0.1% - Impurity C ;: NMT 0.1%

- Fluconazole related compound C: NMT 0.2% | - Unspecified impurities : for each impurity,
- Specified impurity : NMT 1.0% NMT 0.10%

- Any other individual impurity : NMT 0.1% - Total : NMT 0.6%

- Total unknown impurities : NMT 0.3%
- Total impurities : NMT 1.5%
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3.2 Drug substance specification : Fluconazole? (sia)

9. Related substances (§ia) Procedure 2 -

- Specified impurity : for each impurity,
NMT 0.1%

- Any unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
Procedure 3

- Any impurity : NMT 0.2%
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i’\ﬂmiﬁ 4 Levofloxacin 750 mg injection

aalsemesaninguasizait 9 1 (319 7563,

1.3amn  Levofloxacin 750 mg injection

2. amaanianaly
2.1 3uuyy Wumssselnaaniga smivie
22 guwnay  Usznaudan@aen Levofloxacin 750 mg 1w 1 vial
2.3 MTULVIN ussa;’lum'mxussqmﬁﬂﬂsnﬂmnL%ra gfiavIaut (Vial) type |
2.4 a8 - 5ziﬁam FIMUSZNOUMINEATYLRSAINLTI TUHE fuéumq PO CRIEE
ansfloudnsus weedsmnfushsnmatstauunusanoed
- UUWMTULUTTIEN adwaﬁaﬂﬁaoﬁq%‘am wiaaminse faudsznauuazawe
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3. @rmauﬁamomﬂﬁn

3.1 Finish product specification”
1, YSanuaendngy mmmumuﬁs:q'lu Finished product specification
2. Identification m‘:mhumuﬁszq’lu Finished product specification
3. Particulate matter ATIVU

- 9w 2 10 pm Wiifin 6,000/container

-uw1@ > 25 pm iLfiu 600/container

4. Sterility ATIINY
5. Bacterial endotoxins msqa:iﬁumu'ﬁi:q'lu Finished product specification
6. pH mwmumuﬁszq'lu Finished product specification
7. Volume in container AT
8. Impurity / Related substance mmmumuﬁﬁzﬂu Finished product specification
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3.2 Drug substance specification : Levofloxacin

1. YSnndhen ﬁﬁﬂ“ﬂg 98.0 - 102.0% of the L.A. of Levofloxacin, calculated on the anhydrous basis
2. ldentification ATIWB

3. Residue on ignition NMT 0.2%

4. Heavy metal NMT 10 ppm

5. Organic impurities Procedure 1 (if levofloxacin N-oxide is a potential organic impurity)

- N-Desmethy! levofloxacin : NMT 0.3%

- Diamine derivative : NMT 0.3%

- Levofloxacin N-oxide : NMT 0.3%

- 9-Desfluoro levofioxacin : NMT 0.3%

- D-Isomer : NMT 0.8%

- Any unknown impurity : NMT 0.1%

- Total impurities : NMT 0.5%

Procedure 2 (if levofloxacin related compound B is a potential organic impurity)
- Levofloxacin related compound A (N-Desmethyl levofloxacin) : NMT 0.20%

- Levofloxacin related compound B : NMT 0.13%

- Any other impurity : NMT 0.10%

- Total impurities : NMT 0.50%

Procedure 3 (if levofloxacin related enantiomeric purity is a potential organic

impurity) : NMT 1.0%

6. Optical rotation -92° to -106° at 20°
7. Water 2.0% - 3.0%
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18NN 5§ Piperacillin 4 gm and Tazobactam 500 mg for injection

awlszmadininguanysi 2.1 18 2563,

1. 8o Piperacillin 4 gm and Tazobactam 500 mg for injection

2. ansansianialy
2.1 yuuy WunssnnanniBeivnieiunmasssen dmiiadinamasadons
2.2 dutlsznay dsznaudieaien Piperacilin %38 piperacillin sodium ﬁau;‘{aﬂwu piperacillin 4 g,
Tazobactam %38 tazobactam sodium 'ﬁ'augaﬁ'u tazobactam 500 mg uaz
EDTA 1 mg 1 1 vial
2.3 MTUEUIN ussq'lum'ﬁu:ussag griaUnmnEaTiaui type | ua:msqﬁm‘rfﬁmﬁ'mm
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3. amaNLGMIINaka

3.1 Finish product specification“’

1. WSanmdenday 90.0 - 110.0% L.A. of Piperacillin

90.0 - 110.0% L.A. of Tazobactam

2. Identification a9

3. pH 50-7.0

4. Bacterial endotoxins NMT 0.08 USP EU/mg of a mixture of piperacillin(0.89)mg and
tazobactam (0.11 mg)

5. Sterility tests AT

6. Water NMT 2.5%

7. Uniformity of dosage units ATIWH

8. Particulate matter AU

- 29118 > 10 pm l3itAw 6,000/container
- 2w > 25 um Miifiu 600/container

9. Constituted solution ATITY
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3.1 Finish product specification'” (#ia)

10. Related substances Procedure 1 n¥éib impurity profile includes piperacillin impurities 4, 5 ankd 6

- Tazobactam related compound A : NMT 1.0%

- Piperacillin imputiry 4 : NMT 1.0%

- Piperacillin penifioic acid : NMT 1.0%

- Piperacillin penicilloic acid : NMT 5.0%

- Acetylated peniicilloic acid of piperacillin : NMT 1.0%

- Piperacillin imputiry 5 : NMT 1.0%

- Piperacillin imputiry 6 : NMT 1.0%

- Any individual unspecified impurity : NMT 1.0%

- Total impurities : NMT 5.0% (‘lxiﬁs.l piperacillin peniciloic acid)
Procedure 2 N5&i impurity profile includes piperacillin dimer ethyl ester and
piperacillin dimer thiazolamide derivative

- Tazobactam related compound A : NMT 0.3%

- Amoxicillin related compound A : NMT 0.2%

- Piperacillin related compound E : NMT 0.8%

- Formyl Piperacillamine : NMT 0.2%

- Ampicillin : NMT 0.2%

- Piperazinedionecarbony! D-phenylqglycine : NMT 0.2%

- Acetylated penicilloic acid of piperacillin: NMT 0.5%

- Piperacillin penicilloic acid,isomer 1 : NMT 0.15%

- Piperacillin penicilloic acid,isomer 2 : NMT 1.5%

- Piperacillin penicilloic acid : NMT 0.5%

- Piperacillin dimer ethyl ester : NMT 0.2%

- Piperacillin dimer thiazolamide derivative : NMT 0.2%

- Piperacillin piperacillamide : NMT 0.3%

- Piperacillin dimer : NMT 0.4%

- Piperacillinylampiciilin : NMT 0.3%

Procedure 3 N3t impurity profile includes piperacillinpenicillenic acid and
piperazinedionecarbonyl D-phenylglycylglycine

- Piperacillin related compound E : NMT 0.5%

- Tazobactam related compound A : NMT 1.0%

- Formy! Piperacillamine : NMT 0.2%

- Ampicillin : NMT 0.3%

- Piperazinedionecarbonyl D-phenylglycine : NMT 0.5%

- Piperazinedionecarbonyl D-phenylcylglycine : NMT 0.2%

- Acetylated penicilloic acids of piperacillin: NMT 0.3%

- Piperaciliinpenicillenic acid : NMT 0.2%

- Ampicillin hydantoin analog : NMT 0.3%

- Piperacillin penicilloic acid, isomer 1 : NMT 3.0%

- Piperacillin penicilloic acid, isomer 2 : NMT 3.0%

- Piperacillin oxalylamide : NMT 0.2%
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3.1 Finish product specification'” (da)

10. Related substances (ia)

- Piperacillin penicilloic acids : NMT 1.0%
- Piperacillin penicillamide  : NMT 0.2%
- Piperécillin dimer : NMT 0.5%
- Piperacillinylampicilin : NMT 1.0%
- Any individual unspecified impurity : NMT 0.1%
Procedure 4
n3th impurity profile includes piperacillin sulfoxide and piperacillin methyl penicilloate
- Tazobactam related compound A : NMT 1.0%
- Amoxicillin related compound A : NMT 0.2%
- Piperacillin related compound E : NMT 0.8%
= Ampicillin : NMT 0.2%
- Acetylated penicilloic acids of piperacillin : NMT 0.6%
- Piperazinedionecarbonyl D-phenylglycine : NMT 0.1%
- Piperacillin penicilloic acid, isomer 1 : NMT 2.0%
- Piperacillin penicilloic acid, isomer 2 : NMT 2.0%
- Ampicillin hydantoin analog, isomer 1 : NMT 0.2%
- Ampicitlin hydantoin analog, isomer 2 : NMT 0.15%
- Piperacillin sulfoxide : NMT 0.15%
- Piperaciliin penicilloic analog, isomer 1 : NMT 0.5%
- Piperacillin penicilloic analog, isomer 2 : NMT 0.5%

- Piperacillin dimer : NMT 0.3%

- Any individual unspecified impurity : NMT 0.10%

3.2 Drug substance specification

3.2.1 Piperacillin®™

1. USunoudhendnsy

960 - 1030 pg/mg of Piperacillin (anhydrous basis)

. Identification

AT

. Specific optical rotation

+1556° to +175° (anhydrous substance)

. Water

NMT 2.0 - 4.0%

NMT 0.07 USP Endotoxin Unit/mg of Piperacillin

. Sterility test

ATIINY

2
3
4
5. Bacterial endotoxins
6
7

. Related substances

Ampicillin, Piperacillin penicllloic acid, Piperacillin related compound E, and

Acetylated penicilloic acid of piperacillin

- Piperacillin related compound E : NMT 0.2%

- Ampicillin : NMT 0.2%

- Acetylated penicilloic acid of piperaciliin : NMT 0.4%
- Piperacillin penicitloic acid : NMT 1.0%
Piperacillinylampicillin

- Piperacillinylampicillin : NMT 2.0%

- Total impurities: NMT 3.8%

8. Heavy metals

NMT 20 ppm._
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3.2.2 Piperacillin sodium

1. Ynadamndny

863 - 1007 ug/mg of Piperacillin (anhydrous basis)

2. Identification

ATIINIU

3. pH

55-75

4. Related substances

Piperacillin penicilloic acid and Acetylated penicilloic acid of piperacillin

- Acetylated penicilloic acid of piperacillin : NMT 1.0%
- Piperacillin penicilloic acid : NMT 3.5%

5. Water

NMT 1.0%

6. Bacterial endotoxins

NMT 0.07 USP EU/mg of Piperacillin

7. Sterility test

AT

3.2.3 Tazobactam

1. USunmarendnay

98.0% - 102% of tazobactam (anhydrous basis)

2. Identification AU
3. Specific optical rotation +160° to +167° (t = 20°)
4. pH 1.8-28
5. Bacterial endotoxins AU

6. Water content

NMT 0.6% (anhydrous form)
NMT 2.2 - 3.8% (hemihydrate form)

7. Microbial enumeration test and

specified microorganisms

The total aerobic microbial count : NMT 103 cfulg

The total combined molds and yeasts count : NMT 10° cfulg

8. Related substances

- Tazobactam related compound A : NMT 1.0%
- Any other individual impurity: NMT 0.1%
- Total impurities: NMT 0.3%

9. Residue on ignition

NMT 0.1%

10. Heavy metals

NMT 20 ppm
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1. Bagn Raltegravir 400 mg tablet

2. ansananaly

2.1 suluyy wuwside dmnsusulsenin

22 dwdsznay  dsznaudau@a Raltegravir 400 mg 1 1 1da
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3. AuMENIANItNARA

3.1 Finish product specification

s

1. YSnmangidnam

]

; J . e
m’sﬁ]mumum:q‘lu Finished product specification

2. identification

@lﬁ’ﬁlmum&lﬁizq‘lu Finished product specification

3. Dissolution

a379 N')um'luﬁsquu Finished product specification

4. Uniformity of dosage units

ATIVNIY

5. Impurity / Related substance

min%dﬂumﬂuﬁi:qlu Finished product specification

3.2 Drug substance specification : Raltegravir Potassium™

1. SRuudamndrey

98.0 - 102.0% L.A of Raltegravir potassium

(calcufated on the anhydrous and solvent-free basis)

2. Identification

ATIWIW

3. Water Determination

NMT 0.6%

4. Organic impurities

- Raltegravir amine : NMT 0.15%

- Raltegravir formididyl analog : NMT 0.15%

- Raltegravir oxallylacetohydrazide analog : NMT 0.20%

- Raltegravir related compound E : NMT 0.15%

- Raltegravir E-ethoxyacethydrazone analog : NMT 0.20%
- Raltegravir Z-ethoxyacethydrazone analog : NMT 0.15%
- Any individual, unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.7%
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