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5181191 1 Ampicillin 2 gm and Sulbactam 1 gm for injection
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aNUITNIAIINIA quaswmﬁ

1. Baen Ampicillin 2 gm and Sulbactam 1 gm for injection

2. amasianaly
2.1 3y usssnUneanids §wiude
2.2 sisznay dsznaudiu@aen Ampicillin sodium ﬁ'auaaﬁu Ampicillin 2 gm 8z Sulbactam sodium
ﬁlm\lgaﬁu Sulbactam 1 gm 1% 1 vial
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2.4 28N - s:q"’fi“am U TENaUANEATIUAZATIULTY TUNR® 'S‘uﬁvumq wufinda wamadou
@3 on wazisnsiusnwnin ednstaanunuussyrioed
- UWMIUEUTTIEN adnsiand amq%am WiaTamImInn IR TNaLUAZTW IR NS

w9 LaufinGe TuduenyLitaian

3. amEiGin19naka

N&ﬂﬁi@iﬁ%?Lﬂiﬂ:ﬁﬂNﬂ’lWLﬂuvlﬂmw Finished product specification W8 Drug substance
specification Ag1989anLnFTESUAT LN FeldaanzidundodinauamenITUANTEIMITUAZHN
NIENTWEVBIIUGD milngrduilsseddaniuativfifisumimislminianasgrundudiivla
FFunity AUUTTNANITENT VT TUFY 389 321619187 W.4.2556 893U 11 LWBHU W.9.2556 (39
ﬂs:nm‘lmwﬁamgmnmfuﬁ 10 digwiew 2556) nitﬁ‘lmﬁyum'ﬂﬁ’ﬁuﬁuqaUﬁﬁwadﬂmznssums

dszna91anen

3.1 Finish product specification“’

AMANIAN9INARA USP 38
1. ﬂ?mmﬁ’smé%ﬁy 90.0 - 115.0% of the L.A. of Ampicillin
90.0 - 115.0% of the L.A. of Sulbactam

2. |dentification ATV
3. Constituted solution ATITNIW
4. Bacterial endotoxins NMT 0.17 USP Endotoxin Unit
5. Sterility ATITWI
6. pH 8.0 - 10.0
7. Water NMT 2.0%
8. Particulate matter ATIVH

- 29U > 10 pm lsiLAn 6,000/container

- PwIa > 25 pm WitAiu 600/container
9. Uniformity of dosage units ATV
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3.2 Drug substance specification

3.2.1 Ampicillin sodium'”

AMANIANINAKA USP 38
1. UBsnmanendngy 845 g - 988 ug of Ampicillin / mg (calculated on the anhydrous basis)
2. identification AN
3. Crystallinity ATITNU
4. pH 8.0-10.0
5. N,N-Dimethylaniline NMT 0.002%
6. Methylene chioride NMT 0.2%
7. Water NMT 2.0%
8. Bacterial endotoxins NMT 0.15 USP Endotoxin U/mg
9. Sterility ATIVHW

3.2.2 Sulbactam sodium'”

AMANTANINAKA USP 38
1. dSanmdrandngy 886 g - 941 g of Sulbactam / mg (calculated on the anhydrous basis)
2. Identification ATITHY
3. Water NMT 1.0%
4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg
5. Crystalinity ATIVHIU
6. Sterility ATV
7. Organic impurities - Sulbactam related compound A : NMT 0.5%

- Amoxicillin related compound A : NMT 0.1%

- 6-Bromopenicillanic acid sulfone : NMT 0.2%

- Sulbactam related compound D : NMT 0.1%

- Sulbactam related compound E : NMT 0.2%

- Sulbactam related compound F : NMT 0.1%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 1.0%

wagwe 1. nsfifisemadowndinmaiu waive) namaserliamzinunle IBuusaaionanmanguaana i i suamsiacng
2. Drug substance specification ﬁﬁl’lﬁmﬂ'}ﬂlﬂﬁﬂs’l:ﬁmadﬁﬂﬁ@ drug substance #38lu31A32¥ drug substance V83
Hndnendnsagy attleatunile Gfaﬁmwmﬁmﬁ:ﬁmunnﬁﬁaﬁﬁwum
3. nadilFTanAuzUusunas (Ampicilin sodium with sulbactam sodium 2 : 1) Wusesanss taud lns1InmIeTa
Smsw:ﬁqmmm?lmqmﬂﬁﬂmaa'fmqaugﬂmmNauu,a:mnmsmsm’miﬂﬁ:ﬁqmauﬁ"ﬁmamnﬁﬂmaa Ampicillin
sodium L@z sulbactam sodium @uTs 3.2.1 uas 3.2.2
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1. a'mmmwmmanmsmﬂ@ﬁ”uagry’mi‘fuml,ﬂmw‘h%’uml.ﬁai‘immmluﬂszmﬂ'l'ny WaTRLAY (declare)
UNRINRG
1.1 ‘Lué’m“’mnwﬁuﬂuﬁnuﬁ'ﬁum (N81.2 183 N84 LAILANTTH)
1.1.1 luns@induenfudaludszinalng waneds ne.2
11.2 ’Lunsriﬁl,ﬁumﬂ'm'hLﬁammﬂausssg wuNpdd ne.3
1.1.3 luns@ifdueniidhannenadszina wangfis no.4
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VWX finished product specification WRL/MIB Drug substance specification lasvaundlunaniulsznmea
dszmanedidnnsefing uazliAu 2 3 o Judemeadsenianaididnnsaiing
2. 12NA@TIUTBINIATFTIWNIHANY
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MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiiiesu PIC/S participating authorities
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i'mn‘\iﬁ 2 Atazanavir 300 mg capsule
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1.#am1  Atazanavir 300 mg capsule

2. amaniianaly
2.1 juuy Wusnde dawuiudsmu
29 sudsenay  Usznaudindan Atazanavir 300 mg lu 1 1d@
2.3 MPULUITY msa‘luumaawmwwama #30 blister pack Uaanumm’ﬁu"l,@
2.4 287N - swu"nam LI NAURINEIRTILAZAINLT TUNR® maumu wafinae eanadou
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3. AENLANIINAKA

3.1 Finish product specificationm’(z)

1. YSnmensndngy 90.0 - 110.0 % L.A. of Atazanavir
2. ldentification mmr«hum’m‘ﬁ'izq‘m Finished product specification
3. Dissolution @S’Jﬁ)mumuﬁizﬂu Finished product specification
4. Uniformity of dosage units AN
5. Impurity / Related substance mi’mmumuﬁ'imﬂu Finished product specification
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I ERARL
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111 lunsdifiduenfindalutszineing nunsfs no.2
1.1.2 lunsd@fdueniigiNanmsutisussy wanofis o3
1.1.3 luns@fidwenindrandlssna wanads no.4
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et unzifiow (finished product specification) LLa:?Taﬁmuﬂﬂqmmwmmf@qau (drug substance specification)
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24 nsmnigaaalulszmalng wwamawLanmssmaqmmmumwammmwanmmmLLa:'mmsv\ﬁh
mMswaaeN PIC/S (Pharmaceutical inspection Co-operation Scheme) Teewineau PIC/S participating authorities
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3. Lanmmmmwmaommauaﬁm (Ewimnang)

31 Namim’amLﬂi’\mmumwwamnmmU’lml,‘if\liﬂ‘uaaw Wa® (Certification of analysis of Finished product) Tu
msuﬂamﬁumama
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%8 3.2 ﬂusumwamaawa@nmmma'usaﬁﬂ (Finished product) 78 3.1

3.3 luns@idunsiiouenununnit 2 9 azdaafidiunnwananan1sdns Long term stability anuiu
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181N 3 Cefoperazone 500 mg + Sulbactam 500 mg for injection

awlsemasoniaguasssii 2 ( 5.9 2560

2. amaniana

2.1 gﬂu,w
2.2 gaudsenay

2.3 MTULUIIY

24 RINTTY

Cefoperazone 500 mg + Sulbactam 500 mg for injection

J = o s =t
WueagnUs@En@Bafnn SMILae

e @ . p o
1sznavuaiuaq81 Cefoperazone sodium TIRUAANL Cefoperazone 500 mg itaz Sulbactam

4 o
sodium TIRUYANU Sulbactam 500 mg % 1 vial

a & a & % 2
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3. Qmamﬁmamﬂﬁﬂ

3.1 Finish product specification“

)

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

2. {dentification @‘iﬂim"m@i”m'?iiziﬂu Finished product specification
3. Particulate matter ATIINIU

-9 = 10 ym l3ifiu 6,000/container

-9u1e = 25 um laitfiu 600/container
4. Sterility AT
5. Bacterial endotoxins §1773 N"mm&lﬁiquu Finished product specification
6. pH Gii’mihwn&i‘?ii:ial‘lu Finished product specification
7. Uniformity of dosage units ATV
8. Water content @S’Jﬁlﬂ’mm&lﬁizq‘lu Finished product specification
9. Impurity / Related substance m’ai}ﬁi’lu@i’mﬁszq‘lu Finished product specification

3.2 Drug substance specification

3.2.1 Cefoperazone sodium™®
AmaNLaMIINARa USP 38 BP 2013
1. ﬂ?&l’imﬁ'smﬁ’iﬁ'ﬁy 870 ug - 1,015 pg of Cefoperazone/mg 95.0 - 102.0% of Cefoperazone sodium
(Calculated on the anhydrous basis) (anhydrous substance)
2. Identification #3FH AT
—
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(2)(3)

3.2.1 Cefoperazone sodium™" (sia)
AnMANIANINARA USP 38 BP 2013
3. Appearance of solution - AT
4. Crystallinity ATV -
5. pH 45-6.5 45-6.5
6. Water NMT 5.0% NMT 5.0%
7. Sterility ATINU -
8. Bacterial endotoxins NMT 0.2 USP Endotoxin U/mg NMT 0.2 IU/mg
9. Related substances - - Any impurity : for each impurity, NMT 1.5%
- Total : NMT 4.5%
10. Acetone - NMT 2.0%
11. Heavy metals - NMT 5 ppm

3.2.2 Sulbactam sodium

(2),(3)

amanannaia

USP 38

BP 2013

1. USinmenendegy

886 ug - 941 pg of sulbactam/mg

97.0 - 102.0% of sulbactam sodium (anhydrous

(Caiculated on the anhydrous basis) substance)

2. Identification ATIIU AN

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)
Dissolve 0.5 g in water R and dilute to 50 ml
with the same solvent

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 EU/mg

Less than 0.17 IU/mg

12. Crystallinity

AT

13. Sterility

ATIINU

ATIIN
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1 = General requirement VaILNFBATUFINIU Finished product glleU Injections (Parenteral preparations)
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5781190 4 Ceftazidime 1 g for injection

LT M InIngUaTTEIh 720 88 7580

1.8asn  Ceftazidime 1 g for injection

2. amanianaly
= & J o a o
2.1 3uluuy Wuksendunaudniwg dnasnide smiLae
, v L. < o . R
2.2 @lsznay  Usznaualaaaen Ceftazidime pentahydrate TIFNYANY Ceftazidime 1 g Wi sodium carbonate
38 arginine 1w 1 vial
a X O Pt o 2)
2.3 MTULVUTTY ussaglumfﬁuzmsqma@ﬁﬁﬂmnwa wazuTTIATATiLasnLLE
24280 - YT FMUTNaUmNAATLALAINLT TUNER TUFUe WuTinaa wanadow
driven uardinafiusnmen lstetaiuuuussyiu
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3. AMENIANWINAKA

Nﬂﬂ'}i@li’sﬁmi'}:ﬁqmnﬁwLﬂuvl,ﬂmu Finished product specification Lae Drug substance specification ‘71'
sr98sninsTdsLatLdaty Seldaanzifisudedinaun menssuniseamTaze NIENTNFITIIHFY
neindrdsuildsredidailvaiufifisurimislninianaspundrdriuladsunils audszma
NITNTWETITHGY 599 YA W.A.2556 8907 11 WBBU W.A.2556 (aaﬂs:mﬂrluwzrﬁwmmnmi’uﬁ
10 figwiew 2556) nstﬁ"l,ajLﬁnuurﬁlﬁﬁuﬁuqavﬁﬁwaaﬂmznssumsﬂizmmwmm

3.1 Finish product specification'™®
AmAAIAN1INALa USP 38 BP 2013
1. PSinmdaendegy © 90.0 - 105.0% of Ceftazidime on the dried and 90.0 - 110.0% of the L.A. of Ceftazidime
sodium carbonate or arginine - free basis and [ 8.0 - 10.0% W/W of anhydrous sodium
® 90.0 - 120.0% of the L.A. of Ceftazidime carbonate
2. Identification ATIINIU ATITAN
3. Clarity of solution - AN
4. Related substance
- Impurity A NMT 0.2%
- Impurity B NMT 0.2%
- Impurity G ) NMT 0.2%
- Unspecified impurities NMT 0.1%
- Total impurities NMT 1%
5. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg of Ceftazidime NMT 1.0 [U/ml (solution 10 mg/mi})
6. Sterility HTIVU ATITNW
7. pH 50-75 50-7.5
8. Loss on drying NMT 13.5% (ﬂitﬁl"f sodium carbonate) NMT 13.5% of its weight
NMT 12.5% (NI arginine)
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(1).(2)

3.1 Finish product specification (Gia)
amaNiAmMIInaia USP 38 BP 2013

9. Particulate matter ATIHU ATITNIN

- e 10 pm lailfiu
6,000/container

-que 25 pm it
600/container
10, Sodium carbonate (t1d) AT
11. Limit of pyridine NMT 0.4% (ﬂ?lﬁl’ﬁ' sodium carbonate) NMT 0.5%
(impurity F) NMT 0.3% (ﬂ?tﬁl’f arginine)
12. Content of arginine AT
13. Uniformity of dosage unit ATIINY ATV
3.2 Drug substance specification

3.2.1 Ceftazidime pentahydrate(”’(z’
ammnianumaka USP 38 BP 2013
1. USnmaandnty 95.0 - 102.0% of Ceftazidime 95.0 - 102.0% of Ceftazidime
(on the dried basis) (on the anhydrous substance)

. Identification AU ATITHIN
. Sterility ATIINY -

pH 3.0-4.0 3.0-40

. Loss on drying / Water content

13.0% - 15.0%

13.0% - 15.0%

. Bacterial endotoxins

NMT 0.1 USP Endotoxin Unit/mg

NMT than 0.10 IU/mg

. Impurity F

NMT 500 ppm

. Related substances

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

-Total : NMT 1.0%

9. Heavy metals - NMT 20 ppm
10. Crystallinity ATIN -
3.2.2 Ceftazidime pentahydrate with sodium carbonate"®
AmaANanwmaia BP 2013
1. Yhanmeaendnty

8.0 - 10.0% of sodium carbonate

[93.0 - 105.0% of Ceftazidime pentahydrate (dried and carbonate-free substance)

2. ldentification

ATIVHH

3. pH

50-75

4. Related substances

-Total : NMT 1.0%

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

- Unspecified impurities : for each impurity, NMT 0.1%

5. Impurity F

NMT 0.3%

6. Loss on drying

Maximum 13.5% -

7. Bacterial endotoxins

Less than 0.10 1U/mg /
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1 = The United States Pharmacopoeia 38
2 = British pharmacopoeia 2013

P
................................................. , nITUM3
(wngdafien Aaasmu) (WHRINTT Mgyandant)

nﬁﬁi’;unumsﬁ'qaﬁ32312560



180150 5

\aD B23 / 2560

muﬂi:mﬁﬁawfﬁquaswmﬁ 20 &9 72560

71ﬂamﬁHﬂﬂmé'num:mmmmuﬁ'lmanmsmiﬁ'ﬂ%mwﬁm‘ﬁm

Ceftriaxone 2 gm for injection

1.3as1  Ceftriaxone 2 gm for injection

2. amaanianaly

P S o o
2.1 gﬂwuu Wumsendsernigs dnIude

2.2 gawdsznay Usznaudinean Ceftriaxone sodium NFuyany Ceftriaxone 2 gm % 1 vial

a & [ M o
2.3 nwu:ussq Uii‘ﬂl%ﬂ’]‘ﬁ%zﬂii‘gUﬁﬂﬂﬂiﬁﬂﬁ]’mlfﬁﬂ HAZUITIN Ui 9 INULEY

2.4 2N - =yt SuLENaUT N ARUAZAINNT TUuNEa TuFuany luinda waradow

@suen LLaﬁ%mnﬁu%'nmUwvﬁarjwﬁmauuumsgﬁmsﬁ
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3. Qmamﬁ‘amamﬂﬁﬂ

YA LAVNNAR fuﬁumqvﬁf@mu

wamsmaﬁmﬁ:ﬁqmmwLﬁuvlﬂmu Finished product specification a2 Drug substance specification f

v a @ o o “ o - [y a , o & &
DHNAINARTANIURLULGEINY ‘D‘GVL@Q@'ﬂtLUUu(ﬂE)aﬂ%ﬂﬁ']uﬂm:ﬂiillﬂ’]'ﬁa']‘vniu;a:U'\ ﬂi:“ﬂﬁ?ﬂﬂ'}ﬁ']imqm NI
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3.1 Finish product specification“"(z’
amauiannaka USP 35 BP 2013

1. ﬂ%&l’lmﬁﬁmﬁ’lﬂ?y 90.0% - 115.0% of the L.A. of Ceftriaxone 92.0% - 108.0% of the L.A. of Ceftriaxone
2. |dentification AT ATIVHIY
3. Crystaliinity ATVINIU -
4. pH 6.0 - 8.0 6.0 - 8.0
5. Water 8.0% - 11.0% NMT 11.0%
6. Constituted solution AIAHY - VIV
7. Bacterial endotoxins NMT 0.20 USP Er;i;toxin Unit/mg c;f éeftriaxonei ”NMT 0.08 IU/mg
8. Sterility AT B [
9. Particulate matter AIIIHU mﬁhm’mhu

-au1a 10 pm LA
6,000/container
-u1e 25 pm bl

600/container
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(1.(2)

3.1 Finish product specification (@i a)
AMANLAN1INARA USP 35 BP 2013
10. Uniformity of dosage units | 933364 AIIVEY
11. Related substances - - Any secondary peak : NMT 1%

- Sum of the areas of all the secondary peaks

- NMT 5%
3.2 Drug substance specification : Ceftriaxone sodium?
AmANLAN9INALA USP 35 BP 2013
1. USumuandagy Nol less than 795 ug of ceftriaxone/mg 96.0 - 102.0% of ceftriaxone sodium
(Calculated on the anhydrous basis) ( anhydrous substance)

2. Identification ATIU | anedu

3. Crystallinity AT R ;

4. pH 6.0 - 8.0 - 60 —-”78.0

5. Water 8.0% - 11.0% o 8.0% - 11.0%

6. Sterility ATV -

7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of NMT 0.08 1U/mg

Ceftriaxone

8. Appearance of solution L ] G\i’;*;l.ﬁj’]u

9. Specific optical rotation - ;155 Hto -170 (anhydrous substance)
Dissolve 0.25 g in water R and dilute to 25.0
ml with the same solvent

10. Related substances - -Any impurity : NMT 1.0%
-Total : NMT 4.0%

11. N,N-Dimethylaniline - o NMT 20 ppm

12. 2-Ethylhexanoic acid - NMT 0.8% m/m
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181151 6 Imipenem 500 mg and Cilastatin 500 mg for injection

aulsEmAInInguazoh 2088 250

1. Foen Imipenem 500 mg and Cilastatin 500 mg for injection

2. aoanianaly

2.1 jlupy uksnUnenigedun dwiudadvsaniiand

22 gdsznay  Usznaudaualsn Imipenem 500 mg wae Cilastatin Sodium ﬁ'augaﬁu Cilastatin 500 mg
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3. AUENITGN19INAKA

b,

Namim’JﬁLﬂﬂ:ﬁanﬁwLﬂuvl,‘i_lmw Finished product specification was Drug substance specification 7
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indrdnunlddededaaduativfiifisurinnsalnininanasgundadriuladfunis awdszmensinig
BTG 304 YA W.A1.2556 §UTUT 11 LUBBU W.A.2556 (mﬂszmﬂ‘luswﬁamgmnmi’uﬁ 10 Agwiow

= [ ) V! At o e
2556) nsmvl,u LN UUL‘Y]’]I‘V\”IJ‘LLT’]UQ& gNUITAIAUTNITIMSUTZNIATIANEN

3.1 Finish product speciﬁcationm

Test Iltem USP 38

1. ﬂ‘%mmﬁ"amé’:ﬁ'mv 90.0 - 115.0% of the L.A. of Imipenem

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

2. Identification #7719 U
3. Constituted solution a7 B
4. Bacterial endotoxins - NMT 0.17 USP Endotoxin U/mg of imipenem

- NMT 0.17 USP Endotoxin U/mg of Cilastatin

5. Sterility @IV
6. pH 6.5-8.5
7. Uniformity of dosage units AU
8. Loss on drying NMT 3.5%
9. particulate matter ATIWY

- 2119 2 10 pm i 6,000/container

- aw@ 2 25 ym Lilfin 600/container
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3.2 Drug substance specification

3.2.1 Imipenem R

Test ltem USP 38

1. Sanmeendany 98.0% - 101.0% of Imipenem monohydrate
2. Identification A3IIHUALAT Infrared absorption
3. Specific rotation +84° {0 +89°

Test solution : 5 mg/ml, in a pH 7 buffer

4. Crystallinity ATV

5. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg

6. Sterility ATITHIU

7. Loss on drying 5.0% - 8.0% of its weight

8. Residue on ignition NMT 0.2%

9. Heavy metals "1 NMT 0.002%

10. Solvents - Acetone and Isopropyl alcohol : Total NMT 0.25%

3.2.2 Cilastatin sodium

Test ltem USP 38

1. USsnmeendnaty 98.0% - 101.5% of Cilastatin sodium

(calculated on the anhydrous and solvent - free basis)

2. Identification ATV

3. pH 65-75

4. Specific optical rotation +41.5° to +44.5%(@nhydrous and solvent free basis)
5. Related substances / - Any individual impurity : NMT 0.5%

Chromatographic purity

6. Mesityl oxide, Acetone and Methanol - Acetone : NMT 1.0%
- Methanol : NMT 0.5%
- mesityl oxide : NMT 0.4%

7. Heavy metals NMT 0.002%

8. Water NMT 2.0%

9. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg
10. Sterility AU
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