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578075 1 Acyclovir 500 mg injection or for injection
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1. Bam Acyclovir 500 mg injection or for injection

2. amanienaly

2.1 iuuy Wussazmelnende la LWdF wiaflunssnsennnids swsuiams
nasaAliand

22 dwlsznay  Usznaudlndlsn Acyclovir w3a Acyclovir sodium Gﬁaaugaﬁu Acyclovir 500 mg
T 1 vial

2.3 MIULUITY ussq‘l.um*’mzmsg‘mﬁ@ﬂsﬂﬁmm%a LLa:msqﬁ’mﬁﬂaaﬁ'Maa

2.4 a8n - i:q%am FIUUTENAUAINIALUIT ALY TUHER 'Tuﬁvua'mq L8TANE® L8

nudipudrsuen LL&:?%ﬂ']SLﬁU%‘ﬂmva'B”ar.i’m%mauuuussagﬁ'm«ﬁ

- UUMTULLITINEN azmﬁanﬁaaszq%am WioFamImIm #amsznay wazawe

ANURTIVAILN LAVNHER i’uﬁumq"b"’fmw

3. AMANUANWINAKA

Namim’zﬁﬁmi’\:ﬁqmmwLﬂuvlﬂ@’m Finished product specification W&z Drug substance specification

9

d' = L o Qs a U A L% =1 ] o Qs

‘Y\m-&mﬁ]’lﬂLﬂﬁ’ﬁ@ﬂiUQUULﬁ&l’mu ﬁfovl,ﬂ’i]@mm?J%G‘lEla’luﬂd’mﬂm:ﬂii&lﬂ’]ia”m’]iuatﬂ’l ﬂizﬂi’ldﬁﬁﬁ'ﬁmq&l
EX o o v d9 vy a v v oA a \ Vs av oA N,
VlﬂuLﬂa’ﬁ@l’]iUVll‘ﬁa'\ﬂE]\'Wl8\1LﬂuQUUY\LVIUULY"]V\%QIﬁMﬂ'J'I ﬂivaﬂJLY]U'ULYnLLG]L'ﬂuiiJ@'\Nﬂ?:ﬂ']ﬂnﬁ:ﬁﬂi?ﬁ
a’]ﬁhﬁma:ﬂ L%a@ 5:14@0']5’18'1 W.¢1.2556 a\j'{uﬁ 11 LAY N.7.2556 (EN‘US:ﬂ’]ﬂlui’}’ﬁﬁﬂf\l’l%mﬂw’ﬁuﬁ 10

a [V an
uqu’mu 2556) hmunuqaﬂwuwaaﬂm:nsswmsﬂs:m@ﬁmm

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection(”

Test ltem BP 2013
1. VBnmenendrngy 95.0 - 105.0 % of the L.A. of Acyclovir
2. Identification test ATIVNIN
3. pH 107 - 1.7
4. Sterility test ATINY
5. Bacterial endotoxins NMT 4.37 IU / mL
6. Particulate matter AN

- 19 = 10 pm laitfin 6,000/container

- IR > 25 pm 3ifiu 600/container

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

3.1.2 Acyclovir 500 mg for injection(z)
Test item USP 35

1. Yhnmarendragy 90.0 - 110.0% of the L.A. of acyclovir
2. |dentification ATIINIW
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 ATITNN
9 Uniformity of Dosage units FIITH
10. Particulate matter A57HU

- W@ > 10 um 1%iAin 6,000/container

-uw1a > 25 pm 1%tAin 600/container

3.2 Drug substance specification : Acyclovir ma@
Test ltem USP 35 BP 2013
1. BBanmarnday 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. |dentification F3HW AT

3. Appearance of solution - ATIHH

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%

o 4 o j . @ 4 a
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AN 2 Amoxicillin 500 mg and Clavulanic acid 125 mg tablet
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1. fé_am Amoxicillin 500 mg and Clavulanic acid 125 mg tablet
2. amanianaly
2.1 3uluuy WusnidainfauRdy (Film coated tablet) & %IUTUUTENY
2.2 gwtlsznay  Usznaudrualun Amoxicillin trihydrate “fiaaugaﬁ’u Amoxicillin 500 mg Haz Potassium
clavulanate %38 diluted potassium clavulanate ﬁdﬁoauy' anu Clavulanic acid 125 mg w1 e
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3.1 Finish product specification"”‘z)
Test Iitem uUsP 35 BP 2013
1. B udagday 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. |dentification test AT U ATITIN
3. Uniformity of dosage unit ATIVIN ATV
4. Dissolution seneliaanin 70%(@) melwm 45 wd

Test 1 or Test 2 (lunathifn lalelld Test 1 Tz Test AlFluluusemamydinmet)

Test 1

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

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

Test 2

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

- Clavulanic acid - NLT 80%(Q) of the L.A. of clavulanic acid is

dissolved in 30 minutes
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(1).(2)

3.1 Finish product specification™” (d@)
Test item USP 35 BP 2013
5. Water Determination NMT 10.0%

i
amaiumudiszylu Finished product

specification

6. Microbial enumeration tests
and tests for specified

microorganisms

Total aerobic microbial count NMT
103 cfu/g and Total combined molds and

yeast count NMT 102 cfulg

7. Clavulanate polymer and

other fluorescent impurities

NMT 5%wiw

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”"®
Test ltem USP 35 BP 2013
1. USanmsendinw 900 - 1050 meg of Amoxicillin per mg 95.0 - 102.0% of Amoxicillin Trihydrate
(on the anhydrous basis) (on the anhydrous substance)
. Identification ATITNH ATIVU i
. Appearance of solution - AT '
pH 35-6.0 35-55

. Specific optical rotation

+ 290° to + 315 ° (anhydrous substance)

o|laisrjw|n

. Related substances

- Total impurities : NMT 5.0%
- Impurity for each impurity : NMT 1%
(8nt3% 6-aminopenicillanic acid NMT 0.5%)

- Any impurity : for each impurity, NMT 1%

7. N,N-Bimethylaniline ATITNU NMT 20 ppm
8. Water 11.5% - 14.5% 11.5% - 14.5%
9. Sulfated ash - NMT 1.0%

3.2.2 Clavulanate Potassium

(1(2)

Test ltem

USP 35

BP 2013

1. PBanmeaendety

75.5% - 92.0% of clavulanic acid

(on the anhydrous basis)

96.5 - 102.0% of clavulanic acid

(on the anhydrous substance)

2. identification ATIU ATIIN
3.pH 55-80 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
(m%a) T e JasmuamMENIINNT
(Wpdaad NaaITIT) '
X ‘¥/ ............................ NN (m%a) ................... \\: ................ nITUMI
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3.2.2 Clavulanate Potassium™"® (da)

Test item USP 35 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

“ a . . se o o 4
wagwma nidaadudu diluted potassium clavulanate Waamermuwaden 3
——— q

3.2.3 Diluted Potassium Clavulanate®”

AMANTANIIMARA BP 2013
1. ﬂ?mm@i”améﬂﬂ”:y 91.2 - 107.1% of the content of potassium clavulanate stated on the label
2. Identification AT
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%
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57890191 3 Imipenem 500 mg and Cilastatin 500 mg for injection
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1. 8281 Imipenem 500 mg and Cilastatin 500 mg for injection

2. amanana
J o ° a o o 4 °
2.1 Uuuy WWunssndneangafivnn Swsudadnnaaaiiaadn
2.2 #udsznay  Ysznausmia@lsn Imipenem 500 mg waz Cilastatin Sodium ﬁaugaﬁu Cilastatin 500 mg
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3. aENLIANIINAKA

Namim’;ﬁmi’\:ﬁqmmwLﬂuvlﬂmu Finished product specification L&z Drug substance specification i
feBsnnunssdniuatuidsatu 4sldenadoudadminnuanznIsunmsaamisuacen NIENTHITITUGY nad
ndrdnsuflgshsdedasiuatufifiouirimsalnini nsdlisuriudiduwldeudszmanszrssmssuge
509 SZYEIILN W.91.2556 893U 11 WENEU W.71.2556 (aaﬂs:mﬂ'luswﬁamgu,unmfuﬁ 10 digu1tu 2556) I
ifuﬁuqaUﬁﬁwaoﬂmznﬁumsﬂi:mmﬁmm

3.1 Finish product specification m

Test item USP 35
1. Ysnaagndnn 90.0 - 115.0% of the L.A. of Imipenem
90.0 - 115.0% of the L.A. of Cilastatin
2. Identification ATV
3. Constituted solution AU
4. Bacterial endotoxins - NMT 0.17 USP Endotoxin U/mg of Imipenem
- NMT 0.17 USP Endotoxin U/mg of Cilastatin
5. Sterility AU
6. pH 6.5-8.5
7. Uniformity of dosage units AU
8. Loss on drying NMT 3.5%
9. particulate matter ATIINIU
- 9319 = 10 pm hiifiu 6,000/container
- 2u1@ = 25 um iAin 600/container
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3.2 Drug substance specification
4]

3.2.1 imipenem

Test ltem USP 35
1. Y3unsushsndneay 98.0% - 101.0% of imipenem monohydrate
2. Identification AT UA283T Infared absorption
3. Specific rotation +84° to +89°

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

4. Crystallinity ATIFEU

5. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg

6. Sterility ATIINIY

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

8. Residue on ignition NMT 0.2%

9. Heavy metals NMT 0.002%

10. Solvents - Acetone and Isopropy! alcohot : Total NMT 0.25%

3.2.2 Cilastatin sodium"”

Test Iitem USP 35

1. Phanmandngy 98.0% - 101.5% of Cilastatin sodium

(Calculated on the anhydrous and solvent - free basis)

2. ldentification ATIY

3. pH 65-75

4. Specific optical rotation +41.5° to +44 5% (anhydrous 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 AT
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NSWE®EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tapwiiaeau PIC/S participating authorities
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authorities aULaNga susaumsasaseulasdinamsiusasdsiulsmalssmenmadnniaiing wisany
AROATN WAILANTA _
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msuazeluszozing 1 dhewiudszmeadszmanandildnnsafing
8. nyduiuenilildenduuuy dasdinangiuilsznaveie 2 18 aadaluil
8.1 fpnumsanenueiandeidauuaiseunsuaufiadroduls ESBL lunsdifAaannisaadelu
Tsawenuna (Nosocomial infection) waeldtumsarurilunsammsmsunndaideds lduaznansdnmnd
dszdnsnwmsshsn ldaonitnsdnwassenduuuy wia fprwnsensmenafindadanuaiiFounsuay
Feadula ESBL luns@ifiAaanmiaaigelulsswening (Nosocomial infection) \inuifisudszdnsnwnu
snmuuilesunsarulinsnImamsuwnsadeiald
8.2 Sunumsdnsmsnafindeida Pseudomonas aeruginosa ﬁ@{aviamﬂ,ﬁ%auwmwmu (MDR) 1w
nszﬁﬁgﬁmwnmsam%aluimw:rnma (Nosocomial infection) warldsumsaRNRlusIsMInsunne et
ISuasnamsanefiuszanimwmainun lideaniinisanyuesnduiuy w38 Inurwumsansmsniinds
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9. Janee BIETELIEU sensitivity disc U89 oxoid Tnulsenenunaasanaydyan (Wusasenansiuseamaaiuaw)
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1 = The United States Pharmacopoeia 35
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5981150 4 Colistin 150 mg for injection

aalsznadsninguanasti

1.38s1  Colistin 150 mg for injection

2. anasiana L
A’ -l = - o v =t 9 - °
2.1 uyy WuHIsUTa NI NI SRTLAATIMIRaaaLiaadn
2.2 swvsznay Usznaudieden Colistimethate sodium fisayany Colistin 150 mg 1 1 vial
= X a 9 s b1 ar
2.3 MIUVIN ussg'l.umm:msfgmmﬂﬁﬂmnma‘mLmum:ussﬁgnmﬂ/\‘ﬂaanmm
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3. amaNANINARA

Namsm’aﬁLﬂi’l:ﬁqmnﬁmﬂu‘lﬂmu Finished product specification Lwas Drug substance specification A
@ o @ o a = o & o -] 1 o a
2INMNLATFTAITUVRUULALINUY mo"lmemuuzmmamum’mﬂmxnssumsmmmazm ns:m’;ommsmgm
& X v o a Al ve a w v & a , A ' AW oA s .
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A o [ i a o o

mmsm’q’u L3843 i:'].ql@l’\i’lf.l’] W.9.2556 a9IUN 11 WI8% W.7.2556 (mﬂ‘s:mﬂ'luswmlmgmmmmﬂ 10
o !/J Qs oo
uqm gU 2556) ‘lWlI%ﬂUQﬁﬂWWMJE]Gﬂmtﬂiiuﬂ’i‘iﬂizﬂ’mi’]ﬂﬁ 81

3.1 Finish product speciﬁcationm’(z)
Test item BP 2013 USP 35
1. YSumeiendeagy 95.0 - 115.0% of the L.A. of colistin | 90.0 - 120.0% of the L.A. of colistin
2. |dentification ATIVHIU ATITHU
3. Loss on drying NMT 5.0% NMT 7.0%
4. pH 6.5-8.5 65-8.5
5. Heavy metals - NMT 0.003%
6. Constituted solution ATIINH ATITNU
7. Sterility ATITHU ATIVHU
8. Bacterial endotoxins NMT 43.75 IU/mi NMT 2.0 USP EU/mg
9. Free colistin ATITHU AU
=
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(1(2)

3.1 Finish product specification (Gi 9)
Test Item BP 2013 USP 35
10. Uniformity of dosage units | #3236 % ATIINU
11. particulate matter AT ATIVHU

-2wa = 10 pm WLAn
6,000/container

-9 = 25 pm LAn

600/container
3.2 Drug substance specification : Colistimethate sodium e
Test Item BP 2013 USP 35

1. YSanma? maﬁﬁ’ty Minimum 11,500 [U/mg (dried substance) | NLT 390 mcg of colistin per mg
2. Identification AT AT '

3. Appearance of solution | @379k I% ATIWU

4. pH 6.5-85 6.5-85

5. Specific optical -46° to -51° -

rotation

6. Loss on drying NMT 5.0% NMT 7.0%

7. Sulfated ash 16% - 21% -

8. Heavy metals - NMT 0.003%

9. Free Colistin AU AT

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

11. Sterility test AU ATINU
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1. B Vancomycin 500 mg for injection
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2.1 3uny uessUnaainids §ufwnws Fmsuiadimanasaiiand

22 swdszney  Usznaudawaaen Vancomycin HCI %oaugaﬁ'u Vancomycin 500 mg 14 1 vial
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3.1 Finish product specification("’(z)

Test item BP 2013 USP 35
1. Sunmeaendnaty 95.0 - 115.0% of the LA. of Vancomycin 90.0 - 115.0% of the L.A. of Vancomycin
2. Iidentification ATIVNIN ATITHIN
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 ATITR AN
7. Water NMT 5.0% NMT 5.0%
8. Bacterial endotoxins NMT 2.5 1U of endotoxin/mL NMT 0.33 USP endotoxin U/mg of vancomycin
9. Uniformity of dosage units ATV ATIIN
10. Sterility ATIVI A3
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3.1 Finish product specification

(1.2 (Gii))

Test Item

BP 2013

USP 35

11. Particulate matter

- U@ 2 10 pm laiifins 6,000 eymevcontainer

- W19 > 25 pm 'Litfiv 600 BuMAVcontainer

- 218 2 10 pm aiifi% 6,000 avmevcontainer

- U = 25 pm Lifiu 600 afnnAicontainer

3.2 Drug substance specification : Vancomycin e
Test Iitem BP 2013 USP 35
1. Potency NLT 1,050 IU/mg of Vancomycin (on the NLT 900 pg/mg of Vancomycin (on the
anhydrous basis) anhydrous basis)
2. Identification AT AN
3. Appearance of solution AT -
4. pH 25-45 25-45
5

. Related substance

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

- any peak other the main peak : NMT 5.0%

- Limit of monodechlorovancomycein : 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 1U/mg

NMT 0.33 USP endotoxin U/mg

11. Sterility

ATIIW

ATIVEW
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518190 6 Piperacillin 4 gm and Tazobactam 500 mg for injection
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1. leiam Piperacillin 4 gm and Tazobactam 500 mg for injection

2. amantanaly
2.1 3uuuy WwgnnaaniBefunteiunimasiden dmsuiadhmimasaiiaad
2.2 gutlsznay Usznaudie@len Piperacilin %38 piperacillin sodium ﬁﬁm&aﬁ‘u piperacillin 4 g
waz Tazobactam %38 tazobactam sodium ﬁlﬁugaﬁ'u tazobactam 500 mg % 1 vial
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3.1 Finish product specification'”

Test Item USP 35
1. B mapndagy 90.0 - 110.0% L.A. of Piperacillin
90.0 - 110.0% L.A. of Tazobactam

2. Identification ATIIAIN
3. pH 50-7.0
4. Bacterial endotoxins , NMT 0.08 USP EU/mg of a mixture of piperacillin and tazobactam
5. Sterility tests ATV
6. Water NMT 2.5%
7. Uniformity of dosage units AT
8. Particulate matter AN

- au1a > 10 pm lailfiv 6,000/container

-2ue > 25 pm hifiu 600/container
9. Constituted solution ATIINM
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3.1 Finish product speciﬁcation("

(72)

Test item

USP 35

10. Related substances

- Individual impurities :
- Tazobactam related compound A : NMT 1.0%
- Piperacillin imputiry 4 : NMT 1.0%
- Piperacillin imputiry 1 : NMT 1.0%
- Piperacillin related compound A : NMT 5.0%
- Piperacillin related compound C : 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% (hi‘n&l piperacillin related compound A)

3.2 Drug substance specification

3.2.1 Piperacillin "®

Test Item

UsP 35

1. Snadandnry

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

. Identification

ATIIHU

. Specific optical rotation

+155° to +175° (anhydrous substance)

NMT 2.0 - 4.0%

. Bacterial endotoxins

NMT 0.07 USP Endotoxin Unit/mg of Piperacillin

2
3
4. Water
5
6
7

. Sterility test ATV
. Related substances - Piperacillin related compound A : NMT 1.0%
- Piperacillin related compound B : NMT 0.2%
- Piperacillin related compound C : NMT 0.4%
- Ampicillin : NMT 0.2%
- Piperacillin related compound D : NMT 2.0%
- Total impurities: NMT 3.8%
8. Heavy metals NMT 20 ppm.
3.2.2 Piperacillin sodium @
Test Item USP 35

1. USanmarenday

863 — 1007 pyg/mg of Piperacillin (anhydrous basis)

2. Identification

AN

3. pH

55-75

4. Related substances

- Piperacillin related compound C : NMT 1.0%
- Piperacillin related compound A : NMT 3.5%

5. Water

NMT 1.0%

6. Bacterial endotoxins

NMT 0.07 USP EU/mg of Piperacillin

7. Sterility test

ATITNW
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3.2.3 Tazobactam "

Test lItem USP 35
1. WSnmdrendeny 98.0% — 102% of tazobactam (anhydrous basis)
2. identification ATIVTU
3. Specific optical rotation +160° to +167° (t = 20°)
4. pH 1.8-28
5. Bacterial endotoxins NMT 0.7 EU/mg of tazobactam
6. Water content NMT 0.6% (anhydrous form)

NMT 2.2-3.8% (hemihydrate form)

7. Microbial enumeration test and The total aerobic microbial count : NMT 10° cuflg
specified microorganisms The total combined molds and yeasts count : NMT 102 cufig
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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