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Cefixime 100 mg capsule

1. ¥o81 Cefixime 100 mg capsule
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Naﬂ'l'i’)'.ﬂ'i']zﬁﬂmﬂ’]mﬂulﬂm’m Finished product specification wag Drug substance
3 4 o a 9 o At w e = i LY
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3.1 Finished product specification: Cefixime 100 mg capsule

D) Test Items Specification

1 | Identification Complied with finish product specification
2 | Assay 90.0 — 110.0% of the labeled amount

3 | Dissolution* Not less than 70% (Q) in 30 minutes

4 | Uniformity of dosage form unit* Complied with finish product specification
5 | Water Not more than 12%

3.2.1 Drug substance specification: Cefixime (USP 41)

D) Test Items Specification
1 Identification Meet the requirements
2 Assay 95.0 — 103.0% (on the anhydrous basis)
3 Organic Impurities
- Individual impurities Not more than 1.0%

A3FUNTT
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- Total impurities

Not more than 2.0%

4 | Specific rotation -75° to -88°

5 Crystallinity Meets the requirements
6 pH 26-4.1

7 Water determination 9.0% - 12.0%

3.2.2 Drug substance specification: Cefixime (BP 2016)

- Total impuirities

- Any other individual impurity

U9 Test Items Specification

1 Identification Meet the requirements

2 | Assay 95.0 - 102.0% (anhydrous substance)
3 | pH 26 —~41

4 Related substances

Not more than 0.5%
Not more than 2%

5 Ethanol Maximum 1.0%m/m
6 Water 9.0% - 12.0%
T Sulfated ash Maximum 0.2%
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Cefixime 100 mg capsute

au ﬂmﬁnua%iﬂﬂnﬁgﬁ“uﬁ -

AUs509

fauusuan dwiinazuuy
1.57P17Leue 40

2 0ATFUVDIFUAMIDUINS 55
3.MIUININAINITUNY 5
'S'm‘ﬂzwuﬂ 100

uminazuuu
LaRsgIuRansue 60
2303 uviafURN T 20
wad & € a wa
3.AnsanUAngeyslevison sufuiRau 20
Rty 100

a =
1.A2UU59599 1

1.1 Mmsfusesnaunmeasndndug @ 1 Tu 5 azuuuiu 100)

100

(n) Wuerdsegluty@snenistnunmyes WHO List of Prequalified Medicinal Products

d s =i 4 - . -
(@) Wueegludydetendniusiennninuazindn (Green Book)
losnsuinenemansnisunne au 1 - Jaglu

= v - d a o v oa
(n) Dusieglutysetendndusiernunmuazguan (Orange Book)/EMA

-+ = - - s M v L7 o, fa .
(1) \uedseglutyldnetendndueisnlaiunmsiuses (Approved Medicinal List) Tng
n3evielsameuanguan tuuwndeansuvisUszmealne

9) usndsiinansniinnsindwaulidesnin 3 junsrandnfidemsnnsinnesided
Yauniwidaiiszylu Green Book atuanaaiiusIngemsenteaniyeriuvionuiaden
seylupnuantinlsmetunalsemauasnamsinseionglifiu 5 Ydunniudléfunis
fusesmaminngiisiulseniausenmesmaidanseiind analinseilaevesufiinisds
LileviofifinmsvesndneuagviosufURinis mmanmsg ISO/IEC 17025 VUL
accreditation body fiveniuluseiuaina vielasdrinnuumsgruieal fiins
NSUIMEIPNANTMITUNNE  NTTNTIAIEITUGY

1.2 Toyaaviuayu Anv1iteRunWNEn
= o v = = ' o v g v v alal =
(Fendeladeniis mniiunnin 1 Wteliidenteniiazuuuannign)

100

= = ar . i =l = o J = =
1.21 NFEUNEANEUNEIAULUY UTUNUMSANYINAALN NLAAIDIUTEANTNINYDY

100

AT3UNT
I\

L7

(Wey. 3501y TysaasTauas) (ney.3udeen w;mu'm) (nfy.01NAS ML)
GPU 275409  [V2601]

2&%9"‘ ”l:‘ﬁ‘)w*’”f'"q 3@7""’”‘5(




: . w e P
ﬂqmﬁUﬂqﬁsﬂU‘] aGmwuwﬂlu’)’ﬁﬂ’]‘iﬂ'Nﬂ"liLLWVIEJWIJ’]L‘fIBﬂEI

= = - w ar as 4 a ) vas
(1) miﬁn‘mauqwLntmlmn'um’mﬂaamnsﬁumEnuaz/mammﬂaamnaﬂaqqﬁlmwm
w v - - - E}l 1ed asa el 1 d
(2) Waveue (n) ¥50 (V) %38 (A) Y39 () NUIMSARUWILAITAITNINSIANERLULIBEHD

i =f - e IJ 1 -f - - s

1.2.2 nsadlidlyfensunuy d51eanunmsinwinerdtinnuiventalssansnmuoseaduen | 100
1Y = = o é - oo s -
FULUUMSESIBNUNSANYINIRATNTLaneisUssansnmeesenidlunissne asiiuwly

cad 1 A o - v v - - ' v v g va v da

MFATNUNSUNNEN LT oD e (Fontaladanila vinilunnin 1 Mveliidendenilnziiuy

|
UNNn)

aa , . = el
(n) 38nsAnwndu Randomized controlled trial waZINISARUNIUINTAITNATISUNNET 100
Yede

aa [ . . al =l a L3
(1) I8n15AnwITu Non-Randomized controlled trial kagilnsARUNILANTAISVNNISUNNE | 90
a0 d
PUYena
(M) 3nsAnwuiu Comparative studies WUy cohort studies wagiin1sAnuWlusaIme | 70

a1 e e
AMsUWNENLNYeiie
(1) 3n1sfnwndu Descriptive studies WUU case report or case series (s19ugUe) uazdl | 60
e a0 od

ASANUNIUITAISNNASUNNENULT DD
(1) \@ontolateviia 40

a = a wva
2.57uUs5047 2: WnsgIiBsUfuinns (azuuuiy 100)

S i

2.1 VU JURMTARIUNTTUTEIMNANNTAN NN I ISO/IEC 17025 AUNISNAdDY
- a d e - -ll‘ o
nandugausen lusienisveasunuauauiimanaiandmus

s . . = o ) ) =
Finished product specification finwualilugudnsazlusienisnydueienng

(n) Assay or potency

40

] L a = = o 1 at L. a W
(¥) d@uvenadsudU ] ithag MUUAIAZLUUTINAUYINAY 60 MNATIVATUYNIVD

LY s A J A -] Wl 1

ﬂ’WJ"iﬂ'WJ‘Uﬂlﬂﬁ?‘?}ﬂﬂﬂdﬂ’mﬂﬂﬁﬂuﬂlﬁuFPS ANALERAIUIN 60 AZLUY Lavln

qv - -] 1 d‘ v L4 d < ar

YU (MAULN 2 ALWUY) IﬂEJLQﬂEJﬂ']ﬂ.'ﬁﬂ3LL‘1J'IJ‘UE]1’1I.1»‘IE'1§JU'531.I’1€IJO‘U

60

v o a va o w
2.2 vnlilasuses MU fuRnIsneIuN1sSUTBIANANTANNNINTEIU ISO/IEC 17025
INNTUIVEIMEARTNITUNNEY Hande (1) vie (2)

60

(1) fmisdauaninisvesusesnnuaiunsaviosufuansunsgiu ISO/IEC 17025 910
nTnemaninsuwng dslinivaaeundninsienfiauenalusenvadoy
pyndeunsIuAnanTRivavada 3 Lot TaeesuFiRns ISO/IEC 17025 7
Lilvinan doil

. . 7, oo ar o el
Finished product specification Aiftwualilugudnsauslusens enruineingse

(n) Assay or potency

ATTUNNT

(Wey. g3 3 s ssaied) (ngy3dnmn YAuIs) (ngy.0107A3 Mued)

GPU 275409  [V2601]




' o = = o w v ¥ W
(v) dudaveaoudugivaes dvualiazuuusIy 36 MNATIVATUNNINITD e
o W LV -J -‘a L . . L7
witelateniamuidmunlaly Finished product specification Wnaans
| & a ° ' o v v o a
dnd1uain 36 wwtadu (atdey 2 duwnds) InewdenisiviasuuuteNivas
Usguauny

36

(2) fiwwzmilrdouaninisveiusesmuannn veafuRnisiiniuanmsgi ISO/IEC 17025

nnnssdnemaninsuwnd laglilimsmaseundnsusieiaussiailusiemsvedey 30

nyRaeunsILRaNTAmMamaiin 3 lot TneveauftiRns ISO/EC 17025 lilddudn il
Finished product specification itwuslilunudnwurlusenisaysusiedings

(n) Assay or potency 12
| v a a4 & o v v v v
(v) dutannasudu q Mivas MuyualipzuuuTIy 18 VINATIIATUYNYIUD D10
. w W v = o o : 3 ar
witelavhdevianunimualilu Finished product specification nesnau 18

| & a ° i & v v o a W
dnduan 18 Lﬁﬁﬂﬂ'ﬂu (NAUBN2 AUNUY) IﬂﬂLﬂﬂElﬂ']'s‘l“ﬂzLLUUﬂﬂ“L“ﬁaU‘szn”lmnu

o < wad & ' wa
3. fudssesi 3: uautAnaystlevddanisufifnu (azuuufiy 100)

1. waw1szydern Lot NO. Judueny vin 4 miegos

=i d L 1 1 )
2. wenifisesuyeiiesemsuisiinelaglidunanmw 35
3. Imprint code vuidingn 35

= a ¢

nsuanigunyiusismaneny
o v ° ISy o - =

3.1 wanudesuldduduau Tnglifidesmuadeulsla 9 lumsuanasu 100
] ‘e i ol =

3.2 wanwasulalisinign 50% wisdieulvlunisuanidsu 50

N33UNT

B s, @b

(ngy.ATamn YA (ney.210AT ML)

GPU 275409  [V2601]



qmﬁnﬁmzmmwmm
Cefalexin 500 mg capsule

1. §ou1 Cefalexin 500 mg capsule
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3. AuaudAniamaiia
wanmsiasizinunmiluluaiu Finished product specification  wag Drug  substance
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3.1 Finished product specification:

- Cephalexin Capsules (USP 41)

48 Test Items Specification

1 Identification Meet the requirements

2 | Assay 90.0 - 120.0% of the labeled amount

3 | Dissolution* Not less than 80% (Q) of the labeled amount of

cephalexin is dissolved in 30 minutes

4 | Uniformity of dosage form unit* Meet the requirements

- Cefalexin Capsules (BP 2016)

) Test Items Specification

1 Identification Meet the requirements

2 | Assay 92.5 - 110.0% of the labeled amount

3 Disintegration time 15 minutes

4 | Related sub}tances Meet the requirements
P i
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3.2 Drug substance specification:
- Cephalexin (USP 41)

) Test ltems Specification

1 Identification Meet the requirements

2 | Assay 95.0 - 103.0% of cephalexin (on the anhydrous
basis)

L Organic Impurities
- Individual impurities - Not more than 1.0% of any individual cephalexin-

related substance

- Total impurities - Not more than 5.0%
a Specific rotation +149° to +158°
5 Crystallinity Meet the requirements
6 pH 3.0-55
7 Water determination 4.0% - 8.0%

- Cefalexin Monohydrate (BP 2016)

) Test Items Specification

1 Identification Meet the requirements

2 Assay 95.0 - 102.0% (anhydrous substance)
3 pH 40-55

q Specific rotation +149° to +158°

5 Related substances Meet the requirements

6 Water determination 4.0% - 8.0%

7 | Sulfated ash Maximum 0.2%

WaBWe - *seYriate Dissolution fiu Uniformity of dosage units Tilwulenansuanssisazidunna
N3N 0AT ey ndlaudalilulu coa
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AMANYUZIANIZYBIYN
Levofloxacin 750 mg/150 mL solution for infusion, 150 mL vial

1. %am Levofloxacin 750 mg/150 mL solution for infusion, 150 mL vial
2. gruandAalY
2.1 guwy Wumsazawusmanide la Listd dwiuda
22 dmusznau a1 vial Usznaumesien Levofloxacin 5 mg/mL Usuias 150 mL
2.3 1BULUTIY 'ussq‘lum-nu.,msquwaﬂﬂﬁﬂmmﬁawmm type | ﬂaqnuu.amnvmeﬂaﬂ
2.4 aan - spyflenn dudsznausenddyuaranuuse Yundn Tuduoy luiindn
waziaungiloussuenlisgednauuuussysioe
- VunmurUTIRENeEaesdessEyTesmIatomnanisd duusnaunazuin
ATILIITBIEN LauTinan Tuduenyliogredniay

3. gruaNUANIunaila
Namﬁmswﬁqmmwﬂu‘lﬂmu Finished product specification k@ Drug substance

specification NlaaavzieunpdINUAMENTIUNTEMNITUALYT NTENTIEITITUEY

3.1 Finished product specification:

99 Test Items Specifications

1 Identification Complied with finished product specification

2 Assay 95.0% - 105.0% of the labeled amount of levofloxacin
3 pH Complied with finished product specification

a Bacterial endotoxins Complied with finished product specification

5 Particulate matter - Size > 10 pm: Not more than 25 particles / ml

Container size > 100 ml - Size > 25 pm: Not more than 3 particles / ml

6 Extractable volume Complied with finished product specification

[4 Sterility Complied with finished product specification

8 Impurities Complied with finished product specification

3.2 Drug substance specification: Levofloxacin hemihydrate

99 Test Items USP 41

1 Identification Meet the requirements

2 Assay 98.0 - 102.0% of levofloxacin on the anhydrous basis
3 Residue on ignition Not more than 0.2%

4 Organic impurities
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U9 Test Items USP 41
Note Procedure 1 is recommended if levofloxacin N-oxide is a potential organic
impurity. Procedure 2 and Procedure 3 are recommended if levofloxacin related
compound B is a potential organic impurity
Procedure 1
-N-Desmethyl Not more than 0.3%
levofloxacin Not more than 0.3%

-Diamine derivative Not more than 0.3%
-Levofloxacin N-oxide Not more than 0.3%
-9-Desfluoro Not more than 0.8%
levofloxacin Not more than 0.1%
-D-Isomer Not more than 0.5%
-Any unknown impurity
-Total impurities Not more than 0.20%
(excluding D-Isomer)
Procedure 2 Not more than 0.13%
-Levofloxacin related Not more than 0.10%
compound A (N- Not more than 0.50%
Desmethyl
Levofloxacin) Not more than 1.0%
-Levofloxacin related
compound B
-Any other impurity
-Total impurities
Procedure 3
-D-ofloxacin

5 Optical rotation / -92° to -106°
Specific rotation

6 Water determination 2.0 -3.0%

NUYLWG
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(Drug substance) ¥ 4.3.2 fujuNIHARTBINENSUNENTIFU (finished
product) ¥o 4.3.1
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Levofloxacin 750 mg/150 mL solution for infusion, 150 mL vial
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Levofloxacin 750 mg/150 mL solution for infusion, 150 mL vial
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