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IR YARMANBULIRANIZLAZIIAINATN
Insulin human mo iu/e ml + isophane insulin eJo iu/e Ml suspension for
injection en ml
Tssngunadva 9N08Ya JINIAUATAISIINGIY
6.3981 Insulin human mo iu/e ml + isophane insulin e¥o iu/@ ml suspension for
injection @ Ml UM ox,&oo ¥aDA
o.AuENTRNLY
b.e JULUY dugauvliauvIungnau
blo d@ulsenau  Tu e naen (catridge) Usenausie Insulin human mo iu/e ml +
isophane insulin edo iu/@ Ml ( 937181 mo :wo ) suspension for
injection en Ml (moo unit) cartridge
L. VWIANNTUTIY UTHAS ooml
o MYUEUTTY  vaealfdmiuusIgdnunaande uasansauspasaifadaiy
Uinmendndugdundeulyla 4ila multiple dose container Uasfiuuas
.& 287N naBaen . szyBiontsdn, Jeaniyyynaen vuneLuss undn Tumuneny
NG ez Toueliegnadauuuussgiug fienasiiveussglu
naeae idermuudaieuliifivefigumgll o< ssriwaidea uasviuus
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specification uag Drug substance specification Fil#sun155usosNdNINUANENTILNITE NS
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a.@ Specification of finished product: Human insulin isophane suspension and

Human insulin injection USP &o, Biphasic isophane insulin injection BP woa®

v Specification
U9 Test items
USP &o BP boe®
Identification Complied with specification | Complied with specification
(S Assay KR&.0-00&.0% Complied with specification
o Zinc determination o.0b-o0.0& mg for every NMT &o.o0 mcg/ @oo IU
®@oo USP insulin human
units
& Product-Related NMT en.0% NMT en.0%
substances and impurities (protamine containing)
Physicochemical analytical
procedures for insulins,
Limit of high molecular
weight proteins
& Soluble insulin human o&-m&% Complied with specification
content (The percentage of soluble
Method & or Method v insulin human is in the range
(Lis the percentage of L+ &)
soluble insulin human
stated on the product
label)
>} Related protein Complied with specification | Complied with specification
o Preservative Complied with specification | Complied with specification
= pH o.0 - 0.& b - 0.
« Bacterial endotoxin NMT wo IU/@oo USP insulin | NMT <o IU/@oo USP insulin
human units human units
@o | Sterility test Sterile Sterile
@ Feulviawg
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FIUAZLDUAAMIENBAIZIANIZHAZIIAINGATN
Meropenem @ ¢ for injection
T59nWeIUTagYa 91LN0EYA TINIAUATATSITUTIY
o.3081 Meropenem o g for injection UM eo,000 vials
o.AausnlAviAlY
©.e JULUY Hursendsiaanide
b.lo dulsznay  Usznaumufiel Meropenem Trihydrate %138 Anhydrous Meropenem GR
am&aﬁ'u Meropenem & gm Wag Sodium Carbonate
b NUUrUTTY  UssgeglunwurusTednUsmande

. AN

b.c.6 UUNEDIUTIY TEUTREMTUBNNNTTAN, druusenay, Merdifgy, ANULITUELE,

9

[y

wungidousiniuen, g, undeauasudueigliogrednau
b.<. b UNAIYULUTIY TEUTBEIMTOTBNINTTAN, dulsenay, Medfy, ANuLswee,

WUNHGS, uazTudueny

an. ARuANUANIUmATla

KansAsIziNaRueidnSagU uazingRudidy deaduluaiu Drug product
specification wag Drug substance specification Fal#3un155usasaMdNINNUANENTTUNITEIMS
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am.e Finished product specification : Meropenem injection USP

U Test items Specifications
® Identification test m?’«aci’mmmﬁsquu finished product specification
© Y3unausenddgy ®0.0 - @wo.0% of labeled amount of Meropenem
on pH el - @.n
& Uniformity of dosage units mwchummﬁ‘szulu finish product specification
& Bacterial endotoxins NMT o.eb& endotoxin units/mg of Meropenem
b Sterility Test Sterility
& Constituted solution mswchummﬁizqiu finish product specification
© Impurities:
Chromatographic impurity
impurity with a retention time of [ lalinnnin o.c%
about o.e& relative to meropenem
impurity with a retention time of | lixnnA1 0.5%
about e.« relative to meropenem
® Loss on drying ® - 0%
®0 Particulate matter
YU 2 @o um LA mﬁ'sﬁ]ﬁiﬂumuﬁizﬁtu finished product specification
b,000/container
WA 2 lo& pm LA AyIaRIuNAsEyly finished product specification
boo/container
06 Content of Sodium &o - @wo% of labeled amount of sodium
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om.ln Drug substance specification : Meropenem trihydrate USP

h) Test items Specifications
® Identification test NIIANIU

© USunausnendrAgy ®&.0 - ®@0®.0% of Meropenem
o Specific rotation | -e¢° t0 -be®° measured at bo®

Test solution : & mg/ml, in water

& pH .o - 9.0

& Water ®6.& - ®n.c%
> Residue on ignition NMT o.@#%

o Heavy metals NMT o.coe%
® Limit of acetone NMT o.0&%

« Chromatographic purity:

at relative RT about o.€& NMT o.n%
at relative RT about e.«o NMT o.:n%
Any other impurities NMT o.@#%
Sum of all other impurities NMT o.:n%
o | Sterility ATIVNUY
®6 Bacterial endotoxins NMT o.eo& USP Endotoxin U/mg

& 5IANANN SIAFBNUIY ®e.cc UM NEIUINRU &ee,coo U
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Isophane protamine insulin @oo iu/e ml suspension for injection en Ml
T5ane1unadua 91N08va ININUATAISITUIIY

©.%981 Isophane protamine insulin @oo iu/e ml suspension for injection e ml
U b,000 WADN

o.AuFulANY

©.e gULUY dugduyliauiunznou

blo @1uUszneU T e viasn (catridge) Usznausie isophane protamine insulin oo
iu/@ ml suspension for injection e Ml (moo unit) cartridge

L. YUIANTUTTY USUms eml

b MULUTT]  vaeakfidmiuuTTaednunimanide waranusoussgaeaufdniy
Uinmendasugduniedldla ¥ia multiple dose container Uasfiuuas
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nan1sIAsIziNaniuTidnSagU uazingAudidty feeduluniu Drug product
specification wa¥ Drug substance specification 39l6UN155UTBIINANTNIUALLNTINNITOIWS
Waven NsznTRasITNEY wiiidervunuauiivnanadaiieuvinniedutagiuniy dermun
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.o Specification of finished product: Isophane protamine insulin @oo iu/ml (en ml)

) Test items Specification
Identification m?ﬁlﬂhummﬁisﬂu finished product specification
Assay «&.0-@0&% of the potency stated of on the lable,

expressed in USP insulin units/ml

o | Bacterial Endotoxins NMT o USP Endotoxin Units per @oco USP
& | Sterility Test Sterile
& |pH 0.0 - ol.&
o | Zinc content o.0be-o.0& mg for each @oo USP insulin human
units
Insulin in the supenatant NMT @.o0 USP insulin human units per ml

& | Limit of high molecular weight NMT en.0%

protein

a.lo Drug substance specification
§191111970 recombinant human insulin ABILEAYHANITNIIY residual host cell DNA uag
residual host cell protein
WUYLI6]
- nsdifaavsfouudenisiu (waive) nansasaeuliaTeisemsla liduenasvdngiudandnd
Ip5uaudifeng
_ Drug substance specification a158419101UTLATINUBIRHER drug substance w3oluitasiz
drug substance vasiuAndFagy atlaatunil Geiinammeinneiasuynifideiisivue
< .Rouluang
m.e viaoneIliuUINNAUgaY Iﬂamﬂmauyﬁuﬁaaﬁé’nwmsﬁmwﬁ
mo.e Unmdugduiinnunmuuduse SnsudwendesdmiuiiuiinnBugiuuas
wummvamaufaauLwaavmfﬂ,umimuawaqwﬂw
0n.0.9 mﬂmausnaummamnmmmmmsummmaw"daaﬂaulﬂ‘l‘uwmuimﬂumaqm
giuldiinnnimiswiniu e Wou
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IIYBLLDUAAMANYULIAWITUAZIIAINGT
Manidipine tablet o mg

T59n8IU1IaEYa 81LNDRYA JINIAUASAISITUIIY

o.3981 Manidipine tablet bo mg 31U mco,000 KA
0. Ansu Ay
b.o JUKUY Juedindmsuudsenu
blo @uUszneu  Usenaumesien Manidipine Hydrochloride wo mg Tu o Lin
b AMVULUTTY  UTTYLUunsegiiilleuneed wise blister pack Unatin uavussydunidesiu
waslol
b.g 2870 - spyilenn dulssneusiondfyuazaussTurdnuduoigauiinge
waztawnzileuisuenlisgndaauuuussyiud
- VUNUPUIIIYIestieedessyermieteniimafidulsenauuas
YPUINATIILTIVRY BnavTikEn FuduegliTaiay
a. AusNUANIGmnAia

a o

nansiaseinanduidniagy uazingAudrAny sealuluniu Drug product specification
uwae Drug substance specification 4l#5UNM35UTBRINATNIIUAMLNTINNITEMNTUAZE NTENTH
as1sge ualidenmusnuautiniaweiaiieuviviedulegiund demwuauazinasgiuves
menniluinels dsemils muusznrnsEnTEsIsagy 3es s2YiTe wa. bebe ag
Fuil o Sueuw.Alb@peUszmAluTvRIYLUNN elo NUATTLS WA bebol) UazszyiiTen @iy
o) Neloeoo asiuil m NINNIAY beol (UsznAluTsfianyuny bo NINYIAY N.AbEDL)

m.e Finished product specification : JP e

U9 Test ltems Specifications
|dentification Meet the requirement
5] Assay «b.o-e0x.0% of the labeled amount of

manidipine hydrochloride

o Uniformity of dosage unit Meet the requirement

< Dissolution Not less than e1&%(Q) of the labeled amount of
manidipine hydrochloride is dissolved in &&

minutes
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oo Drug substance specification : JP @

1%

U9 Test Items Specifications
Identification Meet the requirement
Assay &x.&-906.0% of the labeled amount of manidipine
Hydrochloride

) Melting point wow C (with decomposition)
& Heavy metals Not more than @o ppm
& Arsenic Not more than @ ppm
> Each Related Not more than o.0%

substance
o Total Related Not more than o.s9%

substance
@ Loss on dying Not more than &.&%
« Residual on ignition | Not more than o.0%

<. SIAMNAN SIAWONUIE @.00 UM NMEIUNRY e, Doo UM
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TUALLBYAANANYUSLANIZUAZIIAINGS
Fluticasone eb& mcg+ Salmeterol b& mcg/e dose inhalation ,elbo dose

Tse1uadva 91LnNe8ea SIS AUASASSSSUSY

®. %a&n Fluticasone eb& mcg+ Salmeterol b& mcg/e dose inhalation ,ewo dose
U b,go0 NEDY
o, AauanTAvRlY
b.e JULUY \Jueganuuuy pressurized metered-dose inhaler (MDI) dmuganun
Uan
olo druuszney  lunisgemuen e A%t Ussnouse Fluticasone Propionate elo® mcg waw
Salmeterol & mcg.
b MPUEUTTY  UsSRluNugd MU FsRaga metering value W3BUUITY propellant
wianaUsIARINENS CFC
b. 2aMEN “spyfioen dhuuszneufedifuazemuuss Sundn Fudiueny auiiudn
waztarnzioumivelisgednauuuussying
- aanuuNYUzUIIedReasEyTenn visdulssnousienddyuas
ALY U §umq B uasTouseminan
- fenansiiugndmaunasiiunmuszneuntswunnnvurussy
a. AruFNTANIumAiia
NamMsATIZidniugidusgy uaringRud iy deaduluniu Drug product specification
uag Drug substance specification a4l#3UN155UsBsINdIINNUANEATINNTOWMISIAZEN NSENTIT
amsgy waiidedmunguuandinanedafeuvimiodulegiund defuusuazinasgiures
mianeilushinela ssemils awuszniansEnnEms gy Sos 52 N, bebe ag
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sn.a Finished product specification : Fluticasone eb& mcg+ Salmeterol lo@ mcg/@ dose

inhalation ,ewo dose : USP

¥

U Test items Specification
@ | Identification mm%ﬂhum’mﬁ%ﬂu finished product specification
b | Assay cs=-ee% each for fluticasone propionate and

salmeterol (calculated from actuation contains:

fluticasone propionate e@& mcg salmeterol e

mcg)
o | Aerodynamic size distribution
Amount of fluticasone propionate | enet-oev (Sum of stage m,& and &)
deposited (mcg/actuation)
Amount of Salmeterol deposited | e)-@en (Sum of stage m,& and &)
(mcg/actuation)
& | Impurity
Any unspecified degradation Not more than o.e%
product
Total degradation products Not more than o.lb%
& | Microbial test Meet the requirement

.o Finished product specification : Fluticasone el& mcg+ Salmeterol b& mcg/e dose

inhalation ,ebo dose : BP

¥

UD

Test items

Specification

|dentification

m’mmumuﬁixﬂu finished product specification

Content of fluticasone propionate

dx.o-c.o % of the stated amount

Content of salmeterol

0&.&-xl.&% of the stated amount

Uniformity of dosage units

Meet the requirement

<
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en.en Drug substance specification :

vo-

Fluticasone propionate :USP

UD Test items

Specification

@ | ldentification test

MU

o | Assay

®&.0-00e.0%LA (anhydrous)

o | Optical rotation

+elo® - +an°

Water determination

Not more than o.lo%

Related substance

Compound A

Compound B

Compound C

Compound D

Compound E

Any individual
Total

Not more than o.0%
Not more than o.e%
Not more than o.#%
Not more than o.m%
Not more than o.m%
Not more than o.e%

Not more than @.0%

o | Limit of Acetone

Not more than e.0%

on.e Drug substance specification : Salmeterol Xinafoate : USP

¥

UD Test items

Specification

Identification test

MU

b | Assay

XRee.0-@0L.0%

o | Residue on ignition

NMT o.e%

@ | Related substances

Compound A
Phenylethoxy
Phenylproproxy
O-alkyl

Compound B

Deoxy

N-alkyl

Unspecified impurities
Total

Not more than o.o%
Not more than oc.e%
Not more than oc.e%
Not more than o.m%
Not more than oc.e%
Not more than o.0%
Not more than o.0%
Not more than oc.e%

Not more than o.9%

& | Water determination

Not more than o.w&%

o | Optical rotation

-0.& to +o0.¢°
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en.& Drug substance specification : Fluticasone propionate :BP

¥

U9 Test items Specification

@ | Identification test mi?ﬂmumuﬁizﬂu Finished product

specification

b | Assay «o.0-e0b.0% (anhydrous substance)

o | Specific optical rotation +ao° - +mo° (@anhydrous substance)

@ | Related substance

Impurities d ,G Maximum o..% for each impurity
Impurities A,B,C,E,F,H,lI Maximum o.% for each impurity
Any other impurity Maximum o.@#%
Total inpurity Maximum e.©%
Acetone Maximum @.0%
Water Maximum o.&%

e.D Drug substance specification : Salmeterol Xinafoate : BP

v

UD Test items Specification

@ | ldentification test mswmummﬁ'ssq‘lu Finished product

specification

o | Assay «0.&-eow% (anhydrous substance)

m | Related substance

Impurities d ,G Maximum o.% for each impurity
Unspecified impurities Maximum o.@% for each impurity
Total inpurity Maximum o.¢%

@ | Sulfated ash Maximum o.e%

& | Water Maximum o.&%

& F1AMNAN T1AWBNUE ebe.co UM MEIUIIRY dolm,ebo UM
a o g A v ) ) =
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TYALIDYAAUAN BALANIZUAZIIAINAN
Insulin aspart + Insulin aspart protamine (mo+evo) IU/ml Injection (sn-ml)

lsang1unadva snedva JwinuAsATSIIUTIY
o.3087  Insulin aspart + Insulin aspart protamine (mo+sJo) IU/ml Injection (en-ml)
11U & 000 YaDA
o.AENTAVR Y
©.e. JULUY Juehuriunzneu Usirnnde dunigu dwmsuie
blo. @WUsENAY  UsENoUMefien Insulin aspart ¥HATILERATIZN HARGIENTLUIUNNS
recombinant DNA Tugns1diu soluble insulin aspart 598a% mo uay
protamine- crystallised insulin aspart 598 elo (FRF1@dIU a:ev)
lagfiam ity eoo IU/ml Tuauaussy e ml
oo AWUPUTTY  UsSeluvaeRndnUTIARINge USins e mi Sel5aufU nsulin pen
Tapgnumungay
b.e 21Ny - seyfonduyszneusiend iy uazeuuss Yurdn Fudiuany
\aiinEn uaz wanzilgwiuenlTegednauuuussgsioel
- VuMINPUTIYIedlivedessyydosmieteniinsfi daulseneu
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m.e Finished product specification

48 Test items Specifications
Identification Complied with finished product specification
b | Assay «0.:n% - @o&.0% of the labeled amount of
insulin aspart
o BlocisoAsp insulin Not more than e.0 %
aspart
& | Related impurities Not more than e.en %
& | Total zinc @o. - bb.ed mcg/ml
D PH ¢.bo - v.ee
e | Bacterial endotoxins Not more than go IU/@oo units of insulin aspart
< | Sterility Complied with finished product specification
& | Insulin aspart in b ©% -mb.0%
solution

a.ln Drug substance specification

) Test items Specifications
@ | Identification Complied with drug substance specification
b | Assay xo.0 % - @oc.o % of the labeled amount of
insulin aspart
M BlgisoAsp insulin Not more than o.;n %
aspart
& | Loss on drying Not more than @oc.o0 %
& | Sulfated ash Not more than .0 %
b | Bacterial endotoxins Not more than eo IU/mg
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TALLDYARMANBULIANIZUALIIAINAY
Piperacillin & g and Tazobactam &oo mg for injection
T59ne1UTadYa 81N9RYa IWIAUATASSITNTIY
o. 308 Piperacillin & ¢ and Tazobactam &oo mg for injection 914U &,000 vials
o.AuFuTAT 1Y
©.e JULUU Wursenusmanide dmiudaniamaendensi
blo @wlsznoy  Usznausmeien Piperacillin ¥39 Piperacillin sodium %aauy,aﬁ’u
Piperacillin &« g ILa¥ Tazobactam acid %ﬂauyjaﬁu Tazobactam oo mg
Tu @ vial (§ns182Uve3 Piperacillin Ao Tazobactam WU <:e)
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a.e Finished product specification : Piperacillin & ¢ and Tazobactam &oo mg USP &

48 Test items Specifications
® | ldentification Meet the requirement
b [ Assay
- Piperacillin ®o - ®®0% labeled amount of Piperacillin
- Tazobactam «o - ®@@0% labeled amount of
Tazobactam
e | Uniformity of Dosage units Meet the requirement
& | Organic impurities 50, ())dL\Q, !‘SD\DM\MJ,,‘
Procedure & : (mfm) JHER. JHEL..runs
o '?'?“f’ﬂ ......... mw.ﬁ(.ﬁ/.mnmv
- Tazobactam related compound A Not more than @.0%

i




Piperacillin impurity «

Piperacillin penilloic acid
Piperacillin penicilloic acid
Acetylated penicilloic acid of
piperacillin

Piperacillin impurity &

Piperacillin impurity o

Any individual unspecified impurity
Total impurities (not include

piperacillinpenicilloic acid)

Not more than @.0%
Not more than @.0%
Not more than &.0%
Not more than @.0%

Not more than @.0%
Not more than @.0%
Not more than @.0%

Not more than &.0%

Procedure b :

Tazobactam related compound A
Amoxicillin related compound A
Piperacillin related compound E
Formylpenicillamide

Ampicillin

Piperazinedionecarbonyl D-
phenylglycine

Acetylated penicilloic acid of
piperacillin

Piperacillin penicilloic acid isomer &
Piperacillin penicilloic acid isomer ©
Piperacillin ;penicilloic acid
Piperacillin dimer ethyl ester
Piperacillin dimer thiazolamide
derivative

Piperacillin penicillamide
Piperacillin dimer
Peperacillinylampicillin

Any individual unspecified impurity
Total impurities

Not more than o.e%
Not more than o.o%
Not more than o0.&%
Not more than o.b%
Not more than o.o%
Not more than o.lb%

Not more than o.¢%

Not more than o.e&%
Not more than &.&%
Not more than o.&%
Not more than o.0%

Not more than o.lb%

Not more than o.:n%
Not more than o.€%
Not more than o.m%
Not more than o.@%

Not more than &.o0%

Procedure e :

Piperacillin related compound E
Tazobactam related compound A
Formylpenocillinamide
Ampicillin
Piperazinedionecarbonyl D-
phenylglycine
Piperazinedionecarbonyl D-

Not more than o.&%
Not more than @.0%
Not more than o.0%
Not more than o.m%
Not more than o.¢%

Not more than o.©?

b
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- Acetylated penicilloic acids of
piperacillin

- Piperacillinpenicillenic acid

- Ampicillin hydrantoin analog

- Piperacillin penicilloic acid isomer &

- Piperacillin penicilloic acid isomer lo

- Piperacillinoxalylamide

- Piperacillinpenicilloic acid

- Piperacillinpenicillamide

- Piperacillin dimer

- Piperacillinylampicillin

- Any individual unspecified impurity

Not more than o..%

Not more than o.©%
Not more than o.n%
Not more than e.0%
Not more than m.0%
Not more than o.©%
Not more than @.0%
Not more than o.lb%
Not more than o.&%
Not more than @.0%

Not more than oc.e%

Procedure « :

- Tazobactam related compound A

- Amoxicillin related compound A

- Piperacillin related compound E

- Ampicilline

- Acetylated penicilloic acids of
piperacillin

- Piperazinedionecarbonyl D-
phenylglycine

- Piperacillin penicilloic acid isomer &

- Piperacillin penicilloic acid isomer &

- Ampicillin hydantoin analog isomer &

- Ampicillin hydantoin analog isomer

- Piperacillinsulfoxide

- Piperacillinpenilloicanalog ,isomer @

- Piperacillinpenilloicanalog ,isomer

- Piperacillin dimer

Not more than &.0%
Not more than o.lv%
Not more than o.&8%
Not more than o.l%

Not more than o.5%

Not more than o0.@%

Not more than .0%
Not more than .0%
Not more than o.0%
Not more than o.e&%
Not more than o.e&%
Not more than o.¢%
Not more than o.&%

Not more than o.;%

- Any individual unspecified impurity

Not more than o.e%

Not more than o.o& Endotoxin Unit/mg of

& | Bacterial Endotoxins
mixture of Piperacillin and Tazobactam

o | Sterility Meet the requirement
Fes | Particulate matter

Size 2 @o um Not more than b,000 particles/container

Size 2 lo& um Not more than boo p\artic es/container
o H Co - o990, 2000, N2 U A

.0 - .0
P (a-v%a)..%ﬂ?.m.i‘.’i 7%3{@3 £137u0

« | Water Not more tharf 1§29 =2 S
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e.lo Drug substance specification :

en.lo.e Piperacillin USP NUBHY Piperacillin monohydrate

49 Test items Specifications
® Identification
5] Assay o - @omo microgram/mg of Piperacillin
(on the Anhydrous basis)
o Heavy metal Not more than o ppm (o.co%)
fcd Related compounds
- Piperacillin related compound E Not more than o.0%
- Ampicillin Not more than o.0%
- Piperacillinpenicillioic acid Not more than @.0%
Acetylated penicilloic acids of Not more than o.@%
piperacillin
- Piperacillinylampicillin Not more than .0%
- Total Impurities Not more than en.<%
& Water .o - &o%
D Specific rotation +e&&° to +emd&®
o Bacterial endotoxins Not more than o.oe Endotoxin Unit/mg of
Piperacillin
< Sterility Meet the requirement

en.lo.lo Piperacillin sodium USP &e

49 Test items Specifications
® Identification Meet the requirement
[ Assay & - @oosl microgram/mg of Piperacillin (on

the Anhydrous basis)

an Impurities
- Piperacillinpenicillioic acid Not more than a.&%
Acetylated penicilloic acid of Not more than @.0%
. - =
iperacillin LA <
p p ] et ‘ 00\ khll\f\ ALy g ’
YT e e IRV U W B3 E2 0T
< pH &.& - o.& (9%9).. JANTNIA.LL DHR)  rsiunys
P ondy cav/
QT )eeceoreslosasaressmesaonsaranes RERVLE

& Water Not more than @.0%




> Bacterial endotoxins Not more tha o.oel Endotoxin Unit/mg of
Piperacillin
o Sterility Meet the requirement
m.o.en Tazobactam USP &
9o Test items Specifications
® Identification Meet the requirement
(5} Assay ®z.0 - ®o.0% of Tazobactam
(on the hydrous basis)
y Residue on ignition Not more than o.e%
4 Heavy metals Not more than o ppm (o.co%)
& Organic impurities
- Tazobactam related compound A Not more than @.0%
- Any other individual impurity Not more than o.®
Total impurities (lais1 Tazobactam Not more than o.m%
related compound A)
D Bacterial endotoxins Not more than o.e/ Endotoxin Unit/mg of
Tazobactam
o Specific rotation +@o0° to +eboe’
® Microbial enumeration tests and tests | The total aerobic microbial count NMT @,000
for specified microorganisms cfu/g and the total combined molds and
yeasts count NMT eoco cfu/g
® pH 0.c-b.e
®0 Water

- For the anhydrous form
- For the hemihydrate form

Not more than o.o%
b.lb-nc%
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T18ALIDUAAMAN WLANIZLAZIIAINAY
Phenytoin Sodium @oo mg prolonged-release capsule

159N8IU1ARYA DMNFYA FIUIAUASATSTINSIY

d 5 G o

Vg Phenytoin Sodium @oo mg prolonged-release capsule 3UIU ebo,000 AUy
& anaudanaly

¢ JUuuy Lﬁua%mﬂ@a%ﬁm%’ﬂﬂismu

¢lo @ulszney U o uAUgaUTENaUMEIET Phenytoin Sodium eoo mg Tnsnns
Yanudesenluguunuvesngnsiiiu Sustained-release Capsule
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sn.@ Finished product specification : Phenytoin Sodium @oo mg prolonged-release

capsule (USP)

b Test items Specification
® Identification test - Complied with finished product specification
6] Assay - ®&.0-90&.0% of the labeled amount of

Phenytoin Sodium

o Dissolution Test - Not more than &&% (Q) in mo min
- Not more than »o% (Q) in bo min

- Not less than s10% (Q) in @wo min

cd Impurities

- Diphenylglycine (DPG) - Not more than o.& %
- Diphenylhydantonic acid (DPHA) | - Not more than e.0 %
- Individual Unknow Impurities - Not more than o.lb %
& Uniformity of dosage units - Complied with finished product specification

(D3%0). I)A.ﬁékM\A\mem

wessapine

(0099 INEL .o JEEL nvsums /anlo Drug...
Moy NI

&
LR L T D e e



m.lb Drug substance specification : Phenytoin Sodium (USP)

-NG-

- Phenytoin related compound A
- Phenytoin related compound B
- Benzophenone

- Total impurities

) Test items Specification
Identification - Meet the requirement
b | YTuasienddny - ®w.0-e0.0% of the labeled amount of
Phenytoin
o Related substance

- Not more than o.«%
- Not more than o.«%
- Not more than o.#%

- Not more than o.«%

Heavy metals

- Maximum o ppm

Loss of dying
Dry it at ®@o&°C for & hours

- Not more than b.&% of its weight

WNEWe : o.nsiaAngiisuudnsiiu (Waive) msnsiaaeuiinseiinisle iauenanswangu

sanannlasueydfnag

. #Te Dissolution wag Uniformity of dosage units liluutenansuansseazidanna
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Dextran eo 0.6% + Hypromellose o.m% ophthalmic solution, o.@ ml unit dose
lsswenunadva dunefua J9WInUATAISITUIY
o, Tawn. Dextran eo 0.e% + Hypromellose o..% ophthalmic solution, o.@ ml unit
dose MU a,go0 NABY (ebe,Doo 1ADA)
0. AauENTANI Y
b.o. JULUY ansavaeUnde la 4ifd dwsuneenm
blo. @UszneU U @ Masn Usznaumiee Dextran so 0.0% (eoo me/ml) uag
Hypromelloseo.m% (snoo mg/@oco ml) UsU10s o.c ml Lag
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m.e. Specification of finished product : Dextran e/o + hypromellose ophthalmic

solution (non-official)

19 Test items Specifications
Identification Complied with specification
Assay Complied with specification

m | Osmolarity or Osmolality Complied with specification

& | Viscosity Complied with specification

& | PH Complied with specification

o | Container content Complied with specification

o | Clarity Complied with specification

& | Sterility Sterile

wanewis: wnld in-house specification Tiasannunasinldaangideusedninay
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&  |Insulin human mo i/e ml + isophane insulin wo iwa ml suspension for injection @ ml WwaoA o, doo.00 w/doo | 6,ddm000.00
o |Meropenem (@ G) Twea ©0,000.00 cd.ae *€,€00.00
o viaon ,000.00 vc.qo €ER,00.00
Isophane protamine insulin @oo iw/a ml suspension for injection @ ml
& [Manidipine oo mg din @c0,000.00 a.00 &&,500.00
&  |Fluticasone alod mcg +  Salmeterol lb¢ mcg /o dose inhalation,elo dose N9 (oo dose) b,c00.00 06,60 i, 360.00
o |[Insulinaspart mo iwe ml + insutin aspart protamine o iw @ ml suspension for injection (w mU) waon &,000.00 omo.dd ado,nid0.00
@ |Piperacillin & g and Tazobactam oo mg for injection lwea ,000,00 bel.ae ¢, ©50.00
V
o |Phenytoin Sodium @oo mg Prolonged-elease capsule uavga @%90,000.00 oo diab,doo.00
«  |Dextran sio 0.6% + Hypromellose o.c% ophthalmic solution , 0. ml unit dose wagn 0be,500.00 abd| dobgoo.00
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