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om.® | Identification Meet the requirement

om.lo | Biological assay

-Potency in polycythemic mice or go.0-ew&.0% of L.A.

normocythemic mice (in vivo)

-Immunoassay (in vitro) xo.o-eb&.0% of L.A.
m.en | pH 2.9-0.lw
om.€ | Sterility Sterile
om.& | Bacterial endotoxin Less than lo.&¢ EU/ml
.o | Particulate matter Meet the requirement
m.e) | Extractable volume Meet the requirement
m.c | Osmolarity N blb&-bad& mOsm/kg
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Escitalopram o mg/e mL oral drops, solution
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o o nuA UsEnaumesien Escitalopram e mg
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nan13n3299AssiguamiulunuguanTRianznanainvesingiuidsdeain The
United States Pharmacopoeia «o - The National Formulary & and Supplements ASEINaN15m579
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a9y AaNUs NIRRT
m.® | Identification Meet the requirement
mlo | Assay &w.0%-e0.0% on the anhydrous basis
e.en | Residue on ignition NMT o.e%
m.€ | Enantiomeric purity NMT .0%
en.& | Organic impurities
-&-Dimethylamino-butyryl citalopram NMT o.lb%
-Citalopram related compund A,B,C,D and E NMT o.e% (each)
-Any other individual unspecified impurity NMT o.0%
-Total impurities NMT o.¢%
m.o | Water determination NMT ®.0%
f
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Escitalopram o mg/e mL oral drops, solution, @& mL bottle
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a9y AMANUR LTINS
@® | Identification Meet the requirement
&« | Assay ®0.0-060.0%
& | Deliverable volume Meet the requirement
&& | Impurities
-Citalopram related compund B NMT o.0%
-Citalopram related compund A NMT o.0%
-Citalopram related compund C NMT o.m%
-Citalopram related compund E NMT o.lbo%
-Any individual unspecified degradation product NMT o.0%
-Total impurities NMT o.e1%
<& |pH &.o-&.0
& | Microbial enumeration tests and tests for

specified microorganisms
-Total aerobic microbial
-Total yeasts and molds

-Escherichia coli

< @ob cfu/ml
< @0 cfu/ml
Not detectable
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Escitalopram o mg/@ mL oral drops, solution, @& mL bottle
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Fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose inhalation powder,
pre-dispensed, o dose inhalation
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Fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose inhalation powder
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bl UsEnaumiesiel Fluticasone propionate &oo mcg kae salmeterol &o mcg m'amsqm
® A39 37U oo dose
oo USIPuAsurUaatin Jasiuuas uagAuu
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en.e Fluticasone propionate

Ay AANUP
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m.e.e | ldentification

Meet the requirement

Xel.&o% - ®@o0w.0%

m.e.b | Assay

m.e.m | Related substance
- Impurities D
- Impurities G
- Impurities C

- Unspecified impurities
- Total impurity

Maximum o.:n%
Maximum o.n%
Maximum o.©%

For each impurity, Maximum o.®%

Maximum o.<%

m.e.€ | Specific optical rotation

+alo - +no

m.e.& | Water

Maximum o.&¢%
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Fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose inhalation powder,

pre-dispensed, oo dose inhalation
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a.lo Salmeterol

wva

a9 AANU?
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mlo.® | Identification

Meet the requirement

mlolo | Assay

Xe1.&% - ®0®.0%

m.lo.m | Related substance

- Impurity D

- Impurity G

- Unspecified impurities
- Total impurity

Maximum o.%
Maximum o.©%
For each impurity, Maximum o.e%

Maximum o.&%

mo.@ | Water

Maximum o.&%

mlo.¢ | Sulfated ash

Maximum o.e%

. AuFNTRlWIENIvATiavaInEaiue (finished product specification)
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& | Identification Meet the requirement

& | Assay
®&.0 - @ow.¢% L.A. of the stated amount
- Salmeterol ®b.¢ - @os.&% L.A. of the stated amount

- Fluticasone propionate

& | Uniformity of delivered dose Meet the requirement

&5 | Impurity
- Impurities A,C,D,E,F,G
- Impurities A,B,C,E,G

Listed under Fluticasone propionate

Listed under Salmeterol
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Fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose inhalation powder,
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pre-dispensed, oo dose inhalation

Founisuszmedgriuily Ussmesiadidnnsedngd lsameunaidsegiie

Tuddymstunzdeusniuen

Cooe nsamdueindnlulsendlng e nele 3 el

toolo  ndmIusmiuion1sutusTy Ml e.e ¥io .

Coom NIEMTUEIEIRINEUsTINA MUEd . Y0 b.e
Tufvetunsidou ne.e 1150 t.e V09 TIEUEIAN (M1 o) NEouTIHaTIBEATITE
msmuau@mmwmaawamﬁmeﬁmuﬁ%umLﬁau (finished product specification) wag
Formuanunmuesingiu (aw  material  specification) nsdifiag sninenis
WasuulasuAludfiudy azfosuuuianarsnisvenily (Me. v3e 8.¢) unieu
finished product specification Wwaz/138 raw material specification

&l dNUNBNANTIUTDINTFIUNTHARYN

toe nmngwanluUszmdlng fandosdiduunnmeaenidesusemnsgunisuing
PN NLNITENSTIALNTHAR1UBINTENTNAEITUAY (GMP/PICS) Tumainend
iauen (atuangamuseunsnsiaasulasinansiusesieiuitauenmuariud
NAREN)

glolo  nsmimdusnintransisseme frandoddiunamdenideiusewnnsgiunis
WAREILMANINUTIS N TIRlUNSNERE1TRIUSEIMARHAR W38 certificate of
pharmaceutical product (aﬂ’ua"lqmmmaumsm31aaauiﬂeﬁmams%’mmﬁﬁuﬁ
i TALA TuTNAnE)

&.en a‘hLmLaﬂmsqmé’nwmwaamﬁ'muaﬂm

&ae @WUTIEN (pharmacopoeia) Midlunmstungidouen Vfﬁmqauﬁ’amﬁﬂﬁm GE
nanAuend3e3U aduaian viemuderimuninasgiuvesuagisnTin e T
USENIANTENTINEISTUAY (30938Y5181 1A, ool

galo  MINTIVIATIBRRUNNNERSsTueINER (certification of analysis) Tuenuiidadu
AIBEN

Coo  WAMIINTAATIAMNININGRU (raw material) waeeddyililunisuinenud
dndumetaiosnanyuazduiningfiu

co  aanenwing (ianmwidings) atudy uazdiunenasiivenildduveaygyn
AudinuANENITUANTEIMTUATEN

ase ND[W‘/) ................... g/ﬂ?.‘?fﬂssﬁwniiums
(WEusnA SN
/ |
aede onweh . ?‘"“'?“’ ................. NITUMT AT o R AR NISUNS

(wigadvd  Innde) (WNENFTITIN wawann) )



i &
AMENYULIANIZYDIEN
Fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose inhalation powder,
pre-dispensed, o dose inhalation

[
v

=] ada a v a & a ¢ a [
JageeisUsEMAdigYIulY Usemasmddnnsetdnd lsameuaidsegiie

& fognen flauesin desdsiiegrsenagiates o wiisussyiue dadufunuuans
seandeald asufumuiitmusluideruautimnluiwiu
&€ mIvseiugunmedmey
tto Juiuegrowniidmeudoundslifosnit o U fuaniudeey
gl pWnoniidmey szdosdsdiuinmangluiusesanisasiaiinseisisuiidaey
vosrAnuarluiinneiingivvendningiuilindnejuiidwey
g  nidifiviiessnisinisguinegeiiideuiiiedinsiadiassiaanin wise
swmsazvihvilidedesveot Tnefuiuessesdeindnnusuauimizesuns
dwsatiesziuanduifuiaveumlddenfededumsnnadessiaunm nd
Anuienliifulunuaudnuaianis whesensveanudnsliuiansannis
iaueTmeRinavesnsuaz/ vienanlunsasely
gda  NIERlSMEIUAnTIIaeUMEVEINIATIIULEINUIET Lot TlFdawpumudonnas
lumstatondsil linssmunnesgunmudnuusiidmun fueazdonien lot Buidn
u1msgwudquau'lﬁ‘lwﬂua?wmuwhﬁ’uahmumﬁéi"ﬁa lot  fndna neluinani
Tsangnunasivun TagliAnaldsefisduainlsmeriasazfueasiossuiavey
Alganglunisantiunis */"lu'ﬂﬁﬁw?’fa%’uﬂmlumsa’wmhjgﬂﬁaqmuﬁtymmﬂ%ﬁaﬁu
fe warduneasesiuiiaveunademesuileanannsldedenarovnnsdl
EE& ﬂifﬁﬁINWEJWUWaWi’\U‘Luﬂ’lEJMﬁQ’JIWQ‘UWEJLLaG\ﬂ%é’ﬂﬁ’mﬁLﬂULﬁﬂVﬂQINWU’]U’Ia’«JS%u
Uy (black list) wanfausivesuden wagagiansanldlindafusivosuddvaud
Tsangnunauivaunas warlsamenuiasgyhnmsudadsudesdnalimissanusineg
N
ean  frwdosudsugdoslndvuneny viedleiianisidenanmieusznisia
nauAmuA
&o Q’maQuaau‘lﬁgﬁ?g@ﬂﬂLﬁnﬁmmﬁdauwuﬂﬁmm‘lﬁlumzﬂﬁ

1 LA 7]
=i v v

¢ WHunensengninesnanlydulsmeuia

gol  mamsinneinnnaAveimanimsuwng viennmsnusemsiuansing1ves
uenguglitnannsgu

¢o lunsdifilsmerviansuiemesdgndueinenunmahliiaseimslifcUssadiiouss

Pnenasmarmsiuidetio lsmmeuaveanuanslunshifionsan vgavievrasnisds

Tgenauninaziindngrutuduanulasnisvesenagnedniau

(Weusne IMSUNAIA)

o 7\ o 1 P (
A0 o LN ATSUNTT BT oo OO0 NNLAN ASTUATS
(Wwadwd  Inede) WNEANIRTITIY wAwEw) )



-& -
AMANBZIANIZYDIEN
Fluticasone propionate &oo mcg/e dose + salmeterol &o mcg/e dose inhalation powder,
pre-dispensed, bo dose inhalation
%’W‘gaaﬁﬁﬂszmm%zgmuﬁ"ﬂu Uszmasmdidnnsedngd Tsmeruiaidsegiin

& LBNaTdu 9
Cce MUNTENIITUNLTIUNINNIT b U 98A DA IUINANISANYIAIIUAAN TNTLULET)
(long term stability) naenyiveyvesenTunaideuld

A9T0 .J.‘.)?W.,....‘.IMW.\ZdUssmunﬁums

(WBusNe UNSIYNAA)

v

) < Ve ; N
Ao O, ASTUNNT  BIVD oo o TN s ASSUNTS
(Weedvd  Inkee) (WeEdsssee wauaw) )



— -
AMANBZIANIZVDIEN
Olodaterol b.& mcg/@ dose + tiotropium b.&¢ mcg/e dose inhalation solution,
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m.e.e | Identification Meet the requirement
m.e.o | Assay
- Liquid chromatography «z.0 %- ®o.o% of anhydrous substance
m.@.en | Water content ©.5% - @.0%
m.e.@ | Sulfated ash <0.0%

m.e.& | Impurity

- Each unspecified impurity < 0.6%

- Total of all impurities <o.%

- Impurity G <0.0%

- Impurity H <0.0%
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m.o.e | Identification

Meet the requirement

mlo.lo | Assay ®w.0% - ®@o.0%
am.o.en | Organic impurities

- CD oo <0.0&%

- (D x¢& <0.0&%

- CD eo&«d <0.0&%

- Any unspecified impurity <0.0%

- Total impurities <o0.c%
mb.a | Water <o0.¢%
m.o.&¢ | Sulfated ash <0.0%

. AuaNlRWIznImATinvesnaaiue (finished product specification)
nan1snsRdeneinuamiulumuauanRamemanadavomandusigddaanzidouse

AiNUANZNTINAITOIMITULALET NTENTIEEITUAUINY siaiivide "Usnasaenddny Wulua
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c.® |dentification

Meet the requirement

&l | Assay
- Tiotropium Meet the requirement
- Olodaterol Meet the requirement
<o | pH ©.e)-n.e

&.& | Impurities

Meet the requirement

@& | Microbiological quality

-Total aerobic microbial count CFU/g
-Total combined yeasts/molds count CFU/g

-Bile-tolerant Gram-negative bacteria /g

NMT @)olg
NMT @0
Not detectable
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a1y AMALUR N9TIUNITRANTON
-Staphylococcus aureus /g Not detectable
-Pseudomonas aeruginosa /¢ Not detectable
&& | Fine particle dose
- Tiotropium ®.D - mn.@ MCg
- Olodaterol ©.D - an.@ MCcg
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Sevelamer carbonate oo mg powder for oral suspension, oo mg sachet
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a9y AaNUR nlUN SR
om.e | ldentification Meet the requirement
m.lo | Total titratable amines ®6.m-0&.6 Mmol/g
a.en | Residual allylamine < & ppm
om.€ | Uniformity of dosage units Meet the requirement
om.& | Loss on drying NMT <.0 %
oo | Residual soluble oligomers NMT o.lb%
o.ed | Microbial limit

-Total viable aerobic count < &oo cfu/g

-Molds and yeasts < ®oo cfu/g

-Escherichia coli N Not detectable
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	Epoetin alfa 8000 iu 0.8 mL solution for injection, 0.8 mL prefilled syr
	Escitalopram 20 mg-mL oraL drops
	Fluticasone propionate 500 mcg dose + salmeterot 50 mcg dose inhalation powder
	Olodaterol 2.5 mcg dose + tiotropium 2.5 mcg dose inhalation solution
	Sevelamer carbonate 800 mg powder for oral suspension

