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5180151 6 Hydroxypropyl methylcellulose (Hypromellose) 0.3%+Dextran70 d.1% eye drop
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1. Baen Hydroxypropyl methylcellulose (Hypromeliose) 0.3% + Dextran70 0.1% eye drop

2. amantanaly
2.1 3uuuy
2.2 suisznay
2.3 MTUUIN
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Wussaeawdnanngels Lifid Ymaan Preservative s wmsunuaaa
Usznaveae Hydroxypropyl methyicellulose (Hypromeliose) 3 mg/mL w&z Dextran70 1 mg/mL
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3. amaNiANIIMARA

3.1 Finish product speciﬁcation‘"

1. WSundamdny

90.0 - 110.0 % L.A. of Dextran70

90.0 - 110.0 % L.A. of Hydroxypropyl methylcellulose

2. ldentification

- Hydroxypropyimethylcellulose ATITHIU
- Dextran70 AT
3.pH m’zmhumuﬁs:ql% Finished product specification
4. Osmolality G\ﬂilr«humuﬁ?:qlu Finished product specification
5. Viscosity @Wi’mﬂi’lu@nuﬁszlﬂu Finished product specification
6. Sterility ATIINH
7. Clarity ATV
3.2 Drug substance specification : Hydroxypropyl methylcellulose (Hypromellose)(z’"”
Test item USP 38 BP 2013
1. Identification AT ATTNIN
2. YBanuanendngy
- %Methoxy LAY %Hydroxypropoxy | @323 % ATIAHW
3. Appearance of solution - AT
4. pH 5.0-8.0 5.0-80
5. Heavy metals NMT 20 ppm NMT 20 ppm
6. Loss on drying NMT 5.0% NMT 5.0%
7. Sulfated ash - NMT 1.5%
8. Residue on ignition NMT 1.5% -
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3.2 Drug substance specification : Hydroxypropyl methylcellulose (Hypromellose) '(Gia)
Test item USP 38 BP 2013
9. Viscosity
- n3dl Viscosity < 600 mPa-s 80% - 120% of the viscosity stated on 80% - 120% of the viscosity stated on
the label the label
- nydl Viscosity > 600 mPa-s 75% - 140% of the viscosity stated on 75% - 140% of the viscosity stated on
the label the label
3.2 Drug substance specification : Dextran70"
Test Item USP 38

1. Identification ATITHY

2. Heavy metals NMT 5 mcglg

3. Sulfate NMT 0.03%

4. Limit of Nitrogenous impurities NMT 0.01%

5. Alcohol and related impurities ATIH

6. Antigenic impurities ATITHU

7. Specific rotation (+195°) - (+203°)

8. pH 45-7.0

9. Loss on drying NMT 7.0%

10. Bacterial endotoxins NMT 0.5 USP EU/mL .

11. Color of solution NMT 0.16

12. Safety AT

13. Molecular weight distribution and weight and ATININ

number average molecular weights
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3.1 NanIATRAATZAMMNNRAN T nd S agLa9NE A (Certification of analysis of Finished product) T
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3.2 HanIATR AT MNIWIAnAUaITENE@HTY (Certification of analysis of Drug substance) Al
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i‘mm?ﬁ 7 Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1/25 mg
Unit Dose Vial for inhaler, 4 mL
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1. Bagn Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg Unit Dose Vial

for inhaler, 4 mL

2. ansansianaly
2.1 3upy Wussazanels §miugawun191n (Inhaler)
2.2 gaudsznay w1 Unit Dose (4 mlL) Usznausaadaen Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide
1.25 mg

2.3 MTULUIN mstg‘lumﬁmussqmﬂ@aﬁw gmiuldaiadon (Single dose) LLa:ussqﬁ'm‘VTivJaqﬁ'uum

2.4 287N - szq%am fFUlIzNaUMILIEARPLATA NN TUHER ’E'uﬁvumq 10vfiNGa uaziae
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3. amanlaAN1Imake

3.1 Finish product specificationm

1. USunmeendan 90.0 - 110.0% of the L.A. of Ipratropium Bromide

90.0 - 110.0% of the L.A. of Fenoterol Hydrobromide

2. Identification Glsnbi’mmuﬁi:y‘lu Finished product specification
3. pH mmmumuﬁ'squu Finished product specification
4. Volume in container / Extractable volume | @379

5. Impurity / Related substance mmmumuﬁisqlu Finished product specification

3.2 Drug substance specification

3.2.1 lpratropium bromide'™*”

Test Item

BP 2013

USP 38

1. PBuadaendregy

99.0 - 100.5% of Ipratropium bromide

(anhydrous substance)

98.0 - 102.0% of Ipratropium bromide

(calculated on the anhydrous basis)

2. Identification ATIVAH AN

3. Appearance of solution | ATVAHNW -
4. pH 50-75 50-7.0

5. Impurity A NMT 0.1% NMT 0.1%
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3.2.1 lpratropium bromide ((ﬁa)
Test Item BP 2013 USP 38

6. Related substances - Impurity D : NMT 0.05% - Ipratropium related compound C : NMT 0.10%
- Impurities B,C : for each impurity, NMT 0.1% - |pratropium related compound B : NMT 0.10%
- Unspecified impurities : For each impurity, - N-isopropylnoratropinium bromide : NMT 0.10%
NMT 0.10% - Apo-ipratropium bromide : NMT 0.10%
- Total : NMT 0.25% - Any individual unknown impurity : NMT 1.0%

- Total impurities : NMT 0.25%

7. Water 3.9% - 4.4% 3.9% - 4.4%

8. Sulfated ash NMT 0.1% -

9. Residue on ignition - NMT 0.1%

10. Heavy metals - NMT 10 ppm

3.2.2 Fenoterol Hydrobromide'”

Test Item BP 2013
1. ﬂ?mmﬁ"&mé’lﬁ%y 99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)
2. Identification AT
3. Appearance of solution AT
4. pH 42-52
5. Related substances - Impurity A : NMT 4.0%
- Impurity C : NMT 0.3%
- Impurity B : NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.10%
- Sum of impurities other than A : NMT 0.3%
6. Iron NMT 10 ppm
7. Loss on drying NMT 0.5%
8. Sulfated ash NMT 0.1%
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2. 1LaNAIITUIDINIATTIRNITHAAY
24 nsd@fgmanlulsanelng HnAadasfianamsiusesnespumsuiamnaunsninoiuasisnsfialu
MIHE#EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiiaenu PIC/S participating authorities
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m;fuﬁﬁol,ﬂuﬁvar_m
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6.2 NIANRAN U1 m’ﬂﬁ@ﬁgnﬁﬂmﬁuﬁmﬁnﬁ avamalasdninnuanenTsiMIaIkazen luaenauas
fyqnazdasrung
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1 = General requirement WaILNFEATUEINTY Finished product E’ULL‘UU Solution for nebulizer

2 = British Pharmacopeia 2013
3 = The United States Pharmacopoeia 38
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5181130 8 Salmeterol xinafoate 25 mcg+Fluticasone propionate 50 mcg Evohaler, 120 dose

ﬁ'mﬂszn'ma"awi’ﬂquasws'lﬁ

1.8z Salmeterol xinafoate 25 mcg + Fluticasone propionate 50 mcg Evohaler, 120 dose

2. amanianalyl
21 gﬂu:uu

Wussazans dmiugawwdmnathn (inhaler)

2.2 gwdsznay 1w 1 dose Usznaudiedien Salmeterol xinafoate N¥uyany Salmeterol 25 meg +

Fluticasone propionate 50 mcg

2.3 MAULUIN ussa;‘lum‘zm:msagﬁmfugmw‘mhmqmn 3UuuY Evohaler uaz 81 120 dose da

1 nwuxussq
2.4 38n
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3. amdANNIMaKe

3.1 Finish product specification“’

1. BSanausaendniy

90.0 - 110.0% of the L.A. of Salmeterol
90.0 - 110.0% of the L.A. of Fluticasone propionate

. Identification test

. 4 o -
m’a‘amuﬂ’l&mszylu Finished product specification

AT

. Fine particle dose

. 3 - I
m’mmumumquu Finished product specification

2
3. Uniformity of delivered dose
4
5

. Number of deliveries per inhaler AT
3.2 Drug substance specification
3.2.1 Fluticasone propionate @)
Test item USP 38 BP 2013
1. U?mmﬁwﬂﬁ’m@ 98.0 - 101.0% of the L.A. of Fluticasone 87.0 - 102.0% of the L.A. of Fluticasone

propionate (anhydrous substance)

propionate (anhydrous substance)

2. Identification AU ATV

3. Specific optical rotation +32° to +36° +32° to +36°
4. Acetone NMT 1.0% NMT 1.0%

5. Water NMT 0.2% NMT 0.5%

(WIRTNA YIWUI)
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3.2.1 Fluticasone propionate

(2),(3) (d a)

Test Item

USP 38

BP 2013

6. Related substances

- Related compound A : NMT 0.2%

- Related compound B,C : for each Impurity,
NMT 0.1%

- Related compound D,E : for each Impurity,
NMT 0.3%

- Any individual unspecified impurity
:NMT 0.1%

- Total impurities : NMT 1.0%

(include all impurity peaks greater than or

equal to 0.05%)

- Impurities A,B,C,E,F H,| : for each impurity,
NMT 0.2%

- impurities D,G : for each impurity, NMT 0.3%
- Impurity with relative retention at about
1.23 : NMT 0.2%

- Any other impurity : NMT 0.1%

- Total impurity : NMT 1.2%

3.2.2 Salmeterol xinafoate

(2),(3)

Test ltem

USP 38

BP 2013

1. Ylunmdandngy

98.0 - 102.0% of Salmeterol xinafoate

(calculated on the water-and solvent-free

97.0 - 102.0% of Salmeterol xinafoate

(anhydrous substance)

basis)
2. |dentification ATV ATV
3. Water NMT 0.25% NMT 0.5%
4, Sulfated ash - NMT 0.1%
5. Optical rotation -0.5%to +0.5° -
6. Residue on ignition NMT 0.1% -

7. Related substances

- Salmeterol related compound A

: NMT 0.2%

- Salmeterol-phenylethoxy : NMT 0.1%
- Salmeterol-phenylpropoxy : NMT 0.1%
- Salmeterol-O-alkyl : NMT 0.3%

- Salmeterol related compound B : NMT 0.1%
- Salmeterol-deoxy : NMT 0.2%

- Salmeterol-N-alkyl : NMT 0.2%

- Any unspecified impurity : NMT 0.10%

- Total unspecified impurities : NMT 0.2%
- Total impurities : NMT 0.9%

- Impurity D : NMT 0.3%

- Impurity A,F,G : For each impurity,
NMT 0.2%

- Impurity B,C,E : For each impurity,
NMT 0.1% "

- Any other impurity : for each impurity,
NMT 0.1%

- Total impurities : NMT 0.9%
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3181190 9 Salmeterol xinafoate 25 mcg+Fluticasone propionate 250 mcg Evohaler, 120 dose

mwﬂssn'lﬁa'i‘awi‘ﬂquaﬂ%ﬁ'lﬁ

1.#081 Salmeterol xinafoate 25 mcg + Fluticasone propionate 50 mcg Evohaler, 120 dose

2. ansaanianaly
2.1 3Uupy Wumsazas dwiugarudimann (inhaler)
2.2 §autlsznay lu 1 dose Usznaudiudann Saimeterol xinafoate ﬁaugaﬁ’u Salmeterol 25 mcg +
Fluticasone propionate 250 mcg
2.3 MAUZVITY ussaﬂum'ﬁuwﬁaqﬁm%‘ug@ﬂunﬁmaﬂ‘m 3Uuuy Evohaler ugz {8 120 dose @
1 MUULUITY
2.4 amn - szq%am MU TTNAUAILEIATPUITA VLI TUNER ’S'uﬁvumq \ufinda usziay
nzifoudiiue usdbnsiduinmmnliaghetaiauuuussysiuel
- umwmumﬁ'é’uﬁam azhaﬁamﬁmszq%am Wiatamemsen sauusney wa
PUNAANNLIIVEIEN (SUTHER j”uf,‘?vumﬂq"l'i‘ﬁ'mw

3. AMANDANIIMARA

3.1 Finish product specification“’

1. Ynmaldag 90.0 - 110.0% of the L.A. of Salmeterol

90.0 - 110.0% of the L.A. of Fluticasone propionate
2, Identification test m'mmumuﬁsquu Finished product specification
3. Uniformity of delivered dose ATITHIU
4. Fine particle dose mnamumuﬁ[squu Finished product specification
5. Number of deliveries per inhaler AN

3.2 Drug substance specification

3.2.1 Fluticasone propionate @&
Test Iitem - USP38 BP 2013 .
1. ﬂ%mméﬁmé’]ﬂ"ﬁy 98.0 - 101.0% of the L.A. of Fluticasone 97.0 - 102.0% of the L.A. of Fluticasone
propionate (anhydrous substance) propionate (anhydrous substance)
2. Identification ATIWU A3
3. Specific optical rotation +32° to +36° +32° to +36°
4. Acetone NMT 1.0% NMT 1.0%
5. Water NMT 0.2% NMT 0.5%
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3.2.1 Fluticasone propionate

(23) ( d a)

Test ltem

USP 38

BP 2013

6. Related substances

- Related compound A : NMT.0.2%

- Related compound B,C : for each impurity,
NMT 0.1%

- Related compound D,E : for each impurity,
NMT 0.3%

- Any individual unspecified impurity
:NMT 0.1%

- Total impurities : NMT 1.0%

(include all impurity peaks greater than or

equal to 0.06%)

- Impurities A,B,C,E,F,H,| : for each impurity,
NMT 0.2%

- Impurities D,G : for each impurity, NMT 0.3%
- Impurity with relative retention at about
1.23 : NMT 0.2%

- Any other impurity : NMT 0.1%

- Total impurity : NMT 1.2%

3.2.2 Saimeterol xinafoate

(2),(3)

Test ltem

USP 38

BP 2013

1. YSnmaendagy

98.0 - 102.0% of Salmeterol xinafoate

(calculated on the water-and solvent-free

97.0 — 102.0% of Salmeterol xinafoate

(anhydrous substance)

. Related substances

- Salmeterol related compound A

: NMT 0.2%

- Salmeteroi-phenylethoxy : NMT 0.1%
- Salmeterol-phenylpropoxy : NMT 0.1%
- Salmeterol-O-alkyl : NMT 0.3%

- Salmeterol related compound B : NMT 0.1%
- Salmeterol-deoxy : NMT 0.2%

- Salmeteroi-N-alkyl : NMT 0.2%

- Any unspecified impurity : NMT 0.10%

- Total unspecified impurities : NMT 0.2%
- Total impurities : NMT 0.9%

basis)
2. Identification ATIINN ATIINU
3. Water NMT 0.25% NMT 0.5%
4, Sulfated ash - NMT 0.1%
5. Optical rotation 0.5"to +0.5° -
6. Residue on ignition NMT 0.1% -
7

- Impurity D : NMT 0.3%

- Impurity A,F,G : For each impurity,
NMT 0.2%

- Impurity B,C,E : For each impurity,
NMT 0.1%

- Any other impurity : for each impurity,
NMT 0.1%

- Total impurities : NMT 0.9%
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1. ﬁﬁl.mmwmmanmsms'l@ﬁ'uagrywm‘fuﬂnﬁ pudnsuenaiminglutsnalng uasduad (dedare) UG INA®
1.1 1uﬁﬂﬁn3nﬂs’i'jrumtﬁﬂuﬁﬁ§'usn (N8.2 N8.3 N84 URINANTTH)
1.1.1 lunsdifdunfndalutsznelng wuneds no.2
11.2 ’Luﬂi:ﬁﬁLﬁummvﬁ’xLﬁ‘ammﬁoussq wuneds ne.3
1.1.3 lunsdifiduenihidhandnedszing nansdls no.4
2. 18NF13ILIDINIATFIRATIHARE
21 nsdngnuaaludsanalng QwﬁmﬁaaﬁLanms{usaommgﬂumwﬁmmm&mé’nmm&vfua:?%msﬁﬁlu
MInaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiazanu PIC/S participating authorities
wis flenasiurasnasgIunINaanImanINITLaE AT MINGlumInAassasiIinUA BN TINNS
2IMIUATHN NIENTWRITIIGY Fatmuatulasianusaendssuasiafisuiundminuaiuasdsmsiaiu
mIndaaen PIC/S lunanaufiauauns mj“ua'"uqmmmaumwsmaau‘[mﬁwams%’usaoﬁﬁuﬂﬁ:mﬂ
dsznieamansiannsefing
2.2 nsdfidiueningronawsana Ariadasdienayiuseanasgmnniammamaninmsiuas
ﬁﬁmsﬁﬁ‘lumswﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taawianu
PIC/S participating authorities a11U&"§@ musauNIaIReulauinamIIUTest sz MmaYsEnaTan
Bildnnsadind nIeayaaeadn uiudnsdh
3. tanm‘segmmwmaaﬂ'\ﬁlauaﬁﬂﬁ (Fumwnmang)
3.1 wamsase e waiasiueiindSagvuasinia (Certification of analysis of Finished product) 1u
mjuﬁduﬂuﬁ"mma
3.2 HAMIATIRATIRINWIAYAUBEITENEETY (Certification of analysis of Drug substance) Alglu
mswﬁmms;uﬁ'ahLﬂu@T’aaziwvfwao;jwﬁmmuazﬁwﬁmi’mqﬁu
3.3 ianasniananguduiuanuiunussniniuniniaresinnauuasdindety (Drug substance)
1o 3.2 AufunsuAavasntaiusisndiagy (Finished product) 78 3.1
3.3 lunsditunzifionenununnnii 2 1 szdaaddumawananansane Long term stability anafitu
Wnsdulunsoueuugn wazldiumsasnususaaenasnngiiiuanasniun
3.4 lunsditunadouountasnii 2 1 wxdasfiuunnmwinsnamsfnsamnanidazasenauii
wudnlunsfouganuses wazldsumsaswnaiirasenmnngisuaresuiun
4. A1981981
4.1 fiauanan dassiiagsenetineies 3 %ﬂwmsaﬁﬁwﬁ Fadudunuuaasnoasifoeldnsudiu
muﬁﬁwmhﬁ'ﬁaqmauu“@ﬁaiﬁ%aﬁu
5. m‘sﬂsxﬁ'uqmmwmﬁdwau (w@ndtanarsnisTulaznm)
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5.3 nStﬁﬁ%mUswmsﬁwmsaﬁuﬁaaﬂwmﬁdwauLﬁiadamaﬁmﬁ:ﬁqmmw PUIBTITNTITYNRAIIFD
fa9ra@20819 ‘[@ugmm:ﬁaoaamtﬁluSnmuﬁwmuﬁ‘%mmwmsa’am’aaﬁmsw:ﬁuanﬁuﬁ%’uﬁmau
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6.1 nsr’fmamsa;wmaﬁmsq:ﬁmﬁmnnsaFmmmam‘mmwwz‘i'[ahﬂu'lﬂm’mumsgwuﬁaﬁmu@
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fygerdeszen
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NANEIAG : 81989970
1 = General requirement VaILNFTR1SUE MU Preparations for Inhalation
2 = The United State Pharmacopoeia 38
3 = British Pharmacopoeia 2013
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7180191 10 Sodium hyaluronate 0.18% eye drop, 0.3 mL

mm.lsznmé’mi'ﬁquaﬁﬁﬁ']ﬁ

1.3as71  Sodium hyaluronate 0.18% eye drop, 0.3 mL

2. amaatiana
2.1 Juyy WuasaemoUnanndels Wi§ Sanunie dmivldnosam
2.2 dwisznau 1w 1 monodose (U3u195 0.3 mL) Usznaudisdien Sodium hyaluronate 0.18%
wazlugasdiuolifamsiuie (Preservatives) ilugusznay
2.4 MIULVITY usssﬂumm:wmaﬁnﬂﬂﬂmnL‘E"a fNTURLaaa Lm:msqﬁ'mevl‘ﬁmﬁ'mm
2.5. 287N . szq%am MU TZNa UM BIEAYUATAULTY IuNE fuﬁvumq WfkER wanaou
@fuen ussIEnaiuinwen liaghefanuuuursaimed
- uum'ﬁwumﬁ'ﬁuﬁam aﬂﬂoﬁaﬂé’amq%am WiaTamImsin §MURNeY LasTWIR
ANAIIVEILN LaUTKER i’uz?vumqvﬁ’ﬁ'mau

3. AmANIGNINARA

3.1 Finish product specification"’

1. USunmarendaty 90.0 - 110.0% of the L.A. of Sodium hyaluraonate

2. ldentification m’mﬁi’mm&lﬁizqi’i‘lu Finished product specification
3. pH m’mhumuﬁs:qvli’lu Finished product specification
4. Sterility ATITN

5. Deliverable volume (Volume in container) | §373K 1%

6. Viscosity Glﬂﬁwi’mms\lﬁi:q‘lﬂu Finished product specification

7. Osmolarity @lﬂﬁ)mumuﬁi:qvlﬂu Finished product spscification
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3.2 Drug substance specification : Sodium hyaluronate‘z)

Test Item British Pharmacopoeia 2013
1. U‘%mmﬁ'amé'\ﬁ%y 95.0 - 105.0% of Sodium hyaluronate (dried substance)
2. Identification AU
3. Appearance of solution ATIININ
4. pH 50-85
5. Intrinsic viscosity 90 - 120% of the value stated on the label
6. Sulfated glycosaminoglycans NMT 1%
7. Nucleic acids NMT 0.5%
8. Protein NMT 0.3%
9. Chlorides NMT 0.5%
10. Iron NMT 80 ppm
11. Heavy metals NMT 20 ppm
12. Loss on drying NMT 20%
13. Microbial contamination 10° CFU/gm
14. Bacterial endotoxins Less than 0.5 lU/mg
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1. f,%'ummwrh:1Lanmsms‘l@’f{uagnpm‘fumnﬁuuﬁn%’umtﬁ‘af&muw'luﬂs:mﬂvlﬂu waz§IUA3 (declare)
URBINRE
1.1 ‘Lua‘hﬁtyms‘ffuml,ﬁﬂu@‘i'ﬁum (N8.2 N1.3 NY.4 WEIANTHL)
1.1.1 lunsdifiduenfindaludszmalng nanefts ne.2
112 luﬂitﬁﬁLﬂuﬂﬂﬁﬂLfﬂLﬁﬂﬂ’]iLLﬂGUSS? wanede ne.3
1.1.3 lunsdiiidueniudrandnsdsaing waneds ne.s
12 ludwadunsiowen ne.1/m.1 sasnilauaTion wisumossEoaar: aMINILANA MWIBINRAS U]
mﬁu‘ﬁlﬁumtﬁﬂu (finished product specification) LLa:?Taﬁﬁﬂuﬂqmmwmadfﬂqﬁu (drug substance
specification) nitﬁﬁag}szm'\omﬂﬂﬁlmuuﬂaum"lmﬁmﬁu wFBLBUENETELWIMNEeMTIaLA LY (2.5)
1 wsau finished product specification Laz/w3a Drug substance specification lagzaurluriouiuyszme
szmanamdidnnsaing uazbiiiv 2 9 o demadsenieanandildnnseiing
2, 1aNd1ITUIDINATZIRNTHAA L
21 nadifgwanlwdsznealng Nrdadasisnmsiusannespunsnaamaamaninmmiuas Smsialn
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiieanu PIC/S participating authorities
w3a flanasiusesnaspumInRamaunaninaia i N fialunINRaI BRI NUATIENSIINS
2MITURZET NIENTIITDITARY Fsrmuatulasfanusanadasussriafioununsninamiuas3enmiain
nswndaen PIC/S lunuiaenfiianany avuigamusauniIasIaveulasinanissusasfieiudsznie
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