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Fexofenadine HCI 60 mg tablet
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1. %am Fexofenadine HC| 60 mg tablet
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3. anENLANINATA

3.1 Finish product specification'" ¥

BP 2016

o

1. USmdamndnmy

]

95.0 - 105.0% of the LA, of Fexofenadine HCI

AITNTY

Test 1

azawlidaendn 60% (Q) of the LA of

2. ldentification

3. Dissolution

Fexofenadine HCI lutamn 10 wadi,
sxmelikaunin 80% (Q) of the LA of
Fexofenadine HCI luiaan 30 w1l
#30 Test 2

zwliesndn 75% (Q) of the LA of
Fexofenadine HCI lsut3an 30 wasi
%38 Test 3
axaelikeanin 75% (Q) of the L A of

Fexofenadine HCI ‘Lunm 45 Wit

95.0 - 105.0% of the stated amount of

Fexofenadine HC|

ATIINU

waenTazatelutaungy 75% of the L.A
of Fexofenadine HC! {11 45 w19

ATITHIB

4. Uniformity of dosage units

5. Organic Impurities - Fexofenadine related compound A
“NMT 0.4%

- Decarboxylated degradant : NMT 0.15%
- Any individual other impurity : NMT 0.2%

~ Total impurities : NMT 0.5%

(WBgmd ysWug)

niTanIg

(wanFiad Faluag)

AT
- Impurity A : NMT 0.6%
- Impurity C : NMT 0.3%

- The area of any other secondary peak
*NMT 0.2%

- The sum of the areas of all secondary peaks
*NMT 1.0%
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3.2 Drug substance specification : Fexofenadine HCl "?

Test Item

USP 41

 BP 2016

o

1. USurueendnety

T

98.0 - 102.0% of Fexofenadine HCI

(calculbated on the anhydrous basis)

98.0 - 102.0% of Fexofenadine HCI

(anhydrous substance)

related compound B

2. Identification ATVINU AU

3. Content of Chloride 6.45% - 6.75% on the anhydrous -
4. Residue on ignition NMT 0.1% -
5. Heavy metals NMT 20 ppm NMT 10 ppm

6. Limit of Fexofenadine | NMT 0.2% Impurity B : NMT 0.1%

7. Impurities - Fexofenadine related compound A - Impurity A, C, D : for each impurity, NMT 0.1%
: NMT 0.2% - Unspecified impurities : for each impurity,
- Decarboxylated degradant : NMT 0.15% NMT 0.10%
- Any other individual, unidentified impurity - Total impurities : NMT 0.3%
*NMT 0.1%
- Total impurities : NMT 0.5%
8. Water - NMT 2.0% for the anhydrous form NMT 0.5%
- 6.0% - 10.0% for the hydrate form
9. Sulfated ash - NMT 0.1%
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37971357 2 Fluticasone furoate 27.5 mcg/dose nasal spray 120 doses
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1. Gaan Fluticasone furoate 27.5 mcg/dose nasal spray 120 doses

2. ansstiana
2.1 3uuuy Wugduiuazno ﬁm%’ugmw’umown (Nasal spray)
22 sudsznay  daznaudaudan Fluticasone furoate 27.5 meg Tu 1 dose
2.3 MBUZVUITY ussg‘tumw:mﬁ;m 3UUUY Nasal spray uaziien 120 doses do 1 MTUTUTTY
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3. AmENLIANIINaka

3.1 Finish product specificationm

1. USunuamendey m’mmumu*ﬁ'squu Finished product specification
2. Identification m'ﬁlmumuﬁ'i:ﬂu Finished product specification
4. Mean delivered dose m’aﬁ]mumuﬁiquu Finished product specification
5. Delivered dose uniformity mmmumu‘ﬁlizﬂu Finished product specification
6. Preservative content' m’;wj’mmuﬁlizq‘lu Finished product specification
7. Number of actuation per container m’mmumuﬁizﬂu Finished product specification
8. Particle size distribution mmmumuﬁiquu Finished product specification
9. Microbial test m’mmumu‘ﬁ‘izq‘lu Finished product specification
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8NN 3 Hydroxypropyl methylceliulose (Hypromellose) 0.3%+Dextran70 0.1% eye drop

ANUIENMAIINIG auaTwsh

1. 8o Hydroxypropyl methylcellulose (Hypromellose) 0.3% + Dextran70 0.1% eye drop

2. amantianaly

2.1 3uuy Dussszasdnenndels Wi Uneen Preservative #1%SURganen

22 @ wdsznay  YUssnauday Hydroxypropyl methylcellulose (Hypromeliose) 3 mg/mL &z Dextran70 1 mg/mL

2.3 MTUTUIT Usi’-g‘lumaﬂwmaﬁnﬁm%‘wua@m Unenidadasin 133195 0.8 mL

2.4 a8n - izq%am # NI VA EIATUAZAIINLTS TuNE e i'uﬁyumq UGS uaziaY
nadoudisue "L’i"azm’ﬁ'maauuuussqﬁm‘ﬂ

- uumw:ussqﬁé“uﬁam RG] aas:q’fiamﬁ?a%amamsﬁw UinG® fuﬁvumﬁq
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3. AANLAMIINATKA

3.1 Finish product specification'"

1. WRanmdandery m'mhumuﬁs:qlu Finished product specification
2. ldentification

- Hydroxypropyl methyicellulose AT

- Dextran70 ATITIU
3. pH m’wmumuﬁlstqh Finished product specification
4. Osmolality m'zﬁ]ﬁhumuﬁ's:qh Finished product specification
5. Viscosity m‘sﬁ]mumuﬁﬁquu Finished product specification
6. Sterility AU
7. Particulate matter ATIH
8. Minimum fill ATIWU

3.2 Drug substance specification : Hydroxypropyl methylcellulose (Hypromellose)m’(a’

Test Item USP 41 BP 2016

1. Identification ATIU ATIU
2. FBunmdaedney

- %Methoxy Waz %Hydroxypropoxy | @319/ % ATIIU
3. Appearance of solution - ATIININ
4. pH 5.0-8.0 : - |1 50-80
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 methylcellulo

Testltem

“USP-41

se (Hypromellose)m’m (Gia)

BP20

9. Viscosity
- nydl Viscosity < 600 mPa-s

- N3 Viscosity > 600 mPa-s

80% - 120% of the viscosity stated on
the label
75% - 140% of the viscosity stated on

80% - 120% of the viscosity stated on
the label
75% - 140% of the viscosity stated on

the label the label
3.2 Drug substance specification : Dextran70?

Test item USP 41
1. Identification ATIVHIU
2. Heavy metals NMT 5 mcglg
3. Sulfate NMT 0.03%
4. Limit of Nitrogenous impurities NMT 0.01%
5. Alcohol and related impurities ATIHIY
6. Antigenic impurities AT
7. Optical rotation +195° to +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 0.15
12. Safety AIVHIU
13. Molecular weight distribution and weight and A5

number average molecular weights
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lumsummﬁumama
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i’lzm"l‘sﬁ 4 Latanoprost 0.005% eye drop, 2.5 mL

muﬂszmﬂﬁ'mi’mquaﬂﬁmﬁ

1.Zay1  Latanoprost 0.005% eye drop, 2.5 mL

2. amaNyana i

2.1 3uny Wumsszmuunenidols lWid dniuldwoaae
22 #wdsznay 1w 1 mL Usznaudraaann Latanoprost 0.05 mg U5u1as 2.5 mL/MBULUITy
2.3 MTUzUIN ussa‘l,umﬂnu*wmamnﬁﬂﬂmm’na fwsUneaaan LLavussanmfnﬂaonuuao
2.4 287N - swwam M IENBUMEIAAYUAZAIINLTI TUKER 'Juaumu Wufinda inanztion
CRNTHR LLawqﬁmsmusnmmvhamwmauuumsgnmm
- uummzmsa;ﬁ FUNEEN 88191 D09 aas:y%am Wi0BayrImsen dauLnay ussuwe
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3. AMENTANMIINAKA

3.1 Finish product specification"”

1. UTnmdedaty mnamuﬂwﬁs:ﬂﬂu Finished product specification
2. |dentification @lsaa&humuﬁs:ﬂi‘lu Finished product specification
3. pH mw&humuﬁs:qii‘lu Finished product specification
4. Sterility AT
5. Preservative effectiveness (nﬂﬁtﬁu) m’mmuﬁ‘m‘ﬁlizﬂﬂu Finished product specification
6. Deliverable volume (Volume in container) ATIWU
7. Particulate matter ATIVHIB

- WA 2 10 um i 50 per mi

- UWI9 2 25 um AW 5 per mL

- WA 2 50 pm iU 2 per mL’

3.2 Drug substance specification : Latanoprost‘z’

TestItem . USP41 o
1. Wnmdaendney 94.0 - 102.0% of Latanoprost
(calculated on the anhydrous and solvent-free basis)
2. ldentification A3I9HU
3. Residue on ignition NMT 0.50%
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3.2 Drug substance specification : Latanoprost(z’

Test item usep 41

4. Organic impurities - Isopropyi dlphenylphosphorylpentanoate NMT 0. 1%
- Latanoprost related compound B : NMT 0.5%

- Latanoprost related compound A : NMT 3.5%

- Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.5%

5. Limit of Latanoprost related compound E NMT 0.2%
5. Optical rotation +31° to +38°
6. Water determination NMT 2.0%
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1 B33 /2563
o .
318NN 5 Montelukast sodium 10 mg tablet

muﬂszmﬁﬁ'awi'ﬁquaﬂﬁmﬁ

1. %m Montelukast sodium 10 mg tablet

2. ansanyianiahl
2.1 guluyy WusudanfeuRsy dususudsenn
22 dmdnay  1sznaudiu@ann Montelukast sodium ﬁaugaﬁ'u Montelukast 10 mg
2.3 MUUzUIT]  UTTLUUKS Blister pack 38 agdiiiuanans ﬁaan"umw%rmm:msgn"wﬁﬁmn"uuaq
2.4 88 - xg’?am fFUURNAUAENFNYPURLANNUTI TUNER 'i'uﬁyumq (N uasanndon
Fsuen vli’asha‘ﬁ'ﬂmunumsqﬁ'm‘vf
- UBUAIEN et ae amq%amw?a%amomsﬁw fIUUENaLUAZIWIRAMILTITEIEN
Laufinde i’uﬁvua'mqvlf’ﬁ’mw
3. amaNiGMIINake

3.1 Finish product specification"" @

1. Plunmaaendndiy 92.5 - 107.5% of the L.A. of Montelukast | 94.0 - 105.0% of the stated amount

2. Identification ATV AT
3. Dissolution Test 1 ugaansazanelaitasnd 80% (Q) of the

ugaImsazaelaasndi 80% (Q) of the | L.A of Montelukast 141281 20 wifl
L.A of Montelukast 1%1381 20 w1l

#38 Test 2

ugasnsszanslaisioanin 80% (Q) of the
L.A of Montelukast luiaan 45 unfi

#38 Test 3

ugasnraazanslaittasnit 80% (Q) of the
L.A of Montelukast 1w 30 w1l

4. Uniformity of dosage units | #3539H % AT
5. Organic Impurities - Sulfoxide impurity : NMT 2.0% - Impurity C : NMT 1.7%
- Montelukast ketone impurity : NMT 0.2% | - Impurity B : NMT 0.3%
- cis-lsomer : NMT 0.2% - Impurity D and E : NMT 0.15%
- Any other individual degradation product - Impurity F or G : for each impurity,
:NMT 0.2% NMT 0.15%
- Total impurities : NMT 3.0% - The area of any other secondary peak
:NMT 0.2%

- Total impurities : NMT 2.7%

nITUNIT

(wa135an Jaaiuna) wamaniuns wdlem)

wifitsnen13is yalB3ai2se3



3.2 Drug substance specification : Montelukast sodium'™?

Testitem USP 41 BP 2016

1. ﬂ‘%wwmﬁ'zmém’“ﬂy 98.0 - 102.0% of Montelukast sodium 98.0 - 102.0% of Montelukast sodium
(calculated on the anhydrous and solvent- (anhydrous substance)
free basis)

2. Identification AU ATV

3. Heavy metals NMT 10 ppm NMT 10 ppm

4. Impurities - Sulfoxide impurity : NMT 0.2% - Impurity B : NMT 0.3%
- Cis-isomer : NMT 0.15% - Impurity C : NMT 0.2%
- Michael Adducts 1°and 2d: NMT 0.15% - Impurity F or G : for each impurity, NMT 0.15%
- Methylketone impurity : NMT 0.15% - Impurity D and E : NMT 0.15%
- Methylstyrene impurity : NMT 0.3% - Unspecified impurities : for each impurity,
- Any other individual impurity : NMT 0.10% NMT 0.10%
- Total impurities : NMT 0.6% - Total impurities : NMT 0.6%

5. Water NMT 4.0% NMT 4.0%

6. Enantiomeric purity NMT 0.2% of the S-enantiomer NMT 0.2% of the S-enantiomer
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187157 6 Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

muﬂs:mﬁﬁ'wi’mqumwmﬁ

1. #aen Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

2. amsasnianiaful

2.1 ilupy uRsEN -1 A 89 msag'luu,ﬂﬂ‘ga (hard capsule) §%3Ul# Handinhaler Lita
gavwnatn

22 fdsznay Usznauaau@aen Tiotropium bromide monohydrate augan”u Tiotropium bromide 18 mcg
1u 1 uprlea

23 mywusny ummluuwedaatin asiuanutn uazlu 1 uTsyATe Usznaudasen 30 capsule uae
gunsal Handihaler fMsUNUEN 1 02
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ailoudrsum LLaﬁ%msLﬁu{nmmvlfashu’ﬁ'mwuumsqnvm‘ﬁ
- UM TUELTIIEN athakaue aaszq%am waBan1mse damdsena uazuwie
ATVUTITEIEN L§VTiNAS fuﬁvumqvlf‘ﬁ'ﬂmu

3. audaiaMIINaRa

3.1 Finish product specification'"*?
1. Banudaendeny m’;’nlmum&lﬁlitlﬂu Finished product specification
2. ldentification test m’sﬁ)mumu‘ﬁlszﬂu Finished product specification
3. Content Uniformity ﬂsaﬁ}muﬂ'm'ﬁ.i:q‘lu Finished product specification
4. Uniformity of delivered dose mmmuﬂwﬁlszﬂu Finished product specification
5. Fine particle dose m’aﬁlﬁhu@l’mﬁi:qlu Finished product specification
6. Water content mqamumuﬁ's:qlu Finished product specification
7. Related substances / Impurity mwdwmuﬁ's:qlu Finished product specification

3.2 Drug substance specification : Tiotropium bromide monohydrate(a’

Test Item BP2016 ; L
1. Pnmdamdagy 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. Identification ATIVU
3. Appearance of solution @ATIVHU
4. Impurities G and H - Impurity G : NMT 0.1%
- Impurity H : NMT 0.1%
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3.2 Drug substance specification

: Tiotropium bromide monohydrate(s’ (Gia)

 Testitem

5. Related substance

- Impurity F : NMT 0.15%

- Total : NMT 0.3%

- Impurity C : NMT 0.3%

- Impurities A, E : for each impurity, NMT 0.15%
- Unspecified impurity : for each impurity, NMT 0.10%

6. Heavy metals NMT 10 ppm
7. Water 25-40
8. Sulfated ash NMT 0.1%
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1= General requirement VaILNFTHITUAIAIL Preparations for inhalation

The Intermational Conference on Hammonisation of Technical Requirements for Registration of

2=
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2) ;
Current step4 version, 2006.

3 = British pharmacopoeia 2016
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swaztﬁﬂﬂqmé’numzmmzuum’hmanmsmsa‘i’a%an%ﬁmﬁm
1wl B33 /2563
s8nsh 7 Tiotropium bromide 2.5 mcg + Olodaterol 2.5 mcg inhalation solution, 60 dose

muﬂszmﬁé’m"fﬂquaﬁﬁﬁ']ﬁ

1. Bown Tiotropium bromide 2.5 mcg + Olodaterol 2.5 mcg inhalation solution, 60 dose

2. amaaianaly
2.1 guyy iuasazany i%w{uqﬂﬁmahmoﬂ'm FUuUY Soft-Mist Inhaler
2.2 dwdsznay Ysznaudandaen Tiotropium bromide monohydrate JUYANU Tiotropium bromide 18 mog
+ Olodatero! 2.5 mcg 1% 1 dose
23 mrweuIR uﬁaq'lumwznm Respimat ﬁﬂﬁ%’ﬂgﬂﬁﬂﬁ?’mwmn uazdlen 60 dose fa 1 MTWUIN
2.4 a8 - 7:qv‘fjam FIUUITNOUAIENIFIAYUIZANLT TuNRa 'S'u?;umq Wwfinde ey
nzdondrsuen Lm:ﬁ%mﬂﬁu{nmm‘lfazhafmwuumsqn”mwf
- uumwzussqﬁé’mi’am azmﬁaum”aes:q%am wiadamInnsdn daudsznay uas
PUIANIVUTIVEILN LaUTINGR 'S'uﬁvumq'lﬁmau
3. amauianNvInaia

3.1 Finish product specificationm

1. USanoudatndndty da 1 Dose m’md‘mmuﬁisqlu Finished product specification
2. Identification ﬂi’lﬁ!mumuﬁs:q'lu Finished product specification
3. Uniformity of delivered dose ATIVHIU

4. Fine particle dose maashumuﬁ‘i:q'lu Finished product specification
5. Weight of content m’:amuﬁ’mﬁi:q’lu Finished product specification

(2

3.2 Drug substance specification : Tiotropium bromide monohydrate

1. ﬂ?aﬂm@ﬁmaﬁﬁ‘m 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. Identification AU
3. Appearance of solution ATIWU
4. Impurities G and H - Impurity G : NMT 0.1%
- Impurity H : NMT 0.1%
5. Related substance - Impurity C : NMT 0.3%

- Impurity F : NMT 0.15%

- Impurities A, E : for each impurity, NMT 0.15%

- Unspecified impurity : for each impurity, NMT 0.10%
- Total : NMT 0.3%

6. Heavy metals NMT 10 ppm
7. Water 25-4.0
8. Sulfated ash NMT 0.1%
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