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598n15N 1 Acetylcysteine granule 200 mg/5 gm
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1. Bomn Acetylcysteine granule 200 mg/5 gm

2. amaaianaly
2.1 Juuy \uenxsunIua (granule) nsuulsznu szanovinde Lisudadutoun
22 dmtlszney  Usznaududann Acetylcysteine 200 mg 1 1 a9
23 Mrususny  UTTlusessiaaiin tostuarnugula®
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3. amaaianmaie

3.1 Finish product specification‘"

1. PSnmarendaty 90.0 - 110.0% of the L.A. of Acetylcysteine

. py e
2. ldentification maﬂmu@num:q‘l‘u Finished product specification

3. pH m’a’«a&i’mmuﬁs:qlu Finished product specification

4. Microbial limit test @liﬁﬂdﬁuﬂﬂuﬁsquu Finished product specification

5. Moisture content m’;’q]muwmﬁi:qlu Finished product specification

6. Uniformity of dosage units

Gli’l’*ﬂﬁd"m@l'l&lﬁiquu Finished product specification

3.2 Drug substance specification : Acetylcysteine™”

Test ltem UsSP 35 BP 2013

1. Sy

98.0% - 102.0% of Acetylcysteine

(Calculated on the dried basis)

98.0% - 101.0% of Acetylcysteine

(Calculated on the dried basis)

2. ldentification

ATIUH

ATIIU

3. Specific optical

between +21° and +27°

between +21° and +27°

4. pH 20-28 20-28
5. Loss on drying NMT 1.0% NMT 1.0%
6. Residue on ignition NMT 0.5% -

(WIHFTNE YIWUT)
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3.2 Drug substance specification : Acetylcysteine(z)"s’ (Gia)

Test Item UsP 35 BP 2013
7. Heavy metals NMT 10 ppm NMT 10 ppm
8. Zinc - NMT 10 ppm
9. Related substances - By liquid chromatography

- impurities A,B,C,D : for each
impurity, NMT 0.5%

- Any other impurity : for each
impurity, NMT 0.5%

- Total impurity : NMT 0.5%
10. Sulfated ash - NMT 0.2%
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Gonludng
1. é'nmmwrhmanmsn’ﬁ"LeT{uaguymeumﬁ sudsuniesminslutszneng uazduas (deciare) unanie
1.1 lugdynstunzifoudniue (me.2 ne.3 ne.4 ududnsd)
1.1.1 luns@niduenfindaludszinalng nanads ne.2
1.4.2 1unstﬁ17ﬁﬁummL?Tﬂtﬁ‘ammﬁams@ nansie ne.3
1.1.3 lunsdifidwenihidhandadszina nansda ne.4
12 ludmetiunzdoun ne.1/s.1 veseniiauame WiauTEanneWaTan I LA MTINTBINRAS AT
muﬁ’i{uﬂuﬁﬂu (finished product specification) LLa:ﬂ‘aﬁ’muﬂqmnﬁwmaﬂ’Yﬂqﬁﬁ (drug substance
specification) ni:ﬁﬁagszmwmstﬁﬁiﬂmmamn“lmﬁmau ARDIUUVLBNFTEWMNMNENEMTVAUA LD (8.5)
swsau finished product specification Laz/W38 Drug substance specification lopvaud lwrawindszmea
dszmerendildnnsefing wazlaiiin 2 9 o Sudsemelszmesendidnnsafing
2. 1l9NATTUTAINIATFIRNIIHAAYN
2.1 nsmnguaaluwszmalng ;‘]I’NEmﬁaaﬁtanmﬁmaommgﬁumwﬁﬂmmm&é’nmmerﬁt,ax’iﬁmsﬁﬁlu
MNISHENEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwuaeann PIC/S participating authorities
%30 ﬁLanms%'usaommgmmw'ﬁmmmma”nmmsﬁua:?ﬁmsﬁéﬂummﬁﬂmmaoﬁﬁﬁfmmﬂmnsmmi
2NIUATEN NITNTWRBITEY 3 srmuatulasdanuseandasussiaiounundninowiuasisnsiialu
nsuAaen PIC/S lunananauane am“ushqﬂmmaumsmwaaniﬂUﬁwamﬁusaoﬁoi’uﬁsfzmﬁ
dzmanadidnnsefind
2.2 ns@fingingrnindrsdszina fudadadiansnsivsannaspumsniamaumaninoniuas
SEmsfialumInaeen PIC/S (Pharmaceutical inspection Co-operation Science) lagwvazu PIC/S participating
authorities ALUAER musaunmsasaseulaiinamssusesdsimlszmeadsznianadldinnsefind wieeny
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3. Lanm‘sqmmwmaamﬁtauaﬂm (@umwnanans)
3.1 nanmaTRAeTzig umMwNaauriendSaguvasia (Certification of analysis of Finished product) u
miuﬁdmﬂué’aaﬂ'w
3.2 KaMINTIAATIERINWIAnAUaITIENEATY (Certification of analysis of Drug substance) i
mswﬁmméuﬁd&ﬂuﬁaas_iwfa'uaapjwﬁmmu.a:;jwﬁmi’mqﬁu
3.3 lenmsonangududuanuduiusswiniumnaavasiagiuresdiendnty (Drug substance)
48 3.2 ﬁujumsw'ﬁmaawﬁmﬁm‘ﬁmé’u%gﬂ (Finished product) 18 3.1
3.4 luns@itunzfousnanunnnii 2 1 ssdaalimnnwananansénm Long term stability anaifidu
wudnlunadouswusns wazl@sumsaswaiusasanamsnngisuavasivn
3.5 luns@idunzidousnaniaonii 2 9 wdasddunnwinoransanEANNnIG eIt eaT B
wdnlunsdouenunuans wazldsumaasnususesenasnngiidunanassium
4. @1at19en
4.1 figuanen desdanIntvenatnes 3 Mmﬂussqﬁmﬂ Faumunuusasnoazdualdasudiu
mu'ﬁ'ﬁmuﬂluﬁ’:iaqmauu"‘@ﬁﬂﬂﬁ’wﬁu
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5.1 mﬁdwauﬁaoﬁmﬂﬂﬂmajﬁaUn'h 1 9 siuaniusdaney
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6. Alanaan (H21e) Bnsonliisnidandyginauasuinmua Faih
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1 = General requirement Va3 Finished product gﬂLL‘UU Powder
2 = The United States Pharmacopoeia 35
3 = British Pharmacopoeia 2013
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i']ilmiﬁ 2 Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop, 10 mL

muﬂs:mﬂé’m’i’mquaﬂ?jmﬁ

1. Bawn Hydroxypropyl methylcellulose (Hypromellose) 0.3% eye drop , 10 mL

2. amasianaly
2.1 guuy Dussaeaneinenndels WTF dnsunoeam
22 gawilsznoy  Ysznauaae Hydroxypropyl methylcellulose (Hypromellose) 3 mg / mL
wazansnwieUszinm Disappearing preservative Liugautlsznay
2.4 NMTULVITY uss{l.um@wma&nﬂmﬂmm%aé’lﬁumnaﬂm laoriuuss 1U5anas 10 mL éis 1 MaveuTy
2.5 287N - s:aﬁiam FUUITNBUAIEAYUAZANULTI TUKER fuéumq \8UTiNG® UaziaY
nafisudrsuen Tadnsdarauuuurraiued
- UUMTULLIT mamaﬁayﬁaosxq%aa'm?a%amon'ﬁﬁ"\ fUUTNOLURUWIAN IS
Y83 LaufinGe i’uﬁvumqvli"&'ﬂmu

3. qmauﬁamomﬂﬁﬂ

Namsm'ﬁﬁmﬁ:ﬁqmmwLﬁ‘lﬂﬂmu Finished product specification laz Drug substance specification
io = @ o e a o A o ‘o o
ﬁmaaamnma'nmsuaumﬁmnu mvlﬂwml.ﬁﬂmamunmuﬂm:msun’lsa'm'mm:m nszmwmmsmqﬂu
& X “ o o A v a “ A a ] ' AV oA ' '
muma’ﬁmsuﬂl’nmoawauﬂuanu‘nmUmmmalv\um'} nsm‘lums_mm']LL@\LﬁuvLﬂmaJﬂ's:n'mnszmw
A o Q- 4 o R i
mmsmq’u L384d SZHW’I?’IU’I W.7.2556 mauﬁ 11 LYW N.F.2556 (mﬂs:mﬂluﬂ’nnﬁlmgmnmmﬁ 10

a v o aa
anwien 2556) ‘lv\munuqanwuwammxnswmsﬂs:mﬂswm 81

3.1 Finish product specification“)

Test Item 1 USP 35
1. YSuewan mﬁ’]ﬁ'mu 85.0 - 115.0% of the L.A. of Hydroxypropy! methylcelluiose (Hypromellose)
2. Identification ATINU
3. Sterility ATIIN
4. pH 6.0-7.8
5. U331 Preservative mnmumuﬁﬁ:qlu Finished product specification
6. Minimum fill ATIUANY General requirement VBILNTEITUEMIL Finished product
specification 3‘1.[LL‘JJU Eye preparations

3.2 Drug substance specification : Hydroxypropyl methyicellulose (Hypromellose)‘”

Testlitem USP 35

1. Identification ATINW

2. BBy

- %Methoxy LLae %Hydroxypropoxy ATIHIW
3. pH 5.0 -8.0
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 5.0%
6. Residue on ignition NMT 1.5%
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1. ahl,mmw:i']manmsms‘lcﬂ”{uakmvjmi‘fuml,ﬁﬂu@‘i'ﬁumLﬁa'-‘jmﬂ'mluﬂs:mﬁ‘lﬂu wazduad (declare)
UNRINR®
11 'luﬁwﬁ':ymsifuwnﬁwéiﬁ'um (N81.2 8.3 NY.4 LSUANTH)
1.1.1 lunsdididuenfndolulszinalng naneds no.2
1.1.2 lunsﬁﬁtﬂumﬁwm’i’mﬁan’ﬁuﬂomsg wnwds ne.3
1.1.3 Tunsdifiduenddhandnadssing nanpdls no4
12 ludmwedwnaowen ne.1/s.1 2seniaueen wisunuazdseiadamInunun s WYaINRa
m&lﬁ’fuﬂnﬁﬂu (finished product specification) LLa:'ﬁaﬁmuﬂQtumwmadfmqﬁu (drug substance
specification) ns:ﬁﬁlagszniﬂqnﬁiLﬂﬁuuLLﬂamﬁ‘lmﬁlmau AdpIuBLLENTRLMIMNEEMTTaUA 1Y (8.5)
UINW3BW finished product specification LAZ/RID Drug substance specification lagvaudlanauiudszne
dszmanandiinnsefing uazliiiu 2 9 o Judszmadsznamadidnnseiing
2. 1laNEITUTDINNATFTIRNMIHAALN
2.1 nsdifiennanulsanalng rdadasdiansssusaanaspunsninnenundninaaiuac3inisndle
MINEAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiazanu PIC/S participating authorities
wie flenmIsusasnaspwnsHinEmunInIN ULz AT MU INE A1 YeIE RN NUA TN TINANS
DIAIIURZEN NIENTHETVIAGY FernuatulasfiarusennsasussriafisutunsninaeiuasSannale
nndasn PIC/S lunanagnfliauane atvagaanusaunsassaulasiinansiusasfisiudssne
drzmenandiannsefing
2.2 ns@fidinaingronesdszine HHAAAaIlaNENTIUTRINATTIUMIHAALIAURANIN UL AL
SEmsfialumskiam PIC/S (Pharmaceutical Inspection Co-operation Science) lagw1iesnu PIC/S participating
authorities aUuagR MwsaunIsaTesaulasdnamsiusastisiulsemadsznianadidnnsafing w3081y
ARBATW URILANTTH
3. Lanmsqmmwmaamﬁtauaﬂm (Fwinnane) ‘
3.1 Nammsaﬁmﬂzvﬁg amwNaRAIiEEI3UBIHER (Certification of analysis of Finished product) 1
ms;uﬁdm.ﬂum“’mtha
3.2 WaMINTINUATERAMNIWIAALYaITILERTY (Certification of analysis of Drug substance) gl
mswﬁmmsq'uﬁ'mLﬂuéﬁameﬁg\maa;‘il’w'éﬂmua:;j’wﬁeﬁmqﬁu
3.3 Lanmw‘%avﬂé’ngﬁuﬁuﬁumwﬁuﬁuﬁs:ijéumwﬁmmi’mqﬁwam""amﬁwﬁ'ty (Drug substance)
18 3.2 MujunsnaauaInaaiusiediagy (Finished product) 78 3.1
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3.4 lunstidunzfouemnannn 2 9 azdasdidimawdianamsdnmn Long term stability anufifiu
wWadnlunadonganusns Lm:'l,@ﬁ'un'lsmum%“maomnmsmngﬁfﬁéwmwaau‘%ﬁn
3.5 unsdidunsafonenuntosndy 2 9 sxdasddiunmmwenanamMsAN¥IANNAITIVE IO T
Wudulunadonesnunusas wazldsunsasnususasanasnngiisiunaasnen
4. @089
4.1 iguean dessaaiainienadies 3 wihoursaied Fadudunuusasmeasiionldnsudin
muﬁ'ﬁmm‘luﬁ'ﬁaqmauu“ﬁ#a1ﬂa7wﬁu
5. msﬂs:ﬁ’uqmmwmﬁdauau (waadtana1IN13suLsznn)
5.1 mﬁdwauﬁaaﬁmq‘lﬂ@"l&iﬁfﬂﬂniw 1 9 siuaniussnau
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6. Alawana (He) Busaalianidndyginawasuimue ash

6.1 mrﬁwamﬁjumaﬁmﬂ:ﬁmﬁmnnsaﬁﬂmmam‘mmwwiﬂmﬁu'lﬂmummgmﬁ’aﬁwm

6.2 NIBUNRAN U} mﬁﬁﬂﬁgn@mmﬁnﬁumnﬁ asenalagdinnuanenssumsamsuazen lumaawas
fyqnazdaazany

6.3 nsﬁwuﬂvtqummwmnwﬁﬂﬁ'msﬁﬁawdwa@iaﬂs:ﬁﬂ'ﬁwau.a:ﬂ"nuﬂaa@ﬁ'a@ia;&“ﬂwﬁiﬁ{um
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1 = The United States Pharmacopoeia 35
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59801150 3 Beractant 25 mg/mL, 8 mL Intratracheal Suspension

aalsznAIInInguUaTIEsIH

1.3azn  Beractant 25 mg/mL, 8 mL Intratracheal Suspension

2. amasianaly
2.1 Juwy usnsacaousIuaznes Unaaniids snsunoadaaaaas (Intratracheal)
2.2 udsznay  Usznauae@ae Phospholipids 25 mg/mL, Triglycerides 0.5 - 1.75 mg/mL,
Free fatty acids 1.40 - 3.50 mg/mL, Protien %8N 1 mg/mL 14 0.9% Sodium chloride
2.3 MTULUIN ussq‘lummﬁ‘sﬁ'm%“ums@mamﬂswﬂmnv‘ga LLa:msa;ﬁ'msvTﬁaarTmm
2.4 2870 - szq%am fIUUTENAUAILIIAYPUITAMINUTI TUKEA fuﬁvumq Wi wazimanzidon
dsuen Tastauunussaioe
- uum'nu:msqmazheﬁamw”aos:q%am%?a%‘amamsﬁ'\ FIULTTNALUUAZTINAAIAULTI
2298 Laufinea i’uﬁyumqvl"f‘ﬁ'@wu
- fifennuudadauldsaiuend 2-8 ssenmaidus URUTTIAIUAEMTULUTINN

3. AmENAN1INAKA

3.1 Finish product specification"’

1. PSanmadundngy

- Total Phospholipids 90.0 - 115.0% of the L.A. of Total Phospholipids

- Triglycerides 0.50 - 1.75 mg/mL

- Free fatty acids 1.40 - 3.50 mg/mL

- Protein 0.10 - 0.40 mg/mL

- Sodium chloride 85.0 - 115.0% of the L.A. of 0.9% Sodium chloride
2. Identification Gli’silchumu‘ﬁlsquu Finished product specification
3. Content Uniformity m’mmumuﬁiwh Finished product specification
4. Sterility m’aﬁm’mmuﬁﬁ:qh Finished product specification
5. Bacterial endotoxins m’mmumu‘ﬁs:q‘lu Finished product speciﬁcation
6. pH? 62-76 ‘
7. Volume in container'” Gl‘nim"mmuﬁi:qlu Finished product specification
8. Surface activity < 8.0 DYNES/CM
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1. z%'lmewmmanmsms‘lﬁé‘uam}ryﬁm‘fuml,ﬁﬂm’i'ﬁuzmﬁaa"wmﬂ'luﬂszmﬁvlm warEuey (declare)
UABINR®
1.1 lwddynstunadoudrie me.2 nu.3 no.a uudnsd)
1.1.1 Wunsdifdundindoludsznalng nanefis ne.2
11.2 1unsfi'v7hﬂum1lm‘hLﬁammﬁousﬁg wanefis no.3
1.1.3 lunsd@fdugnindrsndsdsang nansda ne.4
12 ludmedunadouen ne.ve.1 saenfiauenm winumusziuaRatamInuaun wnMwYaINRaR
mﬁuﬁﬁruml,ﬂﬂu (finished product specification) LLa:?]’aﬁﬁﬂuﬂqmmwmad‘Y@qau (drug substance
specification) nstﬁﬁagszmiwanﬁﬁtﬂﬁﬂul,tﬂaaLtrﬂmﬁmau rdpsuuuanmIEmMwemsvautla (8.5)
U W3au finished product specification Waz/w38 Drug substance specification Tasvaun lanawiudszne
UszmiananBiinnsafing uatliiu 2 § o Fudszmadszmanadldnnsaiing
2. 18NE1IITLIDINIATFIRATIHAA LN
2.1 nsdngaaaluwszmalng gﬁfuﬁ@ﬁmﬁLanms{maammi'mmwﬁﬂmm’mv\é“nmmfﬁua:"?'ﬁmsﬁﬁ‘lu
MINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laawiaeanu PIC/S participating authorities
3o fiensriLrasnaspumInaamananinueiuasiBnmsfialunndagnuasdninauamznIsms
DIMAITURZEN NITNTIIENDIIAFY Fswuaiulasfanuranasasuasrafisutunsninasiuazdsnnsiaiu
mIndagn PIC/S lununaenfitaueny atudgaauseumsaasaulasinanisiusesieiudszma
dizmenmaidnnsafing
2.2 nsdifidiugringrendrodszna HuRadasfiionasiusasunasgunsndasmananinasiua
58msfialumInanen PIC/S (Pharmaceutical Inspection Co-operation Science) Tagmaeinu PIC/S participating
authorities 21/1181g® ausaumsasaseulasinamssusssdviudszmalsznmanadidnniaiing wisany
ARBATW UAIANTOL
3. mnmiqmmwmaamﬁLaua‘nm (Fwwinnane)
3.1 namInnRAeTsRg mMWKRa g TagUvesinEa (Certification of analysis of Finished product) 1u
ms;uﬁa’m.ﬂmﬁama
3.2 HaNIATNIATIRAG UMW IAGALVEIRLNEATY (Certification of analysis of Drug substance) Aldlu
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5.5 TTUUMINULAZIAFIENAATULLU Cold chain system ﬁ"l@?’mmgﬂumwé'nmmsﬂ good storage practice
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6. dianaan (ne) Bnsaalionidndyyinewasumnue aoi
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Qs Qs J Qv
7'1ﬂaztﬁmqmanumzmmumnﬁ’ﬁmanmsmsamsavnmm‘ﬁzn
A
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i
378N113N 4 Fluticasone furoate 27.5 mcg/dose Nasal Spray 120 doses

muﬂszn1ﬂ5’mi’aquasms1ﬁ

1.8at1  Fluticasone furoate 27.5 mcg/dose Nasal Spray 120 doses

2. amasnianalyl
2.1 juny Wueshuauaznau §mTugaNuNI9YN (Nasal spray)
2.2 gwdsznay  Usznaudieaaen Fluticasone furoate 27.5 meg
2.3 MAUSUIT] Uii’i}‘luﬂ’l%uzusﬁgm gﬂLL‘Lm Nasal spray uazdipn 120 doses ¢a 1 MPUSUITY
2.4 287 - szy%am FIUUITNALAIEIATPUIZAMVLTY TUKER fuéumq \8fikEe uaziae
nzidoudriuen 'Hazhofmamuumsqﬁmsﬁ
- uummmiqmasmﬁfamﬁaes:q%amw?a"fmmamsﬁ'] FIUUTZNDULAZYUANMULTI
20981 LOVANER 'S'uﬁvuaqula”’ﬁ’mw
3. amaaiANMARA

3.1 Finish product specification("

1. Ysunuaaedamy 90.0 — 110.0% of the L.A. of Fluticasone furoate

2. Identification m’mmumuﬁi:ﬂu Finished product specification
4. Mean delivered dose mwmumuﬁs:q‘lu Finished product specification
5. Delivered dose uniformity mw&humuﬁszq‘lu Finished product specification
6. Preservative content m’m&humuﬁszq‘lu Finished product specification
7. Number of actuation per container Gli’;ﬁ]mum'mﬁiszq‘lu Finished product specification
8. Particle size distribution G\i’;ﬁ]mumu‘ﬁlizylu Finished product specification
9. Microbial test Wilﬂﬂﬂuﬂﬁuﬁiquu Finished product specification

AR * WLRGIRANTIaTIEUSI o nadidnsuenld Preservative
—_—

4 4
Ronludu 9
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1. mm’lmwmvLanmsms'lmuagry’mmumwﬁumsuml,wamﬂmﬂluﬂszmﬂ'lmn uazdUuad (declare)
UREINAS
o W X av [ ]
1.1 ludeumsiunadoudsuen mo.2 ne.3 ne.4 uiudnsdl)
1.1.1 luns@ddusnudaludszinelng vaneds ne.2
Ad ° v & f &2
1.1.2 'LunsmmﬂummwnLwammmussq BB Nu.3
1.1.3 lunsdindusnindranddseing nanede ne.4
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12 ludmedunudouen ne.1/s.1 vasniauaan wisumuazdsewatamImunugmnuaniasioel
aufdunzidon (finished product specification) uazarinwuanmNINVaITANAY (drug  substance
specification) nszﬁﬁagszwj'wn'mﬂ?{wuﬂmun‘"lmﬁmﬁu wdaILnUaNEITEWIMNIEMITaud 1Y (8.5)
N W3aw finished product specification Laz/#38 Drug substance specification lagvawn lwnawiulsznia
dszmeanadidnnsafing uazlaifiu 2 1 o Fudszmadszniemendidnnseaiing
2. 1laNENITUTBINATTIRNIIHAGE

2.1 nsdifignuanlulsanalng Huiedasdiionmsivseanaspumndacnanaumsninaminas3n1snalu
NINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiiaeau PIC/S participating authorities
w30 HlanmIIUTaNNAIPIUNIKAAIN ARSI NI ITL I T MIREluNMINERNTaIETNIHAMEN S TIMT
2MMITURTLN NTENTRENTITUEY Fernmuadulasanuseandasuasiafisusunaninmeiuazisnsialy
nsudazn PIC/S lunanaenfiauaune atiudgaaseuniarsaulasfinanssusesfisiulszne
tszmaesadiannsefing

2.2 nsdfdugindrondresana KHAadasdianasiusesnaspIumMIndauaunaninusiuas
"aa'ﬁ'miﬁé‘ﬂumwaﬂm PIC/S (Pharmaceutical Inspection Co-operation Science) Taamiingau PIC/S participating
authorities 21Ld R MwTauNIaTRssLlasdinamyiusasiisiudsmeadsemenadidnniaing wioay
ANBATN WRIUANTH
3. Lanmsqmmmmomﬁmuaﬂm (Fnuunmanae)

3.1 HANIATIVIATER I TWHRAST ENd L TagUva AR (Certification of analysis of Finished product) lu
méu"?fﬁuﬂuﬁ’aaﬂw

o A

3.2 NaMIATRAAMERAUMNIWIAGALVEIGIENEATY (Certification of analysis of Drug substance) 7il7lu

3

a

mswﬁmméuﬁduﬁuﬁaaﬂwvﬁwao@wﬁmmuax@wﬁmmqﬁu

3.3 tenaswsanangniiuguanudiusniviumniavasiagivuesdasndeiy (Drug substance)
T 3.2 MufumsHAauaInaaiuienduIagy (Finished product) Ta 3.1

3.4 lunsdidunadousaunainnnii 2 9 ssdasdidumnaminenansdnen Long term stability a4
diudnlunafoueuuaas uazldsumsaswwsusenanasangiidunavesuiun
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1 = General requirement 289LNFBHNTUEMIL Finished product JUuuuEN Nasal spray
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71ﬂaxtﬁﬂmqmﬁnvmzmmumuﬁﬁmanmsmiﬁ’n%avniﬁmwfm
\azn B23 /2559
578n1N 5 Hydroxypropyl methylicellulose (Hypromellose) 0.3%+Dextran70 0.1% eye drop

ANUIENIAIINIA Ep.la‘i"l‘lfﬁ'lﬁ

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

2. amasiianaly

2.1 3wy \Duasszanpdnannidals Wild Usaan Preservative dmiumeaam

22 #udsznay  Usenaueae Hydroxypropyl methylcellulose (Hypromeliose) 3 mg/mL waz Dextran70 1 mg/mL

2.3 MTULUIN mﬁﬂwaaﬂwma@nﬁm{w poam Unenidalasiin Usinas 0.8 mL

2.4 287N . szq%am FIUUTZNaUAILEAYUAZAINUTI TUNER 'S'uﬁvumq WIS WaziaY
nidoudrsven 'l,'i’ar_i'mﬁ'@wuuumsqﬁmfﬂ

- UWMTULLITTY mazmﬁaﬂﬁaoﬁq’ﬁavﬁﬁa'ﬁamanﬁﬁﬁ FIUUTTNAVUAZYWNIAN NS

Po3en LaufikEe 'E'uﬁvumq‘lf’ﬁ'mw

3. amaNUANIIINALA

3.1 Finish product specification“’

1. ﬂ?mmﬁ”&mﬁ’lﬁ’ty 90.0 - 110.0 % L.A. of Hydroxypropyl methylcellulose
90.0 - 110.0 % L.A. of Dextran70

2. |dentification

- Hydroxypropylmethylcellulose ATIHIN

- Dextran70 AU
3. pH Gls'mi'mm'mﬁﬁ:a.ql‘lu Finished product specification
4, Osmolality m’a’«m’mﬂ’mﬁtzq‘lu Finished product specification
5. Viscosity mwmumuﬁﬁnﬂu Finished product specification
6. Sterility AN
7. Clarity AT

3.2 Drug substance specification : Hydroxypropyl methylcellulose (Hypromellose)‘z"m

TestItem USP 35 BP 20*3

1. Identification AT ATIVHIU
2. YSnudrendngy

- %Methoxy Wae %Hydroxypropoxy | #379M 1% ATIVHW
3. Appearance of solution - AT
4. pH 50-80 50-8.0
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% -

nIIuNT

(W@ YINUS) (WHENINDS nggawiai)
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3.2 Drug substance specification :

Hydroxypropy! methyicellulose (Hypromellose)‘z"‘s’1(6ii))

Test Item

USP 35

BP 2013

9. Viscosity
- n3dl Viscosity < 600 mPa-s

- nsdl Viscosity > 600 mPa-s

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

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

3.2 Drug substance specification : Dextran70®

Test item USP 35
1. Identification AT
2. Specific rotation (+195°) - (+203°)
3. Bacterial endotoxin NMT 0.5 USP EU/mL
4. pH 45-70
5. Loss on drying NMT 7.0%
6. Sulfate NMT 0.03%
7. Heavy metals NMT 5 mcg/g
8. Alcohol and related impurities ATITHIN
9. Molecular weight distribution and weight and AT
number average molecular weights
10. Safety ATV

A a o Y . Py P3 e o a1 aW e e o
“u'\ﬂl"ﬂ‘ - NTINIONZLUDULIINTTLIU (Waive) MIATIIRBLI Lﬂﬂ:‘“ﬂﬂn'ﬁ1@ 1“ﬂmlﬁ@ﬂLaﬂmmﬂﬂ?u@ﬁna'}'}ﬂiﬂ’uﬂ%&lﬂ@?ﬂ
- Drug substance specification ﬂm:mmn'lu%mﬂzﬁmaaguﬁﬂ drug substance W3alAlATEY drug substance 189
o A o L o 4 4 a [ .
aNaﬂEﬂmL%azﬂ QUUIQQ‘UU%%G %dﬁmﬁﬁﬂmLﬂ‘i’\:ﬁﬂsnvgﬂ“’!ﬂ'ﬂﬂmﬁuﬂ
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1. mmewmmanmsms‘lﬂsuagrywmumwUushmmmammmu‘luﬂsxmﬂ"lm uazduad (declare)
LWRAINER
o Qs J = o o o 1
1.1 ludegmstunzidoudisue o2 ne.3 ne.4 ududnsl)
1.1.1 lunvd@indueniudaludssinelng naeds ne.2
o ° ] f
1.1.2 lunsmﬁtﬁummmLwammmussq nuedy ne.3
1.1.3 lunsd@ndusnsinghandedszine wunede ne.d
° X A A Y a o o a o
12 ludwatunadousn ne. /8.1 vasenfiauaran wiBumpasBueatemsmunun N wYa IR AT
A‘r . . . kg o a =
aunTunziien (finished product specification) SRETBNTAUANTUNTNTBIINOAU (drug  substance
. . Ad ' A a a o ° '
specification) nyfinagszwitamadsuudasurtlufisdy szdasunuienssdumnwdiemszausle (2.5)
NW3au finished product specification Waz/w3a Drug substance specification lagvaudludauiudsenea
dremeanadiannsaiing uwazlaiiu 2 O o mdemadsznienadidnnsefing
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2.1 nsdfiendaalusznalng ;d"w§<ﬂ@'i’a\1ﬁLanmﬁmaommg'mmwammmuné’nmmﬁua:ﬁﬁmsﬁéﬂu
MINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiaeam PIC/S participating authorities
W38 AaNEI LT INA T IUNIHARE AN NN U TN IR NN SN B A8 I8N WA BN S TINTS
2IMIURZY NTENTNFITIIUFY s‘dﬁoﬁwum{ﬂﬂUﬁmmaaﬂﬂ'&aau.a:ﬁ'mﬁwﬁ'uwﬁ'nmm'ﬁuazﬁﬁmsﬁﬁlu
nsuaasn PIC/S lunsnegnfilauauny atudgaasaunIaIseulasinanistusasiieiudszna
drnmienadidnnseding

2.2 nsdfiivaningrnineredszina HHAadasilanaITusasnasgIunIINEasI RN M Tuaz
AFmfalwnsndae PIC/S (Pharmaceutical Inspection Co-operation Science) lagwtiagsu PIC/S participating
authorities aUA R AasaunIasseulasinansiusasiaiulmealmenmadnnsafing Winany
ARDATW WAIUANTHL
3. Lanm'sﬂmmwvaomﬁmuaﬂm (Fwwinnane)

3.1 Nammi’ﬁnLﬂﬂmﬂmmwwaﬂ.ﬂm‘nU’lmtsmﬁ’ﬂmwwam (Certification of analysis of Finished product) Lt lu
msuﬂauﬁumamo

3.2 HanIanRleERR MW IngAUYaIFIENdRTY (Certification of analysis of Drug substance) A%l
msw'§mmg'u'ﬁ'ﬁaLﬂuéﬁazhavﬁmaa;jwﬁﬂmua:ﬁw‘ﬁmi’mqﬁu

3.3 lenmwsananguiuduaudunuiizniniumniaues Sagauuesdaenddty (Drug substance)
78 3.2 ﬁ’u;’ummﬁmaonﬁmﬁm«ﬁmﬁﬁﬁagﬂ (Finished product) 48 3.1

3.4 lwnsdidunzdouenanannnii 2 9 adasfidnmndronantsinmn Long term stability aafifin
wudnlunadouenanuaas LLaJ'l@sumsaammmaaLanmsmnwummwawmw

3.5 lunsditunsafonenuiosndt 2 9 Al MWEBNAMIANBIANNAITIVE IR
dandulunzdousnaunuaas LLa:'LmumsaammusmLanmimmdué'\mwmu%mﬂ
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5. m‘sﬂszﬁ’uqmmwmﬁdwau (waastand I ITulsznn)
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6. flanam (f21e) Busanlisnidndggitewasuimue aoil

6.1 nsfﬁwamsejumaa"il,ﬂsn:ﬁmi{mnnm%mmam‘mmwwzﬂaﬂﬂu’lﬂmummpmlaﬁwuﬂ

6.2 NYLNAAN TU m’ﬁﬁmﬁgnl,%‘nnl,ﬁuﬁumnﬁ asamalasdinnuanenTsiNIasLazen lutmues
fygnedasangy

6.3 nsﬂwuﬁiqummwmnNﬁmﬁmﬁﬁawdawa@iaﬂs:ﬁw%naua:mwﬂaa@ﬁ'ﬂéa;‘{"ﬂmmﬁfum
7. vxmmwmwaaaauﬁw%‘lﬂ%’uﬁmsmﬁNﬁmﬁ’m‘rfmﬁﬁﬂizfﬁgnL'%'Umﬁuﬁuimﬂé’]ﬁfm']uﬂmznssumi
awsuazenluszozioa 1 Jdeuiulsemeadssmeaneadidnnsefing

RNKA : 81989970
1 = General requirement maomé’m’iﬁ‘uﬁms“umgmmn Eye preparations
2 = The United States Pharmacopoeia 35
3 = British Pharmacopoeia 2013
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Qs Qs J Qe
S"IHa:laﬂﬁqmaﬂﬂmztﬂﬂ’wu%ﬂﬁ’lHlﬂﬂﬁ‘liﬂ"liilﬂ‘iiﬂl')?iﬂt%ﬁﬂ’l
1aun B23/ 2559
5180151 6 Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

Qo Qs =
muﬂizmﬁaawamquaswmu

1. Hoen Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

2. ansaniana ly
2.1 jluyy Wuneenfu-ananias ussg’lmmﬂega (hard capsule) &%5Ul# Handihaler Lﬁagm
Wutn19thn
2.2 smilsznay  Usznausedaen Tiotropium bromide monohydrate suyany Tiotropium bromide 18 mcg
1 1 unya
23 meusussy v luusadasiin Vastuarudu uazly 1 UsAn Usznausaeen 30 capsule uaz
g1In30l Handihaler §1wSunuen 1 69
2.4 amn - 7:14%&1&1’1 FIUUTTNAUAILENYUAZANUUTI TUKEA 'S'uﬁvumq WUAinEe @Y
nzidoudisuen LLaﬁﬁnmﬁuﬁhmm"H’azi'm’ﬁ'mﬂuuumsagﬁmsn‘
- VWM IUZDTIIEN aﬂﬂaﬁauﬁaaszq’ﬁam wiafamamsi sautlszney uszawe
AMUULTITBIEN LaVTINGR i'uﬁvumq‘lﬁ?@wu

3. amdaANinaha

3.1 Finish product specification"?

1. YSnmeameaty 90.0 - 110.0 % L.A. of Tiotropium Bromide

2. |dentification test m’mm’wumuﬁs:ylu Finished product specification
3. Content Uniformity mmehumuﬁ:zq‘lu Finished product specification
4. Uniformity of delivered dose mﬂﬁm’mﬂ’mﬁizq‘lu Finished product specification
5. Fine particle dose m’JilBi’]ummﬁ‘squu Finished product specification
6. Water content m’ﬁﬁhum’mﬁi:q’lu Finished product specification
7. Related substances / Impurity m’:ﬁ]ﬂi’m@nuﬁszq‘lu Finished product specification

3.2 Drug substance specification : Tiotropium bromide monohydratem

Test Item BP:2013
1. WSanudaendagy 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. |dentification AN
3. Appearance of solution ATIIHI
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“’ (Gia)

anaianmaka BP 2013

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 25-40
8. Sulfated ash NMT 0.1%
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UWAINA®
1.1 'luziwﬁ'n_;n'lﬁfuwnﬁﬂu@‘iﬁum (8.2 NY.3 NeLd URIUANTT)
1.1.1 lunsdimdunfndelulszinalng nuneds ne.2
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aufidunziion (finished ~product ~ specification) usziaiWUAgININTAITANAY (drug  substance
specification) niﬂ‘ﬁagl;sw'j'mmstﬂﬁuuuﬂmLm"lmﬁmau dasuuuenmsdmwnngiemsvaut i (8.5)
VNI finished product specification waz/#3a Drug substance specification lopvaurtlunautudszme
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2. 1ANEITUIDINIATFINNITHAAL
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mMINaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasnineanu PIC/S participating authorities
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3§miﬁﬁlumiw§mm PIC/S (Pharmaceutical Inspection Co-operation Science) Tagwiiaeanu PIC/S participating
authorities aLAgR MusauNIaTRssulasinansivsasiiviudszmealsznianmaiinnsefing winany
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3. Lanmsqmmwmaamﬁtauaﬂm (Fnwinnana)
3.1 NAMIATINUATIEAN AN IWNAAT W end3agLvaaEa (Certification of analysis of Finished product) lu
méuﬁdm,ﬂuﬁaasm
3.2 Nammnﬁmm:ﬁqmmwi’@qamlaaéﬁmﬁﬁﬁ'zy (Certification of analysis of Drug substance) A5l
mswﬁmms’uﬁdmﬂuﬁmﬂmﬁmaoﬁwﬁmmuaxﬁwﬁﬂfmnﬁu
33 Lanmmswanmuﬂuﬂumwauwuﬁsvm'mumswamaamnmmmmmmﬂm (Drug substance)
78 3.2 nusumma@'uaawamnmmmmmsﬂ (Finished product) 12 3.1
3.4 lunsdidunzidoueanannnin 2 9 sxdasfidimninonantsane Long term stability au#i&%
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6. fisnanan (foe) Buwvanlisnidandygnonasuivua ol
6.1 ni:‘fmamsajumm‘imﬁ:ﬁmﬁmnnm%mmams‘mmwwa"t;iLﬁu"Lﬂmummgmeaﬁmu@
6.2 NITUNRAN U] m‘*ziﬁﬂi‘fgm‘%ﬂmﬁuﬁumnﬁ avemalagdinnuannIsuimsaswazen lwraoaess
fygrardaszang
6.3 nszﬁwuﬂ?qummwmnwﬁmﬁ'wﬁﬁ'maa’awa@iaﬂszﬁﬂﬁwaua:mmﬂaaﬂﬁ’wiaci’ﬂ'saﬁ‘lﬁ%’um
7. m‘nmwmﬂlaaaauﬁnﬁ‘lﬂ%’uﬁmsmwﬁmﬁmfﬁmﬁﬁﬂs:fﬁgnL%'UntﬁuﬁﬂﬂUé’]ﬁnmuﬂmznﬁums
suaseluszeziag 1 diewiudszmadszmanaibiinnsafing
wanuwma : 8798990
1 = General requirement WaUNFBETUEATL Preparations for inhalation
2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.
3 = British pharmacopoeia 2013
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31801131 7 Mometasone furoate 50 mcg/dose nasal spray, 140 doses

aalszmaIImInguaBsh

1. %'azn Mometasone furoate 50 mcg/dose nasal spray, 140 doses

2. amananaly

2.1 gluuy WWussazans ﬁm%g@ﬁunﬁmmgn (Nasal spray)

2.2 gawsznay Usznauaaudaen Mometasone furoate 50 meg / dose

2.3 MTULUI ussa;'lum'ﬁu:ussagm 3UuuL Nasal spray uaziien 140 dose da 1 MTUSUIN
2.4 28N - szq%am U ITNAUMENFIAYLATANLTI TUNAR i'uﬁvumq Wwufinge e

nedoudrsven LLaz"iﬁmnﬁu%'nmm'H’azi'm’ﬁ'mwuumsqﬁmevf
1 v 9/ A A U .
- UUMTWUTIYEN athadpadaszybaen $IDTANINMIA FIUUTTNBU URZTUA
ANULTIVBIELN LRUNNE® i'uﬁumqvl.'?'ﬁ’mw

3. amaNUANINakA

Namwnm’?uﬂi’l:ﬁqmn’lmﬂu'lﬂmu Finished product specification w8z Drug substance specification 7
LY a @ g Qs a = A A LY ] o s
FWNSIIMNLNFTANTURAVULALINU sno"l.memnﬁwmaa’mnmuﬂm:nssumsmwmta:m ns:m’aammimq{m
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3.1 Finish product specification‘"

Test Item BP 2013

1. YSunmerendagy 80.0 - 120.0% of the amount stated of Mometasone furoate

( delivered by actuation of the valve)

2. Identification ATIWU
3. Related substances - Unspecified impurities : for each impurity, NMT 05%
- Total impurity : NMT 2.0%
4. Uniformity of delivered dose” ATIVU
5. Particle size distribution” AT
6. Microbial limit test’ ATIIU
7. Leakage test’ ATIU
8. Mean delivered dose AT
(m%a) ................. QV .................................. U uamenISuNS

oo
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3.2 Drug substance specification : Mometasone furoate”

Test item BP 2013 :
1. WSnadadnty 97.0 - 103.0% of Mometasone furoate (Dried substance)
2. Identification ATITHIN
3. Specific optical +50° to +55° (dried substance)
rotation Dissolve 50.0 mg in ethanol (96%) R and dilute to 10.0 ml with the same solvent

4. Related substances By liguid chromatography

- Impurities A,B,C,D.E,F,G,H,! : for each impurity ,NMT 0.3%
- Total : NMT 0.6%

5. Loss on drying NMT 0.5%

ad o o v j a I3 el a @ J1 va e o
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LARINR®
1.1 1uﬁﬂﬁq1ﬂwsifuﬂuﬁuuﬁﬁum (N8.2 N8.3 N8.4 WRUANTER)
1.1.1 lunsdifiiunfndaludszinalng nansdls ne2
112 1unstﬁ°7itﬂuﬂ’1ﬂ'u’ihLﬁlammﬂaussq nunpds ne.3
1.1.3 luns@fduenthidranensssng nanefls no.4
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anufidunzidon  (finished product specification) wazTariinuan N TWIE9IR0AY (drug  substance
specification) nsrﬁﬁagﬁmiwmnﬂﬁwuﬂamrﬂmﬁ'mau EFBIUULLANTIIEFLWIMNEIEMIVaUT 1 (8.5)
UNWIBY finished product specification URZ/NID Drug substance specification lapvautlounauiudszaa
drzmenadidnniefing wazlifiu 2 9 o Fudsemadszmenandidnnsading
2. 1laNATIUIBINATFINNTHAALN
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3. Lanmmmmmnaammauaﬂm (Fruwrnnane)
3.1 Nan’lmi’m’JLﬂS’l”Mﬂmmwwamn 2] mmw'ﬁﬂmawnm (Certification of analysis of F:r{ished product) Tw
m;mamﬂumama
3.2 HamIaTRInTERgIMWIanAuvaIdIen ety (Certification of analysis of Drug substance) Al
mswﬁmmws;uﬁﬁoLﬂuwﬁamovﬁmaa;‘{wﬁ@mua::jwﬁmi’ﬂqﬁu
3.3 ianamsananududuanudunutnitiumniarasingauyesdiudaty (Drug substance)
78 3.2 ﬁ'ujumswﬁmaawﬁmﬁmﬁmﬁwﬁagﬂ (Finished product) 2ia 3.1
3.4 luns@tunziouenanunnnin 2 9 axdealidmnniwanenanisine Long term stability mafidu
wudlunsadougunusas wazldsumsswaivsasenansnngismnaasnium
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muﬁﬁ’mu@luﬁ"n]”aqmauﬁﬁ%‘lﬁ%aﬁu
5. miﬂszﬁ'uqmmwmﬁaiwau (wdRaNd1INITVYTEAR)
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6. Alana A (H1w) Bvsealonidndyginewasuimee Goit _
6.1 nsrﬁwamsaum’m"‘;msw:ﬁmﬁmnnsu%nmmam‘mmwwﬁ"l&itﬂu‘lﬂmummmm]‘aﬁmuﬂ
6.2 nsmuamn I mmemnmmmnuﬂm'mn TsamnalasdninnuatnITIMIIMITULAEN 1ummmmae
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WANBINA - 19599
1 = British Pharmacopeia 2013

2 = General requirement 783LN§3FNTU&WIL Finished product 31luuuen Nasal Aerosols

3 = The United States Pharmacopoeia 36
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malsenasaninguanssii

Montelukast sodium 10 mg Tablet

1. %Bﬂ"l

2. ansaarianaly
2.1 3Uuuy
2.2 utlsznay
2.3 MTULVIN
2.4 280

Montelukast sodium 10 mg Tablet

WusndaiafauNsy dwsusulsenin

dsuen "l’hu’mﬁ‘mauuumsqﬁm‘ﬁ

Usznaueiu@aen Montelukast sodium figaylan Montelukast 10 mg
. A a & ¥ o P4 o« &% o
ussq’luum Blister pack w30 agiitiuunaus Uasnuanusuuazussgnaridainuuss
A 1 Qs o Qs Q- =3 Q- : 4 = ot
- STY 0N FULITENAUA NIRRT TWHER TUFuaNE leuinde uasiaanaion

[T A A &
- URLLNIENaEIkasa aas:q‘ﬁamv\? TAYHIMIA FIULTENDLURVUAAULIITEILN
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3. AmENTANIMARa

3.1 Finish product speciﬁcation("

-

. PBunadasndregy

90.0 - 110.0 % L.A. of Montelukast

. Water content

2. ldentification test mami‘luﬂ‘mﬁiquu Finished product specification
3. Dissolution m’:im'ﬁumuﬁﬁ:q‘lu Finished product specification
4. Uniformity of dosage unit m’mshumuﬁsxq‘lu Finished product specification
5. Sulfoxide m’mmuﬂ’mﬁiziﬂu Finished product specification
6. Cis-isomer m’ai]shum&lﬁixiﬂ.u Finished product specification
7

. ) o I
m’mmumumzq'lu Finished product specification

3.2 Drug substance specification : Montelukast sodium

(24(3)

Test ltem

USP 36

BP 2013 °

1. USnnmeaendagy

98.0 - 102.0% of Montelukast sodium

(Calculated on the anhydrous basis)

98.0 - 102.0% of Montelukast sodium

(Calculated on the anhydrous basis)

2. ldentification AT1INUA3T Infrared absorption A7296uA283% Infrared absorption
3. Heavy metals NMT 10 ppm NMT 10 ppm

4. Sulfoxide impurity NMT 0.2% NMT 0.2%

5. Cis-isomer NMT 0.15% NMT 0.15%

6. Methylketone impurity NMT 0.15% NMT 0.15%

7. Methylstyrene impurity NMT 0.3% NMT 0.3%

8. Any other individual impurity NMT 0.10% NMT 0.10%

9. Total impurities NMT 0.6% NMT 0.6%

10. Water NMT 4.0% NMT 4.0%

11. Enantiomeric purity

NMT 0.2% of the S-enantiomer

NMT 0.2% of the S-enantiomer
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51801151 9 Montelukast sodium 5 mg Chewable Tablet

awilsenAdninguanssii

1. Boen Montelukast sodium 5 mg Chewable Tablet

2. ansaatiana by
2.1 3uuuy Wueda gﬂuumﬁm (Chewable tablet) % TUTUUsEMn
22 gwdsznay  Usznauaie@len Montelukast sodium ‘ﬁlm\lgaﬁu Montelukast 5 mg
23 MTULUIY  UITILUURY Blister pack %39 apfliilounasd ﬁaoﬁ'uﬂ'nu%uuawssgﬁ'mﬁﬁmﬁ’uum
2.4 287N - s:q‘ffam FIULTNALAINTIAYURLANULTI TUNAR 'Yuﬁvumﬂq Wwufinde uasieunadon
Fsuen "l'ﬁ”azm'ﬁ'mwuumsqﬁmeﬁ
- uuummaamﬁam'famq%aum‘%'a%amomsﬁw faulsnauusz e NULTIadEN
ufinde fuéumq'l:ﬁ"ﬁ'mw

3. AMANUANIILNARA

3.1 Finish product specification“’

1. USnadaendegy 90.0 - 110.0 % L.A. of Montelukast
2. ldentification test @5’;?;«"1%@1’1&!#5:131% Finished product specification
3. Dissolution ﬂnﬁlmuﬂ’mﬁ::qlu Finished product specification
4. Uniformity of dosage unit m‘nﬁlﬁhuﬂ’mﬁﬁﬂu Finished product specification
5. Water content mawhuﬂ’mﬁ.‘imillu Finished product specification
6. Related substance ﬂi’aﬁ]mummﬁszq‘lu Finished product specification
3.2 Drug substance specification : Montelukast sodium®®
Test ltem USP 36 BP 2018
1. ﬂ%mm@"amé’m“ty 98.0 - 102.0% of Montelukast sodium 98.0 - 102.0% of Montelukast sodium
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification AR IUAEAT Infrared absorption @723 1UeLIT Infrared absorption
3. Heavy metals NMT 10 ppm NMT 10 ppm
4. Sulfoxide impurity NMT 0.2% NMT 0.2%
5. Cis-isomer NMT 0.15% NMT 0.15%
6. Methylketone impurity NMT 0.15% NMT 0.15%
7. Methylstyrene impurity NMT 0.3% NMT 0.3%
8. Any other individual impurity NMT 0.10% NMT 0.10%
9. Total impurities NMT 0.6% NMT 0.6%
10. Water NMT 4.0% NMT 4.0%
11. Enantiomeric purity NMT 0.2% of the S-enantiomer NMT 0.2% of the S-enantiomer

Y muaenNITNNIT

nIIuNT

(WIIgT@ YIWuT) WWFNIWAT Myawdang)

wiflsensite_yaiB2312559



NUNDIAG - mdinsanademdinmaiu waive) mismasariiereinonsle 'lw”ﬁmmmLanmmﬁnyuﬁinénmﬁuagﬂa@1”'351
- Drug substance specification Rasananniuiianzhuediinia drug substance WinluBinTzw drug substance 189
dudaedusagl atiuleatiunile Aﬁoﬁmmﬂﬁmﬂ:ﬁﬂmnnﬁ'aﬁaﬁﬁ’muﬂ
Gouluau
1. z%wmewmULanmsms‘lﬁ'fuagrymifumLﬂ pudsuenias minslulmnalng wazduns (declare) WWAINE®
1.1 luddymisiunadeudiiem mo.2 no.3 no.4 udaudnsdl)
1.1.1 Tuns@induenfindaludszimelng nanefs ne.2
1.1.2 ‘lunsrﬁﬁl.ﬁumﬁﬁL‘:Tﬁl.ﬁan'mmaUﬁag wanefa ne.3
1.1.3 lunsdifidunihidhaindnadszina nansds no4
12 ludratunsfoun ne.1/8.1 veseniiauaTen wisunusziBuaiadamInunue mwvaIRRan
aufdunzidon (finished product specification) uazTariMuAANINYBITANAY (drug  substance
specification) ns:ﬁﬁaQ;S:Wmmﬂﬂswuﬂamn”'lmw“v'mau WHNUURVEANTITELWIMNENEATVaUA LY (£.5)
N W3BY finished product specification Was/W3a Drug substance specification lapvaun lwraniudszne
drrmanadiannsefing uaclaiiiu 2 D o Fudszmedsznianandidnnsading
2. 1laNANITUITAINIATFTINATINAAL
2.1 nsdfiemanludsanalng Anfadaslianmsisennaspunsniamamamsninomiuas3snsiain
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswuiagau PIC/S participating authorities
wia flenmsiuseanasgunsHinameauninnariuas B mIfiaunsnaaewashin U N IINANT
2IMTTUSTHT NIENTIABIIUEY Fstmuatulasfanuseaadosussrafisuiunsninasriuasdemanalu
nsudawn PIC/S lunaneenfliauane atudgaawsaunisanagaulasiinanisiusesfisiulsznma
szmenedidnnsefing
2.2 nsdifiiivaningronadssna HHANABININETTUTRINATTIUNTNRALIURENIN T UAZ
"iﬁmsﬁﬁlummﬁmm PIC/S (Pharmaceutical Inspection Co-operation Science) Tasmiaeaw PIC/S participating
authorities atiAge MusaUMIaTIRFeUlasiinanisiusastiviulsmetszmenaaidnmsaiing Wigany
ARAATN UAILANTER
3. tanmsqmmwzlaomﬁmuaﬂm (Fwwrmnana)
3.1 waMIATRIRTEH R WHAR U ENdITagUvaHEa (Certification of analysis of Finished product) 1w
Uﬁs;uﬁaol,ﬂuﬁ’aasiw
3.2 WanMIaTdlaTsiguNWIanAuvasaIndfyy (Certification of analysis of Drug substance) Alflu
mswﬁmméuﬁa’mﬂuéﬁazhavfwao;jwﬁ@m'nta:;j'wﬁﬂfmqﬁu
33 Lanmw‘?a‘v\é’ngwuﬁuﬁummﬁuw"‘uﬁs:whas"umswﬁmaﬁﬂqﬁumaaﬁamﬁ']ﬁ%y (Drug substance)
78 3.2 ﬁ'ujumswﬁsmaawﬁﬁﬁmﬁmﬁnﬁmgﬂ (Finished product) 18 3.1
3.4 lunsditunzSousanannnii 2 3 sxdasdidnmmweronansine Long term stability AN
Rsdnlunsdoueuuaas Lm:vl,@i”s"unwadwm{usauanm5mn;§ﬁé’m’mmmu’§1§'¥1

€ €,

mom’mmwu ULIUNT ﬂ‘l:l')

GRE 1) %ﬂ’ﬁ

(WiBgI& YsWus) (W8NS ngyawiaii)

nIIUNT

wini2iensiie_yaiB23/2559



3.5 lunsdidunzifousnuniasnd 2 9 azdasfifmnnwinersmsfnmnunITITasInaTidy
WudslunsSouenunuses LL&:'I.@T%’umsaou'm{usaoLanmsmmjﬁéﬁmwaou’%ﬁ'ﬂ
4. @1081981
4.1 flauennan dessdiatenatnanion 3 ﬂmﬂusﬁ;ﬁ'wﬁ Fadudunuuaasmoazidoaldnrudon
muﬁﬁwu@luﬁ'ﬁaqmauu“ﬁﬁ'ﬁ'lﬂ%oﬁu
5. msﬂ‘szﬁ'uqmmmnﬁa'auau (waastanaI TN znin)
5.1 mﬁa’wauﬁaaﬁmq‘lﬂﬁwﬁatlmf'] 1 3 diunniusenay
52 mnmmﬁt&wau a:ﬁaodaﬁmmmwmU'lué'usawamsmaﬁmﬂ:ﬁméuﬁdwau
5.3 ns:ﬁﬁ%mmwnﬁv‘hms@ué’aazi'mmﬁdwamﬁ‘adamaﬁmﬁzﬁqmmw WUIBTITNNTEYINRILIRD
fasvadietng Tﬂmjmm:éfaodamLﬁ'mﬁnmuﬁﬂmuﬁ'vxmUﬁ'ﬁn'ﬁdwsaﬁ,ﬂﬁ:ﬁua:Lﬂucﬁ'uﬁmau
d'fl’fj"ﬁhvﬁlﬁU’J?Taﬂumsmaﬁmﬁ:ﬁqmmw nszﬁﬁwuiwm‘hil.ﬂu'lﬂmuqmﬁnwm:mm: RUIBTITNTVD
FUEN S LsURITBNMIIEUeIANENGINE1IT89 PJ‘U']ULLG:/%?EIEENﬁ@]I%ﬂ%@iﬂU
5.4 g{mm:@Taa%’uLﬂsuumtﬁamlnﬁﬂmmq ‘n‘%aLﬁatﬁﬂmﬂéauamwﬁ”am.ls:ms'lms] rauimualaslaid
Fouly
6. lanasidenludug
6.1 winenfianelilenduuuy (original drugs) FasiimisFouaaInI1TNaRay Bicequivalence Miaua
Wisuifisuiuenduuuy lasinsfnmdaadwldeamaninasiuszuwa fiatumsfnmndrsuysvas
RN AIFIUNIIUA AN TTUNTTOTRITURZEN ns:mwmmsmqm“) Tunsditunsadoudiuenmauuuen
sy lnd (Iolasnadous NG) swsnenriunsuuLlanE I AN ANy aTa N
7. fiswanen (i) Busaalisnidindygnenasuiune doi
7.1 nsrﬁwamszﬁummimw:ﬁmﬁmnnsu?wmma@ls‘mmwwzﬂmﬂu'lﬂmummgmﬁaﬁmuﬂ
72 mr‘ﬁw§ﬂﬁmﬂffm°nﬁﬂﬁgm‘%nmﬁuﬁumnﬁamm@T@Uéﬁﬁ'ﬂmuﬂwnﬁumsmmmmm lugrsamves

s J
fltUITTBISUY

7.3 mtinudgmwigmnwannwiaiueifianasiuadayinsuauszanudsesanivderdi i ldium
8. WUILIITATY ammﬁnﬂﬁ%’uﬁmsmwﬁmﬁm‘ﬁmﬁﬁﬂni’ﬁgnL‘%Umﬁuﬁulﬂ PEFIUNITUAUSNITINT

amsuazenluszaziaan 1 on awindszmedszniaradidnnsaiing

WANEHR : 91989910
1 = General requirement Ba3LNFTEITUSIRIU Finished products 3Uuuy Tablets
2 = The United states Pharmacopeia 36
3 = British pharmacopoeia 2013
4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLG:@:ﬁa
miﬁnm%aﬂix?mﬁwaua:%’mugamawﬁ@ﬁm‘ﬂm NBIAIVANEN SUNNUAUENIIINT
FIRITURSYN ﬂi:ﬂi?dmﬁ’]imq‘ﬂ

4 3;/
RN ) [N Usemuamenssunig

N3NNI

- D/ @ o a
(WBETA YIWUT) (WHENINDT nyawiand)

wifisiumsile_gaiiB23/2559



s8N 10

b 4
IBAID gaamansme l%ﬂ'l&ll%llﬁ"l gLON§IINITANDD n'zmmevfzn
=I
18N B23 /2559

muﬂszn*nﬁﬁ'wi’mquaswsﬁ

Natamycin 5% eye drop, 15 mL

1. 8o Natamycin 5% eye drop, 15 mL

2. AN AN L

2.1 gﬂLmu

A’ o Qs
Wuassrasuriuaznau (suspension) UTeainiia wsLnsaaan

2.2 §wmdsznau  Usznaudan Natamycin 50 mg / mL USanas 15 mL ¢ie 1 MTUSUITY |

o J o Q k1 Q@
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3. amaniannaha

Nan’lsm’nﬁmﬁ:ﬁrqmﬂ1WLﬂu1ﬂ6|13J Finished product specification Waz Drug substance specification
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3.1 Finish product specification("

Test item

USP 35

1. PRanausaendrngy

90.0 - 125.0% of the L.A. of Natamycin

2. Identification RIITHIH
3. Sterility ATV
4. pH 50-75
5. Minimum fill ATIINW

3.2 Drug substance specification : Natamycin

(1)

Test item

USP 35

1. WSnmdaedagy

90.0 - 102.0% of Natamycin (calculated on the anhydrous basis)

2. Identification ATITNIY
3. pH 50-75
4. Crystallinity AIVHH
5. Water 6.0% - 9.0%
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5781190 11 Dorzolamide 20 mg/mL and Timolo!l 5§ mg/mL eye drop

aalszmadminauassiih

1.#asn  Dorzolamide 20 mg/mL and Timolol 5 mg/mL eye drop

2. amanana

A/ s a A =3 LY o Qv
21 E‘ULLU‘U Lﬁumia:maﬂﬁﬂmnmﬂa 'luua UANURUGLINUDEY FIRITURLIANN

2.2 éwmdsznay  Usznaualn@iun Dorzolamide HCI 20 mg/mL waz Timolol maleate 5 mg/mL 1USunas

5mL ¢ia 1 979
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3. amanianumnaie

3.1 Finish product speciﬁcation")

Testltem

‘BP 2013

1. UBnousnedngy

90.0 - 110.0 % L.A. of dorzolamide

90.0 - 110.0 % L.A. of timolol

2. |dentification

FTINU

3. pH

50-6.0

4. Related substances

For Dorzolamide

- the area of any peak corresponding to impurity B : NMT 1.1%

- the area of any peak corresponding to impurity D : NMT 0.2%

- the area of any other secondary peak : NMT 0.2%

- the sum of the areas of all the secondary peaks : NMT 1.3%

For Timolol

- the area of any peak corresponding to impurity B,D or G : NMT 0.4% of each
- the area of any other secondary peak : NMT 0.2%

- the sum of the areas of all the secondary peaks : NMT 0.5%

5. Preservative content

G\S’Ji]&humuﬁiz‘]_ﬂu Finished product specification

6. Viscosity m’;’«amumuﬁsquu Finished product specification
7. Particle size ATITHIN

- > 25 pm laiifinu 5 particle/ml

- > 50 pm laitAin 2 particle/ml

- > 90 um laiLfiu 1 particle/ml
8. Sterility AN

(WA YIWuE)
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3.2 Drug substance speci

fication

3.2.1 Dorzolamide HC

1.(2]
|()()

Test ltem

USP 35

'BP 2013

1. Pmehdiniy

99.0 - 101.0% of Dorzolamide HCI,

Calculated on the anhydrous basis

99.0 - 101.0% of Dorzolamide HCI

(dried substance)

related compound A

2. Identification ATV ATIINN

3. Water NMT 0.5 % -
4. Residue on ignition NMT 0.1 % -
5. Heavy metals NMT 0.001% -
6. Limit of Dorzolamide HCI NMT 0.5 % NMT 0.5 %

7. Chromatographic purity

- Any individual impurity : NMT 0.1 %
- Total impurities : NMT 0.5 %

- Impurity C : NMT 0.15 %
- Unspecified impurities : NMT 0.10%
- Total : NMT 0.3%

8. Loss on drying

NMT 0.5%

9. Sulfated ash

NMT 0.1%

3.2.2 Timolol maleate

(1(2)

amaNlanImaia

USP 35

BP 2013 -

1. USunmenendny

98.0 - 101.0% of Timolol Maleate,

Calculated on the dried basis

98.5 - 101.0% of Timolol Maleate,

Calculated with reference to the dried

substance

2. |dentification AN NN

3. Appearance of solution - AT

4. pH 38-43 38-43

5. Specific rotation -117°%t0-125° -

6. Loss on drying NMT 0.5 % NMT 0.5 %

7. Related substance - - Impurities B,C,D,E,F : for each impurity,
NMT 0.2%
- Unspecified impurities : for each impurity,
NMT 0.10%
- Total : NMT 0.4%

8. Sulfated ash - NMT 0.1 %

9.Enantiomeric purity - Impurity A : NMT 1.0%

10.Residue on ignition NMT 0.1 % -

11.Heavy metals

NMT 0.002%

12.Chromatographic purity

ATIINIU

] Y % . a ] a a al av v
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18NN 12 Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200 puff

ailsenaIInInguaTIssIih

1.Z3881  Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg MDI, 200 puff

2. amauianaly
2.1 3uuuy Lﬂumﬁﬁﬁwé’ug@w'mﬁwmmn (Inhaler)
2.2 swdsznau  Usznaudu@ann Ipratropium Bromide 0.02 mg + Fenoterol Hydrobromide 0.05 mg
T 1 puff
23 MIUzUIT] LTI lWMYULUTIIENIUMLL Meteres dose inhaler (MDI) uazilen 200 puff ¢ia 1 MTUUTIY
2.4 28N - Bo11 usznaudtnERLaTAINAILT TUNER fuz?yumq Wvfinde uazaunzdou
dumn Madataauuuussysiuel
- UWMTUUITIENFANY aﬂwoﬁauﬁaaszq%am FULTzNaUMIENEIRTY AauTe TuEu
ay uaztavfinde

3. aMENUANISINALA

3.1 Finish product specification("

1. SSumdaedaty ¢ia 1 Dose 90.0 - 110.0% of the L.A. of Ipratropium Bromide
90.0 - 110.0% of the L.A. of Fenoterol Hydrobromide

2. Identification ﬂsaﬁlciﬂumuﬁﬁmallu Finished product specification

3. Uniformity of delivered dose AT

4. Fine particle dose HIINU

5. Number of deliveries per inhaler ATV

6. Leak test ATIW

3.2 Drug substance specification

3.2.1 Ipratropium Bromide'™®
Test Iitem BP:2013 USP 35

1. USunaudaensey 99.0 - 100.5% of Ipratropium bromide 98.0 - 102.0% of lpratropium bromide

(Anhydrous substance) (Calculated on the anhydrous basis)
2. ldentification ATVY ATATU
3. Appearance of solution ATV -
4. pH 50-75 . 50-7.0
5. Impurity A NMT 0.1% NMT 0.1%
6. Water 3.9% - 4.4% 3.9% - 4.4%
7. Sulfated ash NMT 0.1% -
8. Residue on ignition - NMT 0.1%

/
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(2).(3)

3.2.1 Ipratropium Bromide (Gia)
AmdNIAN9INALa BP 2013 UsP 33
9. Heavy metals - NMT 0.001%
10. Related substances - Impurity D : NMT 0.05% - Ipratropium related compound C
- Impurities B,C : for each impurity, NMT : NMT 0.10%
0.1% - Ipratropium related compound B

- Unspecified impurities : for each impurity, | : NMT 0.10%

NMT 0.10% - N-isopropylnoratropinium bromide

- Total : NMT 0.25% : NMT 0.10%

- Apo-ipratropium bromide : NMT 0.10%
- Any individual unknown impurity

: NMT 0.10%

- Total impurities : NMT 0.25%

3.2.2 Fenoterol Hydrobromide(z’

ABANTANIINAKA BP 2013
1. USunoen mﬁ’lﬁiy 99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)
2. Identification AU
3. Appearance of solution ATIWNIU
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%

ol - Y Y . o I3 el Y a AW s s o
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WMWIa finished product specification uaz/m3e Drug substance specification lasvautlaneuwiudszne
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MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiazau PIC/S participating authorities
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37971190 13 Betahistine dihydrochloride 24 mg Tablet

aalsEnAIINIRgUATITEIN

1. Ban Betahistine dihydrochloride 24 mg Tablet

2. ansaaianaly
2.1 uuy Wugude §1wIUTUYsEmu
2.2 #usznay  Usznaudlu@isn Betahistine dihydrochloride 24 mg
23 mruzusry  usluunsegifiounand wis blister pack tasruanuiuuacuasls”
2.4 2N - szq%am fUUTTNAUA LI YUIZANULTI TUHER i’uf?ruawq wufine wazla
nzifoudsuen e ENTAIUUUTTIA A
- UlUREN arhaiam’famq%am%%a%amamsﬁ'\ ST N LLAZ IR NN TIVBIEN
(8ufinEa fuﬁvumq‘l’é"’ﬁmau
3. AmENIANIMAKA
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3.1 Finish product specification"’

Test Item BP 2013
1. YInmarznsnmy 95.0 - 105.0 % of the stated amount
2. Identification ATITNIN
3. Dissolution test sasazansliasnin 75% (Q) malu 30 wifi
4. Uniformity of content ATIINU
5. Related substances By Liquid chromatography

- N-methyl-bis [B-(2-pyridyl) ethyl] amine : NMT 2%

- 2-vinylpyridine : NMT 0.2%

- Any other secondary peaks : NMT 0.2%

- the sum of the areas of the peaks corresponding to N-methyl- bis
[B-(2-pyridyl) ethylJamine, 2-vinylpyridine and other secondary
peaks : NMT 2%
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3.2 Drug substance specification : Betahistine dihydrochloride(”

Test ltem BP 2013
1. ﬂ?mmﬁ’amﬁ’ﬁty 99.0 - 101.0% of Betahistine dihydrochloride (dried substance)
2. ldentification ATIEW
3. Appearance of solution ATV
4. pH 20-3.0
5. Related substances - 2-ethenylpyridine (2-vinylpyridine) : NMT 0.2%

- 2-(pyridine-2-yl)ethanol : NMT 0.2%

- N-methyl-2(pyridin-2-yl)-N-[pyridin-2-yl) ethanamine : NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.1%

- Total : NMT 0.5%

6. Loss on drying NMT 1.0%

7. Sulfated ash NMT 0.1%
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UASINER
1.1 ‘Luﬁ'\ﬁ’n;ms'fuwuﬁmﬂ“ﬁ’um (N81.2 N18.3 NEL4 LRILANTTH)
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