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Acitretin 25 mg Capsule
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Acitretin 25 mg Capsule

1. Lﬂumtﬁﬂﬁﬂuummﬂ'ga FRaTUU MY

2. 1u 1 untya Usznaudausaen Acitretin 25 mg

a a a ) s [ ¢ a A1 a
3. msq'luuma@muﬂuwauﬁ 50 blister pack 1Jaonumw'ﬁmmwﬁqnmfﬁﬂaanuu,m

)

a . a o & v A e X i a
4, Qﬂ'lns:l! -B881 a’Juﬂﬁ:naUﬂ'JEl"la’lﬂiyLlﬂ:ﬂ'J'\&lusq AUNRN 'Juauﬂ']q Lﬁ'ﬂﬁNaW Llﬂ:lﬂ'ﬂﬂ:laﬂﬂu

drsuen 19 aEITALRUUBLTTIA U

v ) : a o o & i a
- UULLHNIEN aﬂ']\?uaﬂﬁ’aﬂﬁq’ﬁaﬂ'\ ajuﬂi:ﬂaUW'Jﬂﬁla']ﬂfy AULTI ’Juﬁumq LLa:Lﬂ'ﬂﬁNam

amauvamanana
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USP 35

BP 2013

1. USunmwaaendagy

90.0 - 110.0% of the L.A. of Acitretin

95.0 - 105.0% of the L.A. of Acitretin

2. Identification

NTIIHU

ATITHIU

3. Dissolution

foauaaInsazans litaundn 85%(Q)
of the L.A. of Acitretin 14
30 Wil

dasuaasmIazany iwasnin 75%(Q)
of the L.A. of Acitretin 11

45 wf

4. Uniformity of dosage

units

AT

AT

5. Limit of degradation

products

- Acitretin related compound A

: NMT 0.5%

- Any unspecified impurity : NMT 0.4%
- Total unspecified impurities

: NMT 0.8%

- the area of any secondary peak

: NMT 0.4%

- the area of each secondary peak
:NMT 0.2%

- the sum of area of secondary peaks
: NMT 1%

- Disregard any peak : NMT 0.1%

RINKA 1. ABILFAINANTINAFEUAUFNLAMANARannTaenuingsd iy BP 2013 wia USP 35 11961
—_— q 9
2. NMT = Not more than
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Gonludu q
1.a’ru.mmwmmanmims'l@ﬁ'uatg.ty'm"ffuml,ﬂﬁuﬁﬁ'umtﬁ‘ai‘immﬂuﬂs:mﬁ'lﬂu UazF LA (declare) URSINRS
1.1 luﬁﬂﬂ"rymﬂfuw:tﬁﬂm‘i’rs”um (M8.2 8.3 NE.4 USIUANTT)
1.1.1 lunsdifiduenfindaludsunelng nunafs ne2
11.2 'lunsrﬁﬁl.ﬁuﬂ'lmvﬁ’mﬁanmtﬂamsq nede ne.3
1.1.3 Wnsdifidugntidranensdsane nanefs no.4
1.2 ludwadunaiiowen ve. 1 vassfauaman wibsuneaziduaiatanmsmuguaMnINTas
waaATaaRitunzdowly finished product specification) nszﬁ'ﬁagl;s:wmn’mﬂﬁuuuﬂaoun‘”lmﬁmﬁu
ADIULLBNFIIWIoFUMINWENEN TV luunwSDY finished product specification
2. LANENTIUTINATFIUNIHEALN
2.1 nsdifigmdalwsanalng grandasfidumnmndioniifasusasnaspunisuiasay
mé’mnmﬁ?ﬁmsﬁﬁ'lumswﬁmmmaenszm’mmmsmq-u (GMP w38 GMP/PICs) lunaaniianese
2.2 nsdifiugmindreinessna graadpalid L wiemiiiResusednaspumskiam
mamé‘mnmsﬁ%%n'ﬁ'?{ﬁ‘lummﬁmmmaaﬂs:mmj’wam %38 Certificate of pharmaceutical products
3. mﬁtauam’aoLﬂumﬁiuﬁﬁ'ﬂLﬂmjwﬁmﬁ?a@muﬁmmrJ ( WERAILDNENTILTDY)
4. z%mmmwmmanmsqmé’nummaqmﬁtauaﬂm
41 Namsmn‘imsw:ﬁqmmwwﬁmﬁm‘n’maovjwﬁm (Certification of analysis) ‘lumiuﬁdatﬂué‘nama
4.2 NAMIATIVUATIANININIAYAL (Raw material) vaadatnanildluntntan nﬁwaog{wﬁm
g ua:g{wﬁwi’mqﬁnﬁtﬂuﬁu@mﬁu uanﬂuﬁmﬁmﬁ'umm"’aazhaﬁz-io (LAEAILANFTIUIDY) ABIUAAINITATI

o X (1),
mu(m)

AnaNUAMYmaka USP 35 BP:2013

1. ﬂ?mmv'hmﬁﬁﬁ'mu 98.0 - 102.0% of Acitretin (Calculated on the | 98.0 - 102.0% of Acitretin (Dried substance)

dried basis)

2. |dentification a9 U 2E3T Infrared absorption AN

3. Related substances - Acitretin related compound A : NMT 0.3%

- Acitretin related compound B : NMT 0.3%

By liquid chromatography
- Impurities A, B :
NMT 0.3%

For each impurity ,

- Any unspecified impurity : NMT 0.1%

- Total unspecified impurities : NMT 0.4%
- Total impurities : NMT 1.0%

- Total impurities : NMT 1.0%

4. Palladium - NMT 10 ppm

5. Heavy metals NMT 20 ppm NMT 20 ppm

6. Loss on drying NMT 0.2% NMT 0.5%

7. Sulfated ash - NMT 0.1%

8. Residue on ignition NMT 0.1% -

ANYINA 1. ABILERINANIINARILA UFNURMANaiannTaanunaad iy BP 2013 wia USP 35 4714dn
oty 9 q

2. NMT = Not more than
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5. @1081987
5.1 fllauanan dassidatnenatiwilan 3 Wy Fadudunuusasnoazibonled
mun"’mmuﬁﬁwuﬂ'lw”’m’aqmauu'ﬁn"ﬁ'lﬂ'u”wﬁu
6. msﬂs:ﬁuqmmwmﬁdwau (LEAILBNFITNTITTULTZAY)
6.1 ms.yuaomﬁa’wanm’ao'l&iﬁaﬂn'h 12 \@e% wuNIUEINaL
6.2 mnm’mﬁ'dwau q:ﬁ'aaa'aﬁ’ummwmﬂ'lu%“maaNamsmﬂﬁmﬂ:ﬁmjuﬁa'wawaa;j"wﬁm
6.3 1un7rﬁﬁmﬁ’mm°ﬁmsﬁ’m’m§uﬁ'aazhamﬁ'a'wamv‘v‘adam’:ﬁmﬂ:ﬁqmmw AULTITN1Fs
nﬁ'ﬁas’aoma@?"aazmmTﬂmsm'm%:m"aadamLﬁuSnmmﬁwmuﬁummwm‘sdmﬁﬁmﬂ:ﬁuauﬂu
WiuAeveudliialunmanifinnzigann 'lunsrﬁﬁwuiﬁm"lsjLﬂu"lﬂmuqmé'nmu:mm: uiunIzdas
thenuiindalnaifidranasgmsonaulilsmenna Taolidedldinle 9 molu 30 Futuenfuilas
wddnlsaneunauas 11aao’mﬁn‘ﬁ‘lﬂ%’uﬁmsm’mmauaﬂmmé’ondﬁwaog{maua:/ﬁacjwﬁmlua%da'hJ
6.4 sfmUa:el"ao%'mﬂﬁwml,ﬁam'lna”wmmq vﬁaLﬁaLﬁﬂmst?«auamwcﬂ”if.an:ms'lm‘) nauinua
7. naTiug
7.1 FUWWUFMIHAMIANAMAUAIAITBILN (Stability data)
7.1.1 wnsdidunadouenuwnnnii 2 0 sxdaefdumnmeinonanisdnm Long term stability A7
SuAmdnlunadouenanuans
7.1.2 lunsdifunadownantesnit 2 9 sxdasfdummuaneransansanunsareInawiiu
wudnlunsdounanuaas LLa:'l@T‘E'umsmmu%'usaaLanmsmmjﬁéwmwaw%ﬁn
7.2 nidimduililganduuny dasfindngmmaimnsiideiie lduasamanisinmnils Bioequivalence study
luwusdilSoufisuiveduuuy %otﬂu‘lﬂmuwﬁ'nan‘vfmsﬁnm%'mugamaunaomuqum NN

3
T @

‘VIN'IUWIG]. ¢ 519899
1 = The United States Pharmacopoeia 35
2 = British Pharmacopeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavaitability and Bioequivalence Studies Lm:g]'ﬁa
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578115N 2 Amoxicillin 2 gm and Clavulanic acid 200 mg for injection

Al sENAIINIA UATIHEH

Zomn  Amoxicillin 2 gm and Clavulanic acid 200 mg for injection

Amauiana

! ° a
1. WluasenUnaniFaf§uafieuiwia (of-white) dniuda

2. 1w 1 Vial Usznaudladasn Amoxicillin sodium Asuyany Amoxicilin 2.0 gm Uaz Clavulanate

Potassium IFa3anL Clavulanic acid 200 mg

& a Y 1 ar & o * a
3. yssglumansusrgndadnanie siiaraauia type | Uasnuanaiiu ussussyimeidasniugs

a % . . vy o4 o o ' ’ '
4. NIV YVIINILTARINRUNIY Water for injection a:'lﬂmzn'laawnqu mmaommagmu’lui’aunm

1
20 wiit

d ) et o Q- Qs =~ v : A o o
5. A/NEY - AL muﬂ‘s:naum'mﬂmﬂmu,a:mwtm TUHAN IUTUDY LRINHAA uaztnansiioudr o

13 azi'm's'mwuuusiqﬁ'm‘n’

a TR o . o o o o X a o
- Uuﬂ"lmuﬁ?ﬂ'\ﬂﬂ BENUDEN aﬂ's:ﬁ.!’ﬁﬂm a?uﬂﬁﬂauﬁ?ﬂ'\mﬂfy ANUUN 'Juaua'\q LRSLRTNHNEN

amduiamanana®

amaaniinomnaiia

BP 2013

1. WSnmedany

90.0 — 107.5 % L.A. of Amoxicillin
90.0 - 107.5 % L.A. of Clavulanic acid

2. Identification test AN

3. pH 8.0 - 10.0

4. Bacterial endotoxins NMT 2.5 1U/mL
5. Water content NMT 3.5%

8. Constituted solution®

#3739 mumuﬁs:q'lu Finished product specification

7. Uniformity of dosage units"

: d . P
Gli’lilw’}uﬂ’luﬂixq'lu Finished product specification

8. Particulate matter(s)
- 2w > 10 pm lailfiu 6,000/container

-2we > 25 um il 600/container

. | -~ L
ek mumum:q'lu Finished product specification

9. Sterility test”

@379 mumuﬁ'i:q'lu Finished product specification

10. Related substance

- the area of any peak due to oC-penicilloic acid : NMT 5%
- Amoxicillin dimmer : NMT 5%
- the area of any other secondary peak : NMT 3%

- the sum of the-efeas of all the secondary peak : NMT 15%
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1. ﬁ’ummwmmanmsmi‘ld'%'uagqm-ifumtﬁuueiﬁ'uumﬁaiiwmﬂluﬂ‘s:mﬂ‘lnu URSHILAY (declare) UNRINA®
1.1 luddgmetunadioudiiim me.2 ne.3 ne.4 usausnsd)
1.1.1 lunsdifdueniindeludszinelng wanofis ne.2
1.1.2 Iuns;ﬁﬁtﬂummLﬂ'ﬂtﬁamsummsq wuede o3
1.1.3 luns@fidugrhidranensszme nuiefa ne4
12 ludmadunaouen net vasniauanen wibumsasdsanaTan1ImUNg A NIBING AR T
aundunzowly (finished product specification) nst‘iﬁagj;s:w.i'mmﬂﬂﬁ'Uuuﬂaouﬁ”lmv‘v"uLﬁmw"ao
WHULBNRITHID @ UINNENENTTVaLA lauWSaY finished product specification
2. 1aNAMTILTINIATIUNINE AL
2.4 psdifienuaalusanalng driaddidmnwdieniiResusadnaspunsuaasana
v&é’nmmfﬁ%‘ﬁ'nwﬁﬁlumsnﬁmuwaons:wsaaawmsmgm (GMP %38 GMP/PICs) lunuaaeniianany
2.2 nsdifuduenindroinsvysunea grAadsslidmnwdemliResuTanasgIunTsHEnen
mwé’nmm«rﬁﬁmiﬁﬁlummﬁmmmaaﬂszmmjwﬁm %38 Certificate of pharmaceutical products
3. ﬁ‘nmewmmanmsqmﬁnwmmaomﬁ'mmﬂm
3.1 WamMIATI AR KKAA TR kEa (Certification of analysis) 'lumsq'uﬁdotﬂmﬁaaiw
3.2 NAMIATIRIATERMNINIARAY (Raw material) vasgrndngAlFlumndaem VDIHAALN
uaz/m3IBTaINARIanGY ua:lﬁmfmﬁmﬁumﬁ":ashaf';zia (UWAAIBNEITIUIDI)
33 nsrﬁﬁi’wqﬁmﬁuunuwaumué’a (Amoxycillin and Clavulate potassium) ABIUAAINTATITA AR
nInaiingas Amoxycillin sodium usz Clavulate potassium #1478 3.4 va3uTENHIATanAY

v o oa € o oo a € a [
34 m’ummﬁ:ﬂmmy‘nmaauamlu‘lmmﬂ:mmqﬂu vlﬂl.l,rl
(2)

1. AMANIANINAKABEI Amoxicillin sodium

AmEianInaia BP 2013 ;;
1. USnmdaendagy 89.0 - 102.0% of the L.A. of Amoxyillin (anhydrous substance)
2. Identification AN
3. Appearance of solution ATIINIH
4. pH 8.0-10.0
5. Specific optical rotation + 240° to + 290 ° (anhydrous substance)
6. Related substances = Impurity J : NMT 3%

- Any other impurity : NMT 2%
- Total : NMT 9%
- Disregard limit : NMT 0.1%

7. N,N-Dimethylaniline NMT 20 ppm

8. 2-Ethylhexanoic acid NMT 0.8%

9. Heavy metals NMT 20 ppm

10. Water NMT 3.0%

11. Bacterial endotoxins Less than 0.25 IU/mg
12. Sterility ATIU

wwdasy  fiadsny)
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2. AMENIANI9INARADY Clavulanate Potassium

(2).(3)

AuaNAnumaia;

BP 2013

USP 35

1. WSanmdaendagy

96.5 - 102.0% of the L.A. of Clavulanic acid

(anhydrous substance)

75.5% - 92.0% of clavulanic acid calculated

on the anhydrous basis

2. Identification

AN

ATV

3. Absorbance

NMT 0.40 (at 278 nm)

4, Bacterial endotoxins

NMT 0.03 IU/mg

NMT 0.03 USP Endotoxin Unit per mg

acid

5. Sterility ATIINW AU
6. pH 55-8.0 5.5-8.0

7. Water NMT 0.5% NMT 1.5%
8. Limit of clavam-2- - NMT 0.01%
carboxylate potassium ’

9. Limit of aliphatic amines NMT 0.2% NMT 0.2%
10. Limit of 2-ethylhexanoic | NMT 0.8% NMT 0.8%

11. Chromatographic purity

- Impurities E,G : for each impurity, NMT 1%
- Any other impurity : for each impurity,

NMT 0.2%

- Total : NMT 2.0%

- Disregard limit : NMT 0.05%

Total impurities : NMT 2.0%

12. Specific optical rotation

+53 © to +63 ° (anhydrous substance)

+53 ° to +63 °(anhydrous substance) @

RULNE

3. Qmauﬁan‘mnﬂﬁﬂwm Diluted Potassium Clavulanate(z)

nitkianduiu diluted potassium clavulanate 1T mzianuiatef 3

AR INARA

BP 2013 |

1. YTanudendrey

91.2 - 107.1% of potassium clavulanate

2. Identification

mwmumuﬁszq'lu Finished product specification

3.pH 48-8.0
4. Absorbance NMT 0.40 (at 278 nm)
5. Water NMT 2.5%

6. Related substance

- Total : NMT 2.0%

- Disregard limit : NMT 0.05%

- Impurities E,G : for each impurity, NMT 1%
- Any other impurity : for each impurity, NMT 0.2%
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4. fiauamimdasssiiatnsmagaies 3 wipussyioel Fududmumaamuandoeldasudanenud
rualunate qmauu“'em"'*ﬂﬂ SRR |
5. mﬁ'tauam"aaLﬂt&ﬂﬁﬁﬁﬁﬂLﬂmjwﬁmu?a;jmuﬁ’mmzJ (UFAILBNEITIUTDY)
6. msﬂs:ﬁuqmmwmﬁdwau (waaslana1sNIsTulsznng
6.1 mqmaomﬁa’wauﬁm'laiiaﬂni’\ 12 ik HUINIUSINEY
6.2 mnmmﬁa‘wau a:e’u’am’aﬁ’lmewd'\u'luﬁ”usaowamsm‘m’imﬂ:v\’mjuﬁdmaumaq@.’wﬁm
6.3 ‘luns:ﬁﬁuﬁwﬂmmsﬂwmszzjudﬁar;hamﬁa’wauw‘w‘aﬁmsaﬁmﬂ:ﬁqmmw WA
wﬁaﬁas"awas?”.;azham‘[ﬂmgj"mm:m’aoa’emt.ﬁuﬁnmuﬁ’lmuﬁwm prnssIaTIdeTziLazidu
AiuAagauslfinslumsandienzigounn 1unsrﬁﬁwm’*nm‘lahﬂu"lﬂmuqmﬁ’num:mwn: whgnTMs
visnardanhuuiindalnifdunaspudmaulilsmemns Taobifadldiola 9 molu 30 Swin
mn’i’uﬁ"la’%’uLL’sToirmIsowmmauawammﬁw%‘l&ié‘uﬁmsmmﬂauaﬁmmﬂ"md'maosjmuua:m?a:"{uam
Tuaiddaly
6.4 g{mua:&aﬁmﬂﬁ'uumtﬁam'lna’vmmmq wiadlaifanFeusmnnaudvua
7. wonmidug
7.1 SUWUAAINANTANMIANAIAIVEIEN (Stability data) ‘
7.4.1 wnsdifunadionewnannnin 2 9 axdesiidnmwtenanisdne Long term stability a1sfi
Swindulunsidousanuans
7.1.2 lunsdidunsaidongnantosnin 2 9 ssdaaddunawingnansdnsaunssaussenmaiion
dsdalunzdousuuans ua:"lei’%‘un’rmmu%’maaLanm'mmjﬁﬁwmwaw?ﬁ'n
7.1.3 Hasnnidusiidasscaonionld FosuuUanaITUERINNNAIRITEILNINEREINTALANY URE
Boridamrihfmanzas mmsmﬁwn"uﬁ"zm'lﬂ"luﬂ’a'mﬁuiuﬁ'l'ﬁ’ﬁ'ucjﬂm ua:d’aouaﬂaﬂuapﬁuwﬁa

aaﬂﬂ5aaﬁ'uﬁ'aga'lmanmsﬁ'lﬁ'um

‘MN’IHWW!: 11489970
1 = Trissel LA.Handbook on injectable drugs.15th ed. Bethesda: ASHP, 2009.
2 = British pharmacopoeia 2013
3 = The United states Pharmacopeia 35
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aalssmMASInInguaEsh

Clarithromycin MR 500 mg Tablet i

Zan

amanana

Clarithromycin MR 500 mg Tablet

- a_ a¥ a
1. ilusnfarfiasvdsenn sUuuyasngnBiiiu MR : Modified release

2.l 1l Usznaudindaen Clarithromycin 500 mg

a a a . * @ A o \1 a
3. urniluunsagfifiuarans w3e biister pack Yasnhanuiuuazussynusitainiuus

A 1 Qv ° Q- v = Lo A” d ) < o A
4. WaMNETY - TOEN K’J'WlhzﬂBU@’JEJ']?(’]F]{UULLH:FI'J']NLLSG TUNRA INTUDTEY RTINS URSIRTVELLEUATIIVEN

Wathdauuuuussarie

' v 9 A ) s o a o : A o~
- UULLAIEN auNUBLABIRY IO muﬂs:naummmﬂfy ATV 1%3%8'1q LAZIAUNHNAA

amaainmanaa
AquaNianunana USP 35 BP 2013
1. YSanadagdngy 90.0 - 110.0 % L.A. of Clarithromycin | 95.0 - 105 % L.A. of Clarithromycin
2. Identification test AN AT
3. Dissolution mwmumuﬁi:qlu Finished product mmmumuﬁ's:q‘lu Finished product
specification specification
4. Loss on drying NMT 5.0% -
5. Uniformity of dosage units | a523m % ATIHIU

»

. Related substances

By liquid chromatography

-The area of any secondary peak :
NMT 0.4%

-The sum of the areas of all the
secondary peaks : NMT 3.5%
-Disregard any peak with an area less
than 0.2 times the area of the

principal peak: NMT 0.1%

BAENG 1. AOILRAINENIINATDUAMENLAMImARannTaanundsd 13U BP 2013 wia USP 35 41961
— 9 9

2. NMT = Not more than

(Wwedane
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Gowladu 9
1. ﬁ'nmmwdwmanmsms"leﬁ'uagry'lm‘funuﬂum‘i'ﬁumtﬁ‘ s mialulszneng uazdues (dedare) unsinda
1.1 luddynsiunzdoudrsim me.2 ne.3 ne.4 udausnsdl)
1.1.1 lunstifiduefinieludsznalng nuneds ne.2
112 'lunszﬁﬁtﬂummru"mﬁammﬂwssq nuwd ne.3
1.1.3 lunsdifiduehidranensdssne nungfis ne4
1.2 livatunadousn ne. 1 vesnfauasam wibunuazduanataniniugugmnINYB IR U
awiisunsdowld (finished product specification) nszﬁﬁag;uwmmmﬂﬁauuﬂmLm"l.mﬁ'uLﬁmzm”amuu
nammIasuuinmnaiemsvaun v wiay finished product specification
2. LANFTIVTAINATTIUNITHA AL
2.4 nsdifigmaalusznalng ArladasEmwmmMwingwhieTuTesnaTnuMIRRasIaUnanInMeT
Sﬁmsﬁﬁlumswﬁmﬂwamszmwmmsmqm (GMP w38 GMP/PICs) lunanaeiianasy
2.2 nsdifiweaningreneetsana graadasiidumnmuiiomisiesuTasnasgunniauay
vaﬁ'nan‘va‘J‘ﬁ'n'wﬁﬁ'lumwﬁmwaaﬂszmﬂ@'wﬁm %38 Certificate of pharmaceutical products
3. mﬁtaua@TaoLﬂumﬁﬁﬁwLﬂu;‘{wﬁw?ac‘{l,mm‘mmzJ ( WRAILBNFITSUTE)
4. zhl.mmwrhmanmsqma”nwm:maomﬁtauaﬁm
4.1 HAanIRTIAATIERRININNE AT va AR (Certification of analysis) 'lumjuf'fa'mﬂuﬁ'mr.ho

4.2 iAMIATR AT IWIANAY (Raw material) vaaandngildlunniam NvadNiasusHEn

Jaguiduiudsaiy ussdugwdsanumdastuiiss @aaianansiuses) #aauresn1snsIa Clarithromycin™®
it
anmniimanaia  UsP3s ‘ : BP 2013 |
1. WSnmdrendagy 96.0 - 102.0% of Clarithromygin 96.0 - 102.0% of Clarithromycin
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification ATV ATIWU
3. Appearance of solution - ATIFH
4. Specific rotation -94° to -102° (anhydrous substance) -94° to -102° (anhydrous substance)
5. Crystallinity ATIFHIU -
6. pH 8.0-10.0 -
7. Water NMT 2.0% NMT 2.0%
8. Residue on ignition NMT 0.2% -
9. Heavy metals NMT 0.002% NMT 20 ppm
10. Related substaces 1. NMT 1.0% of any single related compound - Any impurity : NMT 0.4%
2. NMT 4 related compounds exceed the limit - Total impurity : NMT 3.5%
of 0.4% - Disregard limit : NMT 0.1%
3. Total of all related compounds : NMT 3.5%
11. Sulfated ash - NMT 0.2%

WAHNA 1. ADILARINANINASDLAMENLANaRanntaaundsd U BP 2013 w3a USP 35 1196%
—— q L]
2. NMT = Not more than
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6. msﬂs:ﬁuqmmwmﬁdwau ((WEAILANRIINTIVUIEAR)
6.1 mq’uam’lﬁdwanﬁm'la\iﬁauniw 12 1iaw WUINIUTINEL
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6.3 'lunsﬁﬁmhUﬂ'nmsﬁ'mmjuﬁ'aazhomﬁ a’wamﬁaa‘amﬂﬁmﬂ:ﬁqmww wmhgnrmseiinkiia
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lumsanafianzigunn 'lunﬂﬁ'?'iwuiwmvlajLﬂu'lﬂmuqmﬁ'nummm: u‘s‘ﬁ'mm”aoﬁ'lmjuﬁwﬁmlmiﬁl,iw
anasgmaawsulilsawenine lalifadlsiola 9 molu 30 Sulurniudlasuudmnlsmenng ussaso
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6.4 Q’mﬂﬁ]:@i’aﬁ"mﬂ§uumtﬁamlné’wmmq vﬁaLﬂmﬁ@mﬂ?lauamwﬁwﬂs:mslmq nauAMuA
7. \anaIiug
7.1 SUWIUFAINANITANHIAMUAIAIVDILN (Stability data)
7.1.1 lunsdidunadousnanannnds 2 9 axdasddiunmenananisanmn Long term stability a3l
SuRudulunadouenunusas
7.1.2 wnsdidunafonmnantasnd 2 § axdasiiduunnmwinonanisinsnanuasdavassaaiin
Wudnlunzfoumnanuans ua:"lﬁ'%’umsmmu%’usaaLanmimn;&'ﬁﬁﬂmwmu?ﬁ'ﬂ
7.2 nydifiduiilsenduuuy ﬁaaﬁwé’npumﬁ’mmsﬁLﬁaﬁa'lé’uamwamsﬁnmﬁa Bioequivalence study
TwuysdulSoufisunvenduuuy v“mLﬁu'lﬂmwé‘mnm'ﬁmsﬁnm’ﬁ"aaugmjamaamuqum NENTN
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NANENG : 998990
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i'ma:LSmqmé’numzmmumuﬁﬁmanmimsﬁ'ﬁ%anﬁﬁmﬁm
LauN M45 / 2557 i
37811571 4 Dorzolamide HCI 20 mg/mL + Timblol maleate 5 mg/mL Eye Drop

muﬂizmﬁﬁowfﬂquaﬂﬁmﬁ

Bon Dorzolamide HCI 20 mg/mL + Timolol maleate 5 mg/mL Eye Drop

ansasian
1 Jussazounmndely Wfs Saruwiia dmildnsanan
2. 14 1 mL Usznauda863u Dorzolamide HCI ﬁaugaﬁ'u Dorzotamide 20 mg W&z Timolol maleate ﬁaugaﬁ'v
Timolol 5 mg
3. msg‘lumw:wmaﬁnﬂﬂﬁmm’fa fwsuraam
4. amnazy - Horn sruilsznaudatnimguazaNause Sundn i’uéumq Wvfinde usziaanadou
dsuen Msdwdauunussarioe

- vuMTWLTYN adadadayie dmUEnaudINdRT AT TuRue L uanavfinga

AMANUANIINAWA

AnaNifinmomaia BP 2013 '
1. USnmandng 95.0 - 105.0% of the L.A. of Dorzolamide HCI
95.0 - 105.0% of the L.A. of Timolol
2. Identification AU
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%
- disregard : NMT 0.1%

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%
- disregard : NMT 0.1%

5. Sterility ATV

6. Particulate size AU
- 2R 2 10 pm Laifiu 50 eumiAmL
- 919 2 25 pm lifin 5 auma/mL

-9 2 50 pm s 2 aumamL

7. Preservative (nﬁﬁma’ preservative) ATIIH /
) .
(s9%0) .............. UTzMUAMENITANS
(wiednay  Aadia \\:
j ‘
nIIWMI CRN 1) A, S, nITMS
il yasn) (WEINTT mgawiani)
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Gewlydu q
1.ﬁ'\l.mmwri’\mana'}sn’ﬁ'lﬁ%‘uagmpmfumtﬁuueiﬁumw‘viaﬁﬁmhu'luﬂszmﬂ‘lnu wazEua (declare)
URBIHE®
11 'luﬁ’m":ymﬂfumtﬁnm‘iﬁum (9.2 N18.3 N4 USIUANTEL)
1.1.1 Wwnsdifduendalutszinalng wanefs ne 2
1.1.2 1%nstfsﬁtﬁumﬁmﬁw‘v‘ammﬂwsﬁ wanud ne.3
1.1.3 lunsdifidugnidhanenadsane nuneds ne.4
1.2 ludedunafiowe ne. 1 a9 fauanan wibunuaziduanitanInugug MmN INYas
ianmeTaufidwnzfiowly finished product specification) nsr‘iﬁaz‘js:wi'wmstﬂsuuuﬂmmﬂmﬁmﬁu
ABIURLIBNTITMIDERWINIWENENIVaUR luawSBu finished product specification
2. 1IN TIUTINATTIUMINE AL
2.1 nsdingmanlusanalng Hriadpsddunmwinewiafasusasnasprunsuiasian
wé’nmwﬁ?ﬁmsﬁﬁlumwawmmams:wnammsmqm (GMP %38 GMP/PICs) lunuiae iausung
2.2 nsdifiiwaingreineeysane graadasdidmnnwieniafasusesnasgmumsuian
mwé’nmm‘ﬁ%ﬁmsﬁmumwﬁﬂmmaoﬂs:meﬁg{uﬁm %38 Certificate of pharmaceutical products
3. mﬁmuae{aaLﬂumﬁu?ﬁﬂLﬁucji’wﬁw?ag{!,muﬁmm:.l (WAASIBNFITIUIDY)
4. ﬁ'ummwrhuLanmsqmﬁnummaom‘?’itauamm
4.1 WANIATINNATRAAUNINHRA I TUB KT (Certification of analysis) ‘lumiu’ﬁ'dmﬂudﬁaﬂw
4.2 HANIATIVIATIERA AN IWIARAL (Raw material) vaasandRlslunnaam %waag{nﬁqm
Lm:;‘?wﬁmi'mqﬁuﬁLﬂus;utﬁmﬁ‘u Lm:tﬂujmﬁmn”umm”‘mrhoﬁdo (LFANANEITILIDY) ADIURAINTITATIY

o X ()2
Dorzolamide HCI #3351 @

AmAiaNIIMmaa BP 2013 USP 35

1. WS mdrendaty 99.0-101.0% of Dorzolamide HCI 99.0-101.0% of Dorzolamide HCI,

(dried substance) Calculated on the anhydrous basis

2. Identification

AT UAIE3T Infared absorption

#7323 US2873T Infared absorption

related compound A

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

- Impurity C : NMT 0.15 %

- Unspecified impurities : NMT 0.10%
- Total : NMT 0.3%

- Disregard limit : NMT 0.05%

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

8. Loss on drying

NMT 0.5%

9. Sulphated ash

NMT 0.1%

VAIUINA 1. ADIURAIHAMINARBUA MRULAT A Ranndaaundadtsu BP 2013 wis USP 35 17961
—_— 9 q 2

2. NMT = Not more than

-
. (wiwdsay  Aadiasar) \:
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TEEL ) Y. nIINMT (G 12) [, VR nyIumMs

(Wil yao) (WWEMIWNTS mgawiaig)
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anauiAMInaiazas Timolol maleate

AmmulAnwInaia BP 2013 USP 35

1. Identification ATIHIU AT l

2. Pty 98.5 - 101.0% of Timolol Maleate, 98.0 - 101.0% of Timolol Maleate,
(dried substance) Calculated on the dried basis

3. Appearance of solution AT -

4. pH 38-43 38-43

5. Specific rotation - -117°%0-125°

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%

- Disregard limit : NMT 0.05%

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 - NMT 1.0 %
13. Melting point 199 °C -
AT AL 1. dBausRINAMINAFRUMENTAMINATianndaa sy USP 35 wa BP 2013 Thadu

2. NMT = Not more than

5. @19t

5.1 fiauaman dasdilacvenatneian 3 whaguTIRATA Fududunuuaaimosndoeldnsudin
mu‘?fﬁ’muﬂluﬁ'ﬁaqmawﬁ‘ﬁﬁ"'s‘lﬂﬁnﬁu
6. msﬂs:ﬁ'uqmmw nfigsuay Wugaaanzsnmssudsenin)

6.1 mqmaamﬁdouauﬁaa'laiﬁ’aun'h 12 1Ha% WUIMNIUFINDL

6.2 ammmﬁa’mau a:ﬁaodoﬁmmmwmﬂ'lu%'maaNamsmwﬁmﬂ:ﬁmjuﬁdauaumaa@fnﬁm

6.3 lunsrﬁﬁuﬁaUﬂ’ﬁnwﬁ']msejuﬁ'zazi’mmﬁdauamﬁ‘adamzﬁms‘lzﬁqmww wUILTITNNTILYIN
nﬁqﬁai’awa@i’aar.i’mmkmmj’mzmw’ aodoznw‘i'uﬁnmm‘hu'mﬁminUﬂ"nmszidﬂﬂﬁmﬂ:ﬁua:tﬂmj’a’nﬁmau
aldslumsanaiianzigunn 1unstﬁﬁwni1&n"l&iLﬂu'lﬂmuqmé'nmm:mwwz u‘%ﬁmzﬁaammjuﬁwﬁm
Imifidranasgmsanaulilsmenns Taslifasldaela 9 molu 30 Suivmniudldsuudinnlsmenna
Lm:maaomﬁﬂ%‘l&i{uﬁmimmsmuaﬂmmcﬂ"anammaog’l’mmm:m?a@wﬁm‘luﬂ{wi aly

6.4 :{mm:ﬁaa%’mﬂﬁiuumLﬁam‘lna”wmmq wiaflaifeniaFenanmdrndsznisla g neusinue
(Auasanasmasudsenu)
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A
7. LONFITAU )
7.1 SUWUAAINANTANMIAUAIAIVIELN (Stability data)
ok a ' o A o ' =3 e -
7.1.1 Tunsdiunaidonerununnnit 2 1 szdasildnmmwenenan1sdns Long term stability anuf
A a o -
fuiadulunadousuiuaas
ad - w ' v e i =< as ad
7.1.2 lunsdidunziousnutosnin 2 9 wsdasd i mWinsNaNMSANEIANUAIRITBIEN AR DK
Waudnlunadoueunuaas ua:"lé’%’umsmmu%’usamnmsmmjﬁé"\mwaou?ﬁ'*n

naNgIng : 81989310

1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 35
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lauN M45/ 2557
3180150 5 Fosfomycin sodium 2 gm for injection

muﬂsznmﬁ'\awﬁ'ﬂquaﬂﬁmﬁ

Fosfomycin sodium 2 gm for injection

AmaNLana

1.

N

X a 1,2
Wunsgndsaannisa i
X o . ., ] a .
1 1 Vial Usznavdaaaen Fosfomycin sodium TIRUYANY Fosfomyein 2 gm
a & ¥ a X (%

ms’-g‘lum’ﬁu:m‘sqmmﬂﬂﬂmm'ﬁa dasnuanusule

Py ' ar o A a a v .:‘ i o
AaNIZY - FALN a’mﬂs:naumﬂ’la’mmvua:ﬂ’numa IUNAA IUTUBNY WUNNER wastaanadou

s "l.';”afj'w{mwuumsqn"mwf

. Y a ' av o @ o &
- UWMTUsuIe géia amouaﬂﬁaaszq"ﬁam mmls:naummmmy ANUUTI TURUBE Uas
A a
LRUNINER

Qe - 1
AdgNUaANIItNana

Qmamjﬁmamnﬁa Japanese Pharmacopoeia 16™ edition
1. ﬂ?mm&f’lmﬁ'}ﬂ”mu 90.0 - 110.0% of the L.A. of Fosfomycin
2. Identification NTIIN
3. pH 6.5-85
4. Clarity and color of solution Clear and colorless
5. Bacterial endotoxins Less than 0.025 EU/mg
6. Uniformity of dosage units ATIINU
7. Foreign insoluble matter A7INIUAY Monograph 184 JP 15" edition lunata Foreign
Insoluble Matter Test for Injections 1 Method 2
8. Insoluble Particulate Matter -UW19 = 10 pm 1aivAin 6,000 agn‘m/container
-9w1a > 25 pm luifiv 600 aume/container
9. Sterility ATIVNIN
(m%a) ........................................................... UszruamsnIzung
) (WgdRad  NadITT)
<] \£s
(ao%a) ................................................. nIsuNIS (ao‘fj‘a) ................................................. nITUNTT
(W93rdl 1asTIY) (WIEMINET mgawiani)

m’hmIﬂumsﬁs_wgnﬁmslzsn
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Gonluduq
1.mmmwdwLanmm'ﬁ'ld‘s"uagnﬁm‘fumtﬁﬂu@h{nU'uv‘i'a'-iwu'mluﬂs:mﬂ'lnu uazE LAY (declare) UMBINA®
1.1 lwihagmeunadondiiim me.2 ne.3 no.4 WAL ANl

1.1.1 lunsdifduenfindaludsznalng wanefls ne.2

112 ’lunsrﬁﬁtﬂummw"'n.ﬁamsuﬂamsq nupdy ne.3

1.1.3 lunsdiidusnidnanndsdsana nanods no.4

° ! a d‘ ). 4 o o« a a
1.2 Ium’uawmwuum 8.1 VIV IMUFUITION wsasmua:LaU@mmam‘smuquqnmmwamammvf

i Y . . . i ' i a A
anufdunzifiowly (finished product specification) nydifiagszniimauisnudaudluAuduazdasuuy

Lanmsﬁ%’aﬁmmmwdwmwauﬁ‘lmmws’au finished product specification

2. Lﬂﬂm?ﬁJiDdSﬂ@ﬁﬁﬁuﬂ'ﬁNaﬂﬂﬂ

2.1 nadifirmdalusznalng fuiadeslisunnmiemisfesisannaspumssiaenaunaninme

a ] a o
d'ﬁ'm'sﬂﬁ'lumswa@nmmmm:m’mmmsmqm (GMP %30 GMP/PICs) luﬂmﬂmmauamu

2.2 nydfudugriudoindodsana  gudadasdidunnmiewiifesisesnaspumniagaia

waninauiisnsndlunisniasvasdszinagnda wia Certificate of pharmaceutical products

3. ﬁ'n.mmwrhmanmsqmé'numw BILTILAUBTINN

3.1 WamIenlleansiamnWRiauiveakie (Certification of analysis) Tuunjuiidadudaating

a s ™ A . a o :J-l a & “ o
32 HANTIATIVIATIEHRUNTNIAD AL (Raw material) 183938 81QUN Flunisnia TIVAIHHRIALN

uwasgAmIagauAduiwesny uandujudsiiumdadnings (LaadanamilTes) AIuAaINITATI

. . o X 12
Fosfomycin sodium @31

- amauianvinaia

Japanese Pharmacopoeia 16" edition

BP 2013

1. P3umaaendnniy

725 pg/mg - 770 pg/mg of Fosfomycin

(Calculated on the anhydrous basis)

95.0 - 101.0% of the L.A. of Fosfomycin

(Anhydrous substance)

2. Identification

AT U3 Infared absorption
spectrophotometry

ATHIRAIT Infared absorption
spectrophotometry

3. Optical rotation

-3.5% 10 -5.5°
(0.5 g calculated on the anhydrous bases ,

water, 10 mL, 100mm)

-13.0%t0 -15.0° (Anhydrous substance)
(dissolve 2.5 g in water R and dilute to 50.0
mi with the same solvent), Measure at 450

nm using a mercury lamp

4. pH

85-10.5

8.0-10.5

5. Phosphorus content

16.2% - 17.9%

6. Clarity and color of solution

/Appearance of solution

Clear and colorless

Clear and colorless

dihydroxypropyl) phosphonate

7. Purity - Heavy metals : NMT 20 ppm - Heavy metals : NMT 20 ppm
- Arsenic : NMT 2 ppm

8. Water NMT 3.0% NMT 1.0%

9. Impurity A (disodium (1,2- - NMT 1.0%

10. Bacterial endotoxins

NMT 0.083 IU/mg

(wiirlh yasn)
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5. mﬁtauam”aeLﬂumﬁu‘%ﬁnLﬂugwﬁmu?acjunm‘immﬂ (wanILaNE1IIUIRY)
6. n’nsﬂs:n"uqmmwmﬁa'wau (waananaInITulsenn)
6.1 mmjaw'lﬁdwaum"ao‘hiﬁaun'h 12 18au BuINIUEINay
6.2 mmamnawau a*maammmewmu’lusnsawammsammﬁmmsuwawawawww
6.3 Iunsmmmmwmsmmsaumamar_rmmuamwammammﬁmﬂmmw niETITNI Y
Mmaasawamamwﬂmwmua.maaaamtwuanmummummuswmsawsammﬂmua*tﬂumuwmau
flfialumsanalienzigunin lunsmwwmwm‘lmﬂu‘lﬂmunmanumvmwm umm*maommsunmam
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6.4 Nmm*mamtﬂauumwam‘lnav\mmu wiadlafanmndeuanwiantimue
7. \aNETBU Y
7.1 FUWWFAINANIAN BN NUNIRIUBIEN (Stability data)
7.1.1 lunsdidunafonnaninnnin 2 3 axdesddmmndnonansding Long term stability anaifigu
Wandalunsdousanusag
7.1.2 Wwnsdidunadenounissnd 2 o RADITHFUUIMNINDHEMIANWIANAITIVD AN
Wadulunzdouguuans Lm:'lﬁ'%'umsmmu{maetanm‘immjﬁéﬂmwaw?ﬁ'ﬂ
713 flasnidunfaesnzasnionls ABIUULLINENILEAINUAIAIVDIMILRAINTAZAY LaZLS 8919
Frummindmanzay a'lminw"'lﬁum“m'l'lﬂ"lum'mL’LTmTuY‘ﬂ’ﬁ’ﬁ'mjﬂm U azdaauaaITuazBuaderaandasny
Jayalulanasiriuen
7.2 nsdildlgendunuy m”aaﬁﬂm’mn'ﬁﬁnmmoﬂﬁﬁn'lumﬁ"mmﬁﬂ'Jﬂﬁmgamos:uuﬂs:a'm (CNS
Infection) usz MRSA uazldsumsaRuwlunsanTmemsunngmidadala) ua.,wamsanmuﬂs*aﬂﬁmwmﬁnm'l,u
fauniMsAnETItNAuLLL wia uﬂm’mmsﬂnmmaﬂaun'lumﬁnmwﬂwmmama‘s*uuﬂﬁmn (CNS

Infection) waz MRSA wiSuifisudsamEmmiumduuuuildsumsaRuilunsesminsunndidada e

wanama 898N
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2 = British Pharmacopoeia 2013
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EaziBaqmAnEMHanzUBUTBIENa1 N IIRTaIEAMEN
182l M45 / 2557 |
518011 6 Hydroxypropyl methylcellulose (Hypromellose) 0.3%

+ Dextran70 0.1% eye drop

AT NASIRINAUAIBE

Bamn Hydroxypropyl methyicellulose (Hypromellose) 0.3% + Dextran70 0.1% eye drop

anauiana
1. \luassanodseendela Widd dmsuldneanmuaztsiaen preservative
2. 1% 1 mL Usznaudae Hydroxypropyl methylcellulose (Hypromellose) 3 mg/mL Wac Dextran70 1 mg/mL N
1330193 0.8 mL / 1 naaa
3. ussq‘luuaaﬂmv\ﬂaﬂmﬂﬂﬂmm%aﬁﬁmﬁw
4. aa NIy - Fotn FaulsznauMBEAYULATANLTI TUKER i’u?«vumq wofinde uastaenudoudiiven
Hathstanunussaimet
- UWMTUZLTIENN amaﬁauﬁamq%am FnauaInd@Ngy ANULS i’u‘ﬁvumq uae

a a
IRTNHIR

Qe - v a o G A . o
amauiamomena”  (lj Official luLndadnsl USP 35, BP 2013 dsanienTsumssy s duanzsensda

lumsiarhquanwaziamzyesen)

90.0-110.0 % L.A. of Hydroxypropyl methylcellulose
90.0-110.0 % L.A. of Dextran70

-

.Sy

2. Identification

- Hypromellose ATIVHIU
- Dextran70 AN
3.pH’ 72-79
4. Osmolality ﬂi?ﬂﬂﬁumﬂuﬁiquu Finished product specification
5. Viscosity [Tk mumuﬁiquu Finished product specification
6. Sterility AT
7. Deliverable volume (Volume in container) | @13 UAN General requirement VaILNEFHEITUFMTY

Finished product specification Eﬂl‘m” Eye preparations
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Gonledu 9
1.ﬁ*u.mmwrhmanmsms'l@"s"uagtyw%uﬂuﬁ gudsunasmingludsenalng uszduas (declare) WARINRS
1.1 'luﬁ'm"mun'\smlumLﬂﬂm'iﬁum (M8.2 8.3 NE.4 UAILANTTH)
1.1.1 luns@indusindeludsaneng wanele no.2
11.2 1uns’tﬁ°71'|,ﬂumﬁ'1nTmﬁ'amsuﬂomsq wuedie ne.3
1.1.3 lunsdifidueidhanansdsana nanedls ne.4
1.2 ludwadunzifouen no. 1 vasefieuanan wiaumsandsanatan I AIRLEY
HRaR i aafidunziuwld (finished product specification) ﬂsrﬁﬁag:s:ﬂiwn'mﬂﬁiuuuﬂaourﬂmﬁmﬁu
AABILUVIBNAITRIDENIIAWENEANTVBUT LU WIBY finished product specification
2. LBNENIILTAINATFIUNTINEALD
2.1 nadinguAalulsanalng AnAadaslidnmwdemiidaiusesnasyunndag ey
né’nmmvﬁ%msﬁﬁ'lummammmaons:nﬂqmmsmqm (GMP %38 GMP/PICs) lunanasfiiaueiy
2.2 nstififiugmindrendudsana  guiadasdmunnmiemifesusaunaspumskian
mu‘né‘nmmwﬁﬁmsﬁmumwﬁmmmmﬂszmmjwﬁﬂ %38 Certificate of pharmaceutical products
3. mﬁl.auam'aaLﬂumﬁu?ﬁ'mﬂug’:uﬁw?a;juwuaimﬁw (WEAINDNAIITUTDY)
4. ii’ummwrhmanmsqma"nm:maamﬁsauaswm
4.1 namIaTIvieTIAn MWK ATV IEWAR (Certification of analysis) 'luﬂ'ﬁ;uﬁdetﬂué‘mm
4.2 HAMIATIIATIZRUNINIARAU (Raw material) maaﬁauwﬁwﬁmj‘ﬂ’n"lun'\swﬁmm vﬁmaeg{wﬁmm
ua:énﬁmi’mqﬁuﬁtﬂw;’mﬁmﬁ'u uaztﬂujmﬁmﬁumﬁ'zadwffa’a (LFAILANFITIUTAY ) ADILFAINTIINTIA

Hydroxypropyl methylcellulose (Hypromellose) ﬂ"\‘li{ 4

AndnianmaRa USP 35 BP 2013 .

1. identification 90.0 - 110.0% of Hydroxypropy! 90.0 - 110.0% of Hydroxypropy!
methylcellulose methylceliulose

2. Appearance of solution AU ATIWU

3.pH 5.0-8.0 5.0-8.0

4. Heavy metals NMT 20 ppm NMT 20 ppm

5. Loss on drying NMT 5.0% NMT 5.0%

6. Sulfated ash - NMT 1.5%

7. Residue on ignition NMT 1.5% -

8. Viscosity 75 - 140% of the viscosity stated on the 75 - 140% of the viscosity stated on the
tabel label

ANIWINA  NMT = Not more than

aa a 3
AanFgNUANIIINAKNAIBYI Dextran70

amsuitnanaie | USP 35
1. Identification ATINH
2. Specific rotation 195° . 203°
3. Bacterial endotoxin
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e - ‘ 3,
Qmau‘unn’mmﬁuﬁﬂao Dextran70 (919)

Amaianvinaiia USP 35 }
4. pH 45-7.0
5. Loss on drying NMT 7.0%
6. Sulfate NMT 0.03%
7. Heavy metals NMT 5 meg/g
8. Nitrogenous impurities ATIWYU
9. Alcohol and related impurities AU
10. Antigenic impurities AT
11. Molecular weight distribution and weight and number | @794
average molecular weights '
12. Safety AT

HNIWA  NMT = Not more than
—_—

5. @2819EN
o @ e f ' 1 as o % -
5.1 iauamian dadsinltnIenatvies 3 wmumsqnm‘vf Fodudunuusainuasidoala

mun’mmuﬁﬁmu@\luﬁ'ﬁaqmauu‘“ﬁﬂ"ﬁvlﬂiwm”u
6. msﬂszﬁuqmmwmﬁdwau (Wurasanmsnissudsznng)
6.1 mqmaamﬁa’auauﬁaﬂajﬁaﬂndw 12 L@2% HUIINIUSINBY
6.2 mma’mﬁa’mau a:m’aaa’oa’nmewn"lzs'lus"maoNﬁﬂ'\i@li’;ﬁtﬂﬂ:ﬁﬂﬁ"%ﬁdquawachnﬁa
6.3 lunirﬁ‘ﬁﬂmUﬂ'ﬁmsﬁ'\nﬁq'uﬁ'aaf.i'mmﬁa'ouanw"w‘adwﬂa’uﬂﬁ:ﬁqmmw wigTIENTIN
wﬁ’ﬁas’awavﬁazham‘[mm‘i"muaxﬁaammtﬁua‘nmm‘hmuﬁ%muwnmsa'ums’:ﬁtﬂﬂ:ﬁtaztﬂusﬁuﬁwnau
flfiwlumsamsliinnesiaumm 'lunsr‘iiﬁwuiwm'l.ail,ﬁu'lﬂmuqmé'num:mww: u‘%ﬁ'mm’ammwjuﬁwﬁm
Tnsifidanasgudmaulilameuna Taslidadldisla 9 melu 30 Suivaniudldsuudaan
Tsanenunauaz 11am’Juﬁ‘n%‘l&ifuﬁmsmmsmuaﬂmm@?’onahwaag{muua:m?a:jwﬁw’luﬂ%oia'lﬂ
6.4 ;jmua:m’aa%’mﬂﬁlﬂumLfiam'lna"mﬂmq wiadaamafenammwaanysznsla rew fnua (W
UEAILENFITNITIUY SN
7. lnaTug
7.1 FUWIURAINANTANBIANAIAIVDILN (Stability data)
7.1.1 lunsdidunzifiougnununnnii 2 8 wdasfduunmd unan1s@inm Long term stability #nifi
fwRudslunzdonenanuan
7.1.2 lunsdidunzidonmantosnd 2 9 sxdasiidimnminorsmsinsarunisvessaaion
wudulunsfousuiuans uazldsumeasuasisasenasnngldminsesism

HIUWe - #§198997n
1 = General requirement madmﬁ"ﬂﬁ’\fnﬁ'mfumzmmn Eye preparations
2 = Requirement specification YBILRWULLY
3 = The United States Pharmacoposia 35
4 = British Pharmacopoeia 2013
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M 7 Levocetirizine dihydrochloride 5 mg Tablet

muﬂszmﬁé’m%’mquaﬂﬁﬁﬂ

Bom Levocetirizine dihydrochloride 5 mg Tablet

amaniana
1. \lusndainfauAsu (Film coated tablet) THasUYsENU
2. 1u 1 e Ysznaudiu@ae Levocetirizine dihydrochloride 5 mg
3. usryluunsagiiifivuwand w3 blister pack astunnuguled
4. amnazy - Haen FulTznaUMIMAYUATAINLT TUnEn i’uﬁyumq Wwfinde wazaunzdon
diuen Tadssanuuuussesiet
- UUUAIET azi‘mﬁaw"aas:q%am uUsENau@IENEIAY AL i’uﬁvua'lq uazafinde

s - [l . @ 5 s & o v o
amasiamanaina® (li official lwndwdrunsuas USP 35, BP 2013 danmznysunisy Idlumsiavia

qmﬁ’nwmmwnmaom)

1. ﬂ?u’lmm”'amﬁ'm"ng 90.0-110 % L.A. of Levocetirizine dihydrochloride

2. Identification test @lﬂaﬁmmuﬁsquu Finished product specification

3. Content Uniformity ms'mmumuﬁs:qlu Finished product specification

4. Dissolution msaad’xum’uuﬁ‘iquu Finished product specification
Gowludu 9

1.ahm’m’lwri'ml.anmsn'ﬁ'l@f{uagmwmm’unnﬁnw‘iﬁumtv‘w‘ai‘]’wmu‘luﬂszmﬂ'lm uasd e (declare)
UNRINE®
1.1 lwidgmsiunadouditem (mo.2 no.3 no.4 ufuensd)
1.1.1 Wwnsdifduenfindaludssinalng nanofls no2
112 'lunsrﬁﬁtﬂummtﬁwnv‘w‘ammﬂamﬁq wanedie np.3
1.1.3 lunsdifdusiidhanerodszang nanefis o4
1.2 ludrwatunsouen no. 1 vasmnfitsuasen wiaungasdsaiitamInIugua I TWYed
riaiauAtunsdowld (finished product specification) mtﬁ?{ag;s:mwamstﬂﬁ"uuuﬂmuﬁ‘luw‘i‘mﬁu
wRBIUULIBNTIRTOFUWINNENSNTVaLA LuawTau finished product specification
2. LANENTILTINNATTIUNTINE AL
2.1 nsdngmAalusanalng FudadasdidumnannidismidieiusasnasgumIniasany
mé’nmm‘ﬁf‘:ﬁn'ﬁﬁﬁlumswammmauns:ﬂnammsmqm (GMP %38 GMP/PICs) lunwaaeniiauaue
2.2 nsdifiuwenindrenedrelssna griadasidumnniamiideiusesanagiuniintan

mwé’nanﬁ%‘n'\sﬁﬁlumswﬁmm'uams:mmjwa 32 Certificate of pharmaceutical products
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3. mﬂ'muaﬁaaLﬂumﬁﬁﬁﬂLﬂu;jué‘w?agﬁmuﬁhmm ( WEAILBNRITILTAN)
4. ﬁ'ummwmmanmsqma”num:maomﬁlauaswm

4.1 WaMIATIINATEA NN AN MYIDaENER (Certification of analysis) 'lum;'uﬁdatﬂuﬁ"md’m

4.2 NAMIATINUATRAUNNIAYAL (Raw material) vasmamnmagilslunisudas vﬁwaag’wﬁmm
ua:@wﬁmf@qﬁuﬁtﬂuﬁutﬁmﬁu Lm:tﬂuq'mﬁmn”umm”’:ar.i’mﬁdo (LRANBNRITILTEY)

5. @30t1981

5.1 flauenen dassdaatagadwikes 3 wisussaimel Fadusmunuuaasmoanivale
ﬂsm'humuﬁﬁw\uﬂluﬁ’n}’aqmauu“ﬁﬁ’a’lﬂ'ﬁ'wm”u
6. msﬂs:n”uqmmwmﬁdwau ( waeILANETNITVYTENW)

6.1 mqmaamﬁdwauﬁaﬂﬂﬁaﬂnh 12 1@au WM TREINAL

6.2 m‘qmmﬁa’wau a:m”mdoﬁmmmwmﬂ1u§'usaowamsm’m%mﬂ:ﬁmjuﬁ'dwaumm;&'uﬁo\

6.3 lunsﬂﬁnmﬂﬂ’ﬁmsv‘iﬂmsq'mﬁazhamﬁdauamﬁ'adom‘mﬁmﬁ:ﬁqmmw nigTIMTein
nffaﬁas”awaeﬁaLmmImJ;‘4‘”11'\m:m”aaziomw‘i‘uSnmm‘hmuﬁ'mqzrmimsa’am’aﬁmﬁ:ﬁua:tﬂu
diuAarausldinalunmsasniensigumw 'lunsrﬁﬁ'wui'lm'lahﬂu‘lﬂmuqmé’nwmmm: WIETITMS
visnzdsshiuiindalnifidnnasgmsaaulilamenns Taglidasldiiole 9 aelu 30 Fuky
nniud Isuudsnnlsiwenunauss 'uaanuﬁw%‘laﬁ'uﬁmsmmsmuaﬁﬂ'm'm"ond'nmao;jmmm:m‘%a
s{wﬁm‘lua%eia'lﬂ

6.4 sj,’mm:@'faas"mﬂﬁ'uumLﬁam'lna”wuﬂmq wiadafamaFenamndaotszmsle 9 figk Mnua
7. lanasiug

7.1 FUWLEAINANIANEIANAINITEIL (Stability data)

7.1 lunsdidunadouenuunnnii 2 9 axdesfdumnmenenanisdnw Long term stability 9137
BuRudalunadouenanuans

7.1.2 lunsdidunadougnantonnin 2 9 sxdasiliunmwinosnanisdnsnnnunsavesenauiiu
Wudnlunadowewuaas wazldsimsmawwsusesanasnngiidnevewisin

7.2 nstiidwilaldenduuuy dasiindngrumadmnmeiiidefialdusainanisdinnils Bioequivalence study
TuaysdlSaufisunueduuuy %{iLﬂu‘lﬂmwﬁmnmwfnwﬁnmfnaugamaunmmuqum nNIENTN
ooy

naNBKg : 818390 _
1= General requirement UaLNFTATUF NI Finished product JUuuy Tablets
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLﬂ:ﬂiﬁa
ﬂ'ﬁﬁﬂhﬂ’ﬁ?ﬂ?:aﬂ%NRua:%’laNHﬂ'ﬂﬂﬁNaﬂﬁm‘Yfﬂ'\ ﬂENﬂ'JUFlJJEl'\ ao'lﬁ’ﬂﬁ']uﬂm:ﬂﬁlm'l?
BINILURSEH ﬂ?:ﬂ?']ﬂmm?maﬂl
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-
71901 8  Montelukast sodium 5 mg Chewable Tablet

muﬂs:mﬁﬁ‘wi’ﬁquaﬁﬁmﬁ

AmMENIaN 11

« X
1. \luenide Eﬂuumﬂm (Chewable tablet)

Montelukast sodium § mg Chewable Tablet

2. 14 1 Wiadsznauddaen Montelukast sodium figuyany Montelukast 5 mg

. a o [y & o 1 a
3. UTT7UUKT Blister pack w3a agfiifiuaunand Jaqnumw'ﬂuua:msqnmfrfﬂaanuu.ao

4. 980y - Tor FMURNIUAINEAUALATIILT TURAS TUFHNY LaNkae uazInadaudun

Hathsfawuuuussy i

] L3 & A 1 o o ar s Av i -
- LUURIET BENNUALRITZYTIEN muﬂs:naummmmy AT TUIUDE URZIRUNINR®

Q. -~ » Qs o Rl A LA v -
amsuiamomana  (li Official lundseds USP 36, BP 2013 fsanznssumsy ldiduienanséradolu

MmN NIIAWNZYBIEN)

1.

™ a o a (1
PSunmdendagy

90.0-110.0 % L.A. of Montelukast

Identification test o

m’mhum’mﬁs:q’lu Finished product specification

- M@
Dissolutlon( @

FadasauatinItta 85% nalu 20 wafi

Uniformity of dosage unitm

a5 MaAINszY 4 Finished product specification

Water content @

NMT 2%

2.
3.
4,
5.
6.

Related substance @

- Sulfoxide

- Cis-isomer

- Ketocarbinol

- Any other single degradate
- Total degradation

NMT 2.5%
NMT 0.1%
NMT 0.1%
NMT 0.1%
NMT 2.7%

WABIRG NMT = Not more than

w3l Yasny)
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Gonludw q
1.ﬁ']mewmmanmsmﬂﬁfuagmﬂm‘ruﬂztﬁuw‘h{uml.w'daiﬁw\ﬁ'w'luﬂs:mﬂ'lnu uaTEILA (declare)
UNBINEA
1.1 luidymeunadeudasue mo.2 no.3 no.d ufuansd)
1.1.1 lunsdiidusnfndaludsznglng nansils ne.2
1.1.2 'lunsrﬁﬁtﬁummnhLﬁ'amsuﬂwmg wuneds no.3
1.1.3 Wwnsdiduendudranadsand nanodls o4
1.2 ludwatunzfiousn no. 1 vasnfiauanan wiaauneaziduanatansmuua N INYad
naarianuAtunsiowld (finished product specification) nszﬁ*?'iag:'s:wmn'mﬂﬁuuuﬂaamﬂmﬁ'uw‘iu
rdBIunLIENTIMIad LI MNENaNTYeuA luawIaw finished product specification
2. LANATIUIBINATIIUNINE AL
2.1 nadifigmaaludsanalng dguiadasdiunnmwiomidsiusesnaspunsaiameny
'vszi'nmm&ﬁ"iﬁms‘?'ié‘ﬂummﬁmmmaanszmuammsmqm (GMP w38 GMP/PICs) lunanaianeniy
2.2 nsdimuenintenaedsang  drdadasfithunmmwioniiieiuseanaspunandan
mu‘né’mnmfrﬁﬁn’lsﬁﬁ'lumswﬁmmmmﬂszmﬁé’wam 738 Certificate of pharmaceutical products
3. mﬁ'muaﬁaotﬂumﬁu?ﬁmﬂu@'wﬁw?apjumwﬁ'mﬁw (UEAILBNAITIUTDI)
4. ﬁ'ummwn'wmanm‘sqma"num:mmmﬁmuaﬂm
4.1 mamIaTRIATIER N NNE A ivaIEaa (Certification of analysis) 'l,umgfuﬁdmﬂwﬁazm

v a a o o ok a & a
42 Nﬂﬂ??@li’l%’]LﬂﬂtﬁﬂNﬂ"lW’J@lQﬂU (Raw material) maammmmyﬁ'lﬂumwamm nwaog’l’namm

v a v e oA ' a 1 @ as P
LLﬂ:H HWRA mq@nﬁ Lﬂ u;ul.ﬁﬂ’mu l.l.azlﬁ‘uﬁ‘ulﬁ U'Jﬂuinﬁ'laﬁi']\”'l & (uaﬂﬂlaﬂﬂ'\i;ﬂia@)
[OX0]

AMANTAMIMAKANDY Montelukast sodium

1. USunudaendney

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. Identification AN U3 Infrared absorption A3719H UA835 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

Bae  NMT = Not more than
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A
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5.1 figuaman davdidiatwmaties 3 vamumsqmwf FaduaunuuaasTeazdoa laaTudau
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mu'nmvmﬂ'lummaqmauumm'lﬂ'mmu
6. msﬂs:ﬁ'uqmmwmﬁdmau (WAAILANRITNTIUUTZA)
A 1 v " v 1 L4 L 1
6.1 mqmaomwmuaumaa"luuaum"z 12 \@a% HLINTUFINEL
6.2 mqm’mﬁa’mau a:m”aaa’aﬁ'\Lu'lmwrhu'lu%’maaNan'lsmm?mﬂ:v\’miuﬁdwawaasjwﬁm
i ° e ' i A, = ' °
6.3 lunsdlfimiinsmahnsgudlstisismauiediealierzigumn . manamIeh
mﬁ’o%as’awaéﬁaahomTﬂmjmm:@?aaa’omtﬁuSnmm‘hmuﬁmhusﬂ’nmsdmﬁﬁmﬁ:ﬁua:tﬂu
W o y Ll - [ 3 = d' 1 . Qs - A
gsuwﬂ’ﬁauwﬂ'ﬁmu‘lummﬂmmﬂ:ﬂqmmw 'lunimv\wm"nmvluLﬁu'lﬂmuqmanum:mm: UasAas
o . d oa ia e ' A ' o o o N ya
ierjuindalminidanaspudmaulilsmens laglifadlddele 9 aolu 30 Fuivaniunldsy
WIIINLTINELNAUAE 'uaimuz‘iw%‘l&is“’uﬁmsmmﬂ.auaﬂmmd’andnmaog{muua:m?mjwan’luﬂ%'«ia'hJ
u v - A Y 4 a A [y ' o
6.4 wazdpssuilivusndaslndnuaaiy wlallaifamaFauamwalsilsznisia g daurinua
7. LONRIAU )
7.1 FUUUFAINAMIANKIAINNAIABILN (Stability data)
5 . . . . '
7.1.1 lunsaldunafouenuiunnnii 2 9 szdesdduunnwaianansfinen Long term stability aaf
A a a
duAndnlunsdousnuuans
ad - o ' v o ' a2 o ol
7.1.2 lunsddunaidousrandasnit 2 9 3@l UIN WO EHANSANINANNAIAITBIINMNNE K
adnlunsidowonanuaes ua:'l@”%’umsmmu%‘usaqLanmsmnpjﬁi‘hmwaw?ﬁn
oA a9 [ ¥ A a a add a @ F P : .
7.2 nydiidui lildenduuuy dasinangumeimmsidadie leuassnamsiinmnils Bioequivalence study
a 2 A v
TwuysdulSoufsunueduuuy suduldaunaninusinsfinmiauyaranainiugaen niEn

(8)
FTIUFY

NaNBIKG : 819899N
1 = General requirement 783§ TUFMIY Finished products JUuuy Tablets
2 = Requirement specification 284816 UILUY
3 = The United states Pharmacopeia 36
4 = British pharmacopoeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lta:ﬁﬂa
msfnmFnlininaussfrauyavasniaimion nasmuguen NNUANMENITINANT
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i’lzln'li‘l‘?il 9 Raltegravir 400 mg Tablet

aulszmMAIMInguanssib

Bom Raltegravir 400 mg Tablet

amaninnaly

1. \Jusniiawntoufau (Film coated tablet) shasUUTENIN

2. u 1 Wa Usznaudiaaen Raltegravir potassium *ﬁ'aug‘aﬁu Raltegravir 400 mg

3. ussg'lum'nu:ﬂﬂaﬁn Vaatuanadu

4. annwy - Horn FMUENaUMIEAIUATAIILT TURAR i’uﬁyumq wwfinde ussaonzdouiisum
atetanuuwussimet

, A ' o o o & ol o
= HULLKNIEN aﬂ"lﬂﬁaﬂ@rﬂﬂxqﬁﬂﬂq a')uﬂ?:ﬂﬂl]@]'lﬂ']a’lﬂﬂ]u AVUURN 'Juaua’]q URZLRUNHR A

o - (1 ' o o e o 2 vy a
amauiamemana” (L Official luundudnil USP 35, BP 2013 denmznysunisy Miduianansdigs

lumsiarhgudnyusianizyas)

1. YSynmensndnw 90.0-110.0 % L.A. of Raltegravir

2. |dentification test m‘aﬁlmumuﬁ‘i:q'lu Finished product specification
' . |

3. Dissolution mwmumunszq‘lu Finished product specification

4. Weight variation m'mmumuﬁszq'lu Finished product specification

Sonludwn 9

o ' v & - o s A o ' ° &
1.mtmmwmmanmsms'lmuagtymmuﬂ:m audrsuenastmihsludstmalng uazduad (deciare) unaInde
o & & - o & % , -
1.1 ludagmstunzfisudrsuen (mo.2 ne.3 ne.4 udruansd)
1.1.1 lunsdiidusnfindalulssinalneg wunods ne.2
a ° o 4 ' ]
1.1.2 unsdinidusniudiuNansutauss wineds ne.3
1.1.3 lunsdindusintraneasdssna naneds ned
° J - A' o - [ - a '3 AJ
1.2 ludwedunadou na. 1 vaspfiauenat wibaneasduandonsmuguamnmwsadanmiaufitn
nzifiowly (finished product specification) nsrﬁ'ﬁay:s.:wj'mn’mﬂﬁuuuﬂmuﬁ”lmﬁuLﬁua:m’aomeanmsv\?aﬁ'um

mwinemIvaun luawiaw finished product specification
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(weFril yasnn) (WNETINTS mgyaudang)
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2. (ANAITIUIINATTIUNIIHEALN
2.1 nsmfgmaalusanalng gudadasdidimnnmdemiiiasisasanasgunnininenany
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s1gmsn 10 Tigecycline 50 mg for injection

aalszmadIninguaysti

iilﬂ Tigecycline 50 mg for injection
amaLanaly
1. (flusendetnaannida
2. 1w 1 vial Usznaud2u@281 Tigecycline 50 mg
3. ussq'lum’nu:m'sqmﬁﬂﬂﬁﬂmm'famﬁmﬁ:
4. amnney - #oe1 dmvsznaudmiduszanus Junde 'S'uﬁvumﬂ‘ \finde uaziunzilon
dsuen Wadhatauauuuussyimet
- LWMTUEUTINEAA azhoﬁami’aos:q%am fulenaudn@ang anuus i’uﬁvumq uas
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Qe o 1 . @ o A & 4 v ¥ o
anmniamomana (i official lundsdriunaves USP 35, BP 2013 Ssnmuznysunsy Iiduanansdrads
lumsiarhgudnsmsianzyasn)

1. PBinuapndany 90.0 - 110.0% of the L.A. of Tigecycline

2. Identification mnmum’mﬁsziﬁu Finished product specification
3. pH mawimmuﬁs:q’lu Finished product specification
4. Sterility test @li’mw"lu@rmﬁsquu Finished product specification
5. Particulate matter m’ﬁlmumuﬁi:qlu Finished product specification

- ARNATUIA = 10 pm lsiifin 6,000 ayA

- auMATWIA > 25 pm Lailfiu 600 ayne

' a
6. Bacterial endotoxins m’mmumum:qlu Finished product specification
7. Water content mmmumuﬁi:qlu Finished product specification
8. Uniformity of dosage units @979 mumuﬁiquu Finished product specification
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1.2 lwéwetunzifouen ne. 1 vasenfiauasen wiunuazidsaiitamInILUANINTBIHRAN TN
anuntunziionly finished product specification) nsrﬁﬁag;i:wmmsmsuuuﬂmu.ﬁ’lmﬁmﬁua:ﬁ'muuu
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7. lenashug

7.1 MW ILFAINANTANBIANNAIAIDBIEN (Stability data)

7.1.1 lunsddunsidousnununnnin 2 9 sxdaafidumnnindnnantsdnen Long term stability @ ufiu
wudnlunsifouguuans

7.1.2 luniddunafisusantasnii 2 § sxdasfidumnmninoremsinsanundInassewiiiu
wadulunzdousuuges wazldsumessunaiisasananmngidnnavesuisn
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T8N 11 Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

muﬂszmﬂﬁ’an’i’ma‘umﬂﬁmfb

Bown Tiotropium bromide 18 mcg capsule inhalation powder with Handihaler

ansaNiAnaly

1. \lumsen§una-vamtes ussﬂuuﬂﬂega (hard capsule) #%3U1d Handihaler Lﬁ‘agﬂwutﬁ'lmamn

2. 1w 1 e Usznausdasdas Tiotropium bromide monohydrate auyaNL Tiotropium bromide 18 mcg

3. umy luunsdlaaiin Yasrunmutu uasly 1 uTsA Usznaudasen 30 capsule uazgunsnl Handihaler

FNTUNUEN 1 69

4. aanTey - Hoen FUUTTNALAILEAYUAZAMULTS TUKER i’uﬁvumq WfkEe uazisanzion

#3uen "L':Tar.i'w’ﬁ'mwuuussgn"m‘vf
- UWMITUSLITENGANY . atiWaed aﬁ:q‘fsam saulsensuaaendag anuuse 'i'uérumq
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oy - ' e o @ & P ") ¥ A
amanigmamana’ (i Official lunard1suniuas USP 35, BP 2013 Fennenssunsy Midwansssiess

lumsdarhguansuziawzuasun)

1. ﬂ?mmwﬁmﬁ'm”ty 90.0 - 110.0 % L.A. of Tiotropium Bromide

2. Identification test vl‘nﬁwi'mmuﬁs:qlu Finished product specification
3. Content Uniformity f979 vi'mmu'ﬁs:q'lu Finished product specification
4. Uniformity of delivered dose mmmumuﬁs:q'lu Finished product specification
5. Fine particle dose m‘nﬁ]&i’mmuﬁixq‘lu Finished product specification
6. Water content mwn"mm’mﬁsquu Finished product specification
7. Related substance mi’msi’lumuﬂ‘s:q‘lu Finished product speciﬂcati?‘n
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2. LANATILIINIATTIUNINAALN

2.1 nydbfienaalusanalng grandaslidumnawinawihifesisasanaspumaniaeann
vsé’nmmwf‘?%msﬁﬁ'lummﬁ@mmaons:mmmmsmm (GMP %32 GMP/PICs) lunuiaenfiiauasne

2.2 nadfidwemiugroindssana griadasiidmumnnwdemibifesusesanasgiumanias
mwamnmmﬁmméﬂumwﬁmmmaoﬂmnﬁwwam 38 Certificate of pharmaceutical products
3. dunmwinsenEs AN ¥ lAuaTIAN

3.1 Namsm’ammﬂ*mmmwwamnmmmawwam (Certification of analysis) 1umsunaotﬂumama

3.2 NANIATIRAA TR UNINIAGAY (Raw material) BaadaendagRlslumsuine mmamuamm
ua*uwammﬂumﬂusummnu wasidujudaniendagnefias (uamtenmssuses) daauanensasiaesil 2

nm«uunmemaua R ‘ ' BP 2013
1. WSnmdendary 98.5 - 101.5% of Tiotropium bromide monohydrate (anhydrous substance)
2. Identification ATIVHIU
3. Appearance of solution asIHU
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%

- Disregard limit : NMT 0.05%

6. Heavy metals NMT 10 ppm
7. Water 25-40
8. Sulfated NMT 0.1%

RUELAG NMT = Not more than
—_—
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6. msﬂszﬁuqmmwmﬁdman (waasana1In1sTuilaznn)
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7. 1aNEIO%Y

7.1 FUWIUFAINANIANBIAMNAIRIVDILN (Stability data)

& : o . . d
7.1.1 Wnsdidunzidonsuwinnidi 2 8 axdasfiduummwdnsnaniséinm Long term stability anadi
d a a
Suiudulunzidousuuans

ad - o ' v A ' a A4
7.1.2 lunsddunaifionenantiaenin 2 D ssda sl N gHaMIENINANUAIRIV0IEN AR
W lunafousruugas ua:‘lwﬁ‘umsmmu%’mamnmsm’mg{ﬁa‘hmwaw?ﬁn

RATEINE . 871989970

1 = General requirement UBILNFBATUE MY Preparations for inhalation

2 = British pharmacopoeia 2013
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