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s18n1n 1 Calcipotriol 50 mcg/g ointment, 30 g
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1. Baen Calcipotriol 50 mcg/g ointment, 30 g

2. amdaiianaly

2.1 luuy ({uendis (Ointment) §wm3UmMEUan

2.2 gudsznay lu 1 g Usznaudas@asn Calcipotriol 50 meg

2.3 MBUUIN ussaﬂmaa@ ussyenilasiin awia 30 g ¢ia 1 naaa
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3. amanianImaha

3.1 Finish product specification“’

1. WBanmdredngy 90.0 - 110.0% L.A. of Calcipotriol

2. ldentification mwmu@mﬁ‘szlﬂu Finished product specification
3. Appearance A3 N'mmu‘?iﬁ:qlu Finished product specification
4. Minimum fill Gli’:ﬁlﬁi"mﬂ’mﬁ‘sxi.ﬂu Finished product specification
5. Antimicrobial Preservative content' mw&huﬂmﬁi:iﬂu Finished product specification

WU : WuaaIHadaTIEAnIalenILld Preservative
—_—

3.2 Drug substance specification‘z)

amaNannaka BP 2013
1. U‘%mméf'amﬁwﬂ”ty 95.5 - 102.0% of Calcipotriol (dried substance)
2. Identification ATIIN
3. Related substance A. Thin-layer chromatography

- Impurity A : NMT 0.25%

- Impurity G and H : for each impurity, NMT 0.25%
- Any other impurity : NMT 0.1%

B. Liquid chromatography

- Impurity B : NMT 0.5%

- Impurity C and D : for each impurity, NMT 1.0%

- Any other impurity : for each impurity, NMT 0.1%
- Total : NMT 2.5%
4. Loss on drying NMT 1.0%
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3181131 2 Salmeterol xinafoate 25 mcg+Fluticasone propionate 50 mcg Evohaler, 120 dose

a a A
muﬂsxmﬁmmaquaswmu ‘18 ﬂ,m 2559

1.89sn Salmeterol xinafoate 25 mcg + Fluticasone propionate 50 mcg Evohaler, 120 dose

2. ageaaianly)
2.1 3uuuy ussazans ﬁm%’ug@ﬁumﬁmomn (Inhaler)
2.2 #ausznay lu 1 dose Usznaudindaen Salmeterol xinafoate 'ﬁ'augaﬁ'u Salmeterol 25 mcg +
Fluticasone propionate 50 mcg
2.3 MIULUIN msa;’l,umwzmiqgﬂuuu Evohaler Uz {81 120 dose da 1 MTUZUII
2.4 287N - s:q‘i‘iam FUUTENOUMILNEAUURZANNLTY TUNER ’Yuﬁﬂmq WwufinEe LazLa
nzifjoudrsuen LLazﬁﬁmsLﬁu%'nmmvHaaha%’mwuumsqﬁmsﬁ
- wmmumﬁé’mﬁ'am aﬂwaﬁamﬁamq%am WiaTamemsii sauLsney uas
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3. amaNUaANIINALA

3.1 Finish product specification"’

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

90.0 - 110.0% of the L.A. of Fluticasone propionate
2. |dentification test m’mmumuﬁszqh Finished product specification
3. Uniformity of delivered dose ATV
4. Fine particle dose m’mmumuﬁ'i:qlu Finished product specification
5. Number of deliveries per inhaler ATIFHU

3.2 Drug substance specification

3.2.1. Fluticasone propionate @®
AMINIANMaATA USP 35 BP 2013
1. ﬂimmﬁ"amé’lﬂvzy 98.0 - 101.0% of the L.A. of Fluticasone 97.0 - 102.0% of the L.A. of Fluticasone
propionate (anhydrous substance) propionate (anhydrous substance)
2. Identification ATIINIW ATIU
3. Specific optical rotation +32° to +36° +32° to +36°
4. Acetone NMT 1.0% NMT 1.0%
5. Water NMT 0.2% NMT 0.5%
(a\ﬂia) ..................... 0-, ........................................ YT TIuAMENITUNIG

(MTD) e A N3 [GEE12) W ATINNS

(WegTd Hsvfuﬁ) (WIRINTT mggawini)
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3.2.1 Fluticasone propionate

(2.(3) (Gi 8)

AnFNIANINARA

USP 35

BP 2013

6. Related substances

- Related compound A : NMT 0.2%

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

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

- Any individual unspecified impurity

: NMT 0.1%

- Total impurities : NMT 1.0%

(include all impurity peaks greater than or

equal to 0.05%)

- Impurities A,B,C,E,F,H,! : for @ach impurity,
NMT 0.2%
- Impurities D,G : for each impurity, NMT 0.3%

- Impurity with relative retention at about
1.23 : NMT 0.2%

- Any other impurity : NMT 0.1%

- Total impurity : NMT 1.2%

3.2.2 Salmeterol xinafoate

(2)/3)

AuANIANIINARA

USP 35

BP2013 '

1. Yinudendigy

98.0 - 102.0% of Salmeterol xinafoate

(calculated on the water-and solvent-free

97.0 — 102.0% of Salmeterol xinafoate

(anhydrous substance)

basis)
2. Identification ATIWU AT
3. Water NMT 0.25% NMT 0.5%
4. Sulfated ash - NMT 0.1%
5. Optical rotation 0.5 t0 +0.5° -
6. Residue on ignition NMT 0.1% -

7. Related substances

- Salmeterol related compound A

: NMT 0.2%

- Salmeterol-phenylethoxy : NMT 0.1%

- Salmeterol-phenylpropoxy : NMT 0.1%

- Salmeterol-O-alkyl : NMT 0.3%

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

- Salmeterol-N-alkyl : NMT 0.2%

- Any unspecified impurity : NMT 0.10%

- Total unspecified impurities : NMT 0.2%

- Impurity D : NMT 0.3%

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

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

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

- Total impurities : NMT 0.9%
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NANBING : 81989970
1 = General requirement U8ILNFTA1IUEHTL Preparations for Inhalation

2 = The United State Pharmacopoeia 35
3 = British Pharmacopoeia 2013
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FUAITIAATA NHULANIZUBLNIBLENEIIMIIATITAIH B
a2 B11/ 2559
185N 3 Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg ointment, 15 g

Qs s a i q
A3z NAIININGURINTEIN 18 N 7559

1. Baen Calcipotriol 50 mcg + Betamethasone (dipropionate) 0.5 mg ointment, 15 g
2. amanLan 1
XY s o
2.1 sluuy 1IueBis (Ointment) &wsumaeuen
2.2 dmtlsznay lu 1 gm Usznausedlm Calcipotriol 50 meg waz Betamethasone dipropionate ﬁlm.lgaﬁ'u
Betamethasone 0.5 mg

2.3 MTUVIT ussg’lwaamﬁsqul@aﬁﬂ 2110 15 g 6a 1 naaa

4 . o o o v oA w & i a
2.4 aa1n - Sti‘l"ﬁail’l ﬁ?%ﬂitﬂEJU@I’JU']ﬁ’]ﬂIyLLatﬂ’J’]&JLLSG INHEN mzmmq LAUNINRR LAZLAY

neidaudsuen LLaﬁ'ﬁ‘nmﬁu{nmm'l.fazho‘ﬁ'mwuumsqﬁ'm‘n‘
- UWMTUsUIIgeN agnadaudasszyasn wia¥ayminiadn adulszneuuszrmany
ANMUUTIVBILN LRUNINE® fuﬁumuﬂﬁ'@mu

3. AmaNUAMIIINARA

3.1 Finish product speciﬁcation")

1. ﬂ?mméf’amﬁwﬁ'@ 90.0 - 110.0% of the L.A. of Calcipotriol

90.0 - 110.0% of the L.A. of Betamethasone
2. Identification m’mﬁhumuﬁszqh Finished product specification
3. Appearance m’.:mhumuﬁs:q’l.u Finished product specification
4. Minimum fill @li’Jmhumu‘ﬁ'izlﬂu Finished product specification

5. Antimicrobial Preservative content* mi’mmu@rmﬁszﬁlu Finished product specification
RPN : IRLaaInaTinTzinIdidTula Preservative
—_—

3.2 Drug substance specification
&

3.2.1 Calcipotriol

quaniannana BP 2013
1. Banmarzndngy 95.5 — 102.0% of Calcipotriol (dried substance)
2. Identification ATIH N
3. Related substance A. Thin-layer chromatography

- Impurity A : NMT 0.25%
- Impurity G and H : for each impurity, NMT 0.25%

- Any other impurity : NMT 0.1%

YIe I uA e NITUNS
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3.21 Calcipotriol(z’ (Gia)
AMANDANVINALA BP 2013
3. Related substance (#a) B. Liquid chromatography
- Impurity B : NMT 0.5%
- Impurity C and D : for each impurity, NMT 1.0%
- Any other impurity : for each impurity, NMT 0.1%
- Total : NMT 2.5%
4. Loss on drying NMT 1.0%
3.2 .2 Betamethasone dipropionate @)
fuanAnemaiia BP 2013 USP 35
1. ﬂ?mmm"’zmmﬁ‘ry 97.0 - 102.0% of Betamethasone 97.0 - 103.0% of Betamethasone
dipropionate (dried substance) dipropionate (dried basis)
2. Identification AU ATIU
3. Specific optical rotation +84 to +88 (dried substance) +63° to +70°
4. Related substances - Impurity C (betamethasone 21-propionate) - any individual impurity : NMT|1.0%
> NMT 0.5% - total impurities : NMT 2.0% ’

- impurity B (betamethasone 17-propionate),
H (6oc-bromobetamethasone dipropionate)

: for each impurity, NMT 0.3%

- Impurity D (betamethasone 21-acetate 17-
propionate), E (beclomethasone
dipropionate), G (betamethasone
tripropionate) : for each impurity, NMT 0.2%

- Unspecified impurities : for each impurity,

NMT 0.1%

- Total : NMT 1.0%
5. Loss on drying NMT 1.0% NMT 1.0%
6. Residue on ignition - NMT 0.2%
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12 1umma'uuwmﬂum 81.1/81.1 VBILNTLRUDTIAN W DATWRLEDAWAT amsmuﬂuﬂnmwmawarnmm
mumummuu (finished product specification) LLa“ﬂamnuﬂﬂmr\’)wmaa’mnﬂu (drug |substance
specification) mnmausvm’lamﬂﬂawuﬂmuﬂmqumu fMlaau,umanmsa’ummwmumﬂlauﬁ”l'u (8.5)
N Wsau finished product specification Laz/W38 Drug substance specification I@Umaurﬂmnaunuﬂszmﬂ
demenadiinnsading uazliiin 2 9 o Judssmadssmanandldnnsefing
2. 1laNATTUTDINATFIRATHAALN

2.1 nidinuaatwsznalng guianasldnmutieniifasusesnasmunsiiacmunanintusiuas
FEmsfialunsnangn GMP-PIC/S wiaifiui PDINTENTWATIIUY Tunaanfauaany atiusgaau
saunsesaamaulasdinamsusesfeiudemadssnenadidnnseding

2.2 ns@imiwemingwinadolszng ARAadaIldmnmwdieniiResusadnasumsHaasIa
WA UAZIEN1IAGIUN1INA ALY GMP-PIC/S w38 US cGMP V29UTNARNRAAIUEER ANTBLNS
assoulasdnaniiiurasfiaiudssmedssnianendidnnsefing
3. tanmmmmwmmmﬁmuaﬂm (Fnwnnang)

3.1 Namsmw‘imﬂ:ﬁﬂmmwwﬁmﬁ'm‘ﬁmmﬁwam (Certification of analysis) 'I.umsfuﬁduﬂwﬁqd'm
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i'mmi'ﬁ 4 Brimonidine tartrate 0.15%, 5 mL Eye drop

amalsemasoninguasasii 18 11 2559

1.3aen  Brimonidine tartrate 0.15%, 5 mL Eye drop

2. amasianaly

2.1 juuy Wussazasdsennigels Widd dnsuldwaanan (Ophthalimic solution)

2.2 famlsznay Usznausiudazn Brimonidine tartrate 1.5 mg/mL U3u1@3 5 mL/MTUsUIN

2.3 MIULUTIT ussag‘lum@lwmaanﬂﬁﬁmm’fa fSMTUnBaaan LL&:USS?ﬁNWTﬁBGTﬁLLL&O

2.4 280N - s:q%am FuTENaUMENEIAYUASANLII TUKEA i'u?(vumq WA waziaw
nzifoudniue uasitmsiiusnwe ladntaauunussaiud

- Uumw:umﬁ'a”uﬁam aﬂwaﬁaﬂﬁamq%am WiaTemamaen §anLsEnay uazTIng

ANALSIBILN LaUPHER i‘uﬁvumqvﬁ’ﬁvmw

3. Qmauﬁamamﬂﬁﬂ

3.1 Finish product specification“’

1. BBy 90.0 — 110.0% L.A. of Brimonidine tartrate
2. {dentification mﬁiwi’lumllﬁ'sziillu Finished product specification
3.pH mﬁmum’mﬁﬁquu Finished product specification
4. Sterility aaaruenufszyly Finished product specification
5. Preservative effectiveness m'ﬁ)mu@l’l&lﬁsquu Finished product specification
6. Deliverable volume (Volume in container) milﬁ)mum&lﬁi:qlu Finished product specification
7. Particulate matter ATIINIH

-1 2 10 pm laifin 50 per mi

- > 25 pm lailfin 5 per mL

-9u1@ 2 50 pm litfin 2 per mL
8. Impurity 615‘3?1!34"1%@1'1&1‘7‘7:141% Finished product specification
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1.1.1 lunsdifduenfindalutszinelng naneds no2
112 1unsﬁﬁl,ﬁus_ml'1L?T'nﬁammﬂamsq wypds ne.3
1.1.3 Tunsdifdueniudranndradszng wanofls noa
12 ludmwetunadouesn ne. 1.1 vaseniisuamen wiaamuassoanad; BMIMLAN WMWIBINRAT AT
aufdunsiion (finished product specification) LLamTaﬁmuﬂqmmwmaﬁﬂqﬁu (drug substance
specification) nscﬁﬁ'ay:sxwmnmﬂﬁwuﬂaal,m“"l,mﬁuLﬁu rFDILULLENETEMINANENIMTVauR 12 (8.5)
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BRI IAAIANHULANIZURL SLONEITNINATBLITATMIT SN
1aan B11/ 2559

s’lzlmiﬁ 5 Budesonide 160 mcg + Formoterol fumarate dihydrate 4.5 mca
Dry Powder Inhaler, 120 doses AW N
Az mAIInInguaIash 18 % . '
1.B881  Budesonide 160 mcg + Formoterol fumarate dihydrate 4.5 mcg Dry Powder Inhaler,
120 doses

2. amaNnan L

2.1 31wy ugns dmsuganudamathn (Dry Powder Inhaler)
2.2 gawtsznay 1u 1 dose Usznaudasdien Budesonide 160 meg + Formoterol fumarate dihydrate 4.5 meg
2.3 MTUSVIN ussqlumwzms'gmg@w’ugﬂunu Dry powder inhaler Wazien 120 dose ¢a 1 MTULUITY
2.4 amn - szq%am FUUTENAUAILIEINYUITANINUTY TUNE fuﬁvumq TR waziaw
nadoudiue usitnmafusnmneniedidaauunussioed
- UWNTULUTIYEN aﬂnaﬁauﬁ’aasxq%em WiaBaynImsm sulsznauussTIIen Y
ATMAUTIVEIN L8VANER i“uﬁvumq‘lf’ﬁmw

3. AmdNLGNIINAKA

3.1 Finish product specification“)

1. YSunmaaendngy ¢a 1 Dose 80.0 - 120.0% of the L.A. of Budesonide
80.0 - 120.0% of the L.A. of Formoterol fumarate dehydrate
2. ldentification Gli’aﬁlmumuﬁsquu Finished product specification
3. Uniformity of delivered dose ATIVHU
4. Fine particie dose @li’Jﬁlmumuﬁ"s:qlu Finished product specification
5. Weight of content @IS’JﬁJN"mmuﬁiz‘iﬂu Finished product specification

3.2 Drug substance specification

3.2.1 Budesonide®®

amdanianvimaia BP 2013 USP 35
1. USnmdendnngy 97.5% - 102.0% of the L.A. of Budesonide | 98.0% - 102.0% of the L.A. of Budesonide
(dried substance)

2. ldentification ATIL ATIWU

3. Epimer A 40.0% - 51.0% 40.0% - 51.0% (dried basis)

4. Microbial enumeration tests and - - Total aerobic microbial count

Absence of specified microorganisms : NMT 1000 cfu/g
- Total combined molds and yeast count
: NMT 100 cfu/g

LGEk2) N U muamenIIums
(//(maanqm%‘wfi UWIUNIRNNE) \‘\{\
-
................................................ ATINMI R 1) WO A OOON = = 1 2
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3.2.1 Budesonide ?*

AnENianwinata . BP 2013 USP 35
5. Loss on drying NMT 0.5% NMT 0.3%
6. Limit of 21-acetate of budesonide - NMT 0.10%
7. Limit of 11-ketobudesonide - NMT 0.2%

8.

Related substances

- Impurities A,L : for each impurity,
NMT 0.2%

- Impurities D, K : for each impurity,
NMT 0.2%

- Unspecified impurities : for each
individual peak, NMT 0.10%

- Total : NMT 0.5%

- 160C-Hydroxylprednisolone : NMT 0.2%
- D-Homobudesonide : NMT0.10%

- 21-Dehydrobudesonide (epimers)

: NMT 0.07%

- 14,15-Dehydrobudesonide : NMT 0.10%
- Total specified impurities : NMT 0.4%

- Any other individual impunity : NMT 0.10%
- Total unspecified impurities : NMT 0.4%

3.2.2 Formoterol fumarate dihydrate‘z’"”
ammaninsnaia 'BP 2013 usP3s |
1. Yunmdeday 98.5 - 101.5% of the L.A. of Formoterol | 98.5 - 101.5% of the L.A. of Formoterol
fumarate dehydrate (anhydrous substance) | fumarate dehydrate (anhydrous basis)
2. Identification AT ATIWU
3. pH 55-6.5 55-6.5
4. Optical rotation 20.10° to +0.10° 0.10° to +0.10°

Dissolve 0.25 g in methanol R and dilute

to 25.0 ml with the same solvent

Test solution : 10 mg/mi in methanol

. Related substances

By liquid chromatography
- Impurity A : NMT 0.3%

- Impurities B, C, D, F : for each impurity
NMT 0.2%

- Impurity E : NMT 0.1%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.5%

By liquid chromatography
- Impurity A : NMT 0.3%

- Impurities B,C,D,F : for each impurity
NMT 0.2%

- Impurity E,G,H : for each impurity
NMT 0.1%

- Any other individual impurity : NMT 0.1%
- Total Unspecified impurities : NMT 0.2%
- Total impurities : NMT 0.5%

6. Impurity | NMT 0.3% NMT 0.3%
7. Water 4.0% - 5.0% 4.0% - 5.0%
8. Residue on ignition - NMT 0.1%
9. Heavy metals - NMT 0.002%

4 > P a and o a4 N wes e o
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1.1 ‘luﬁwﬂ"mvn'ﬁifuwnﬁum‘iﬁum (N81.2 NB.3 Y4 URIWANTH)
1.1.1 lunsdifidusfndaludsznalng wanads ne2
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2 = British Pharmacopeia 2013
3 = The United States Pharmacopoeia 35
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3181190 6 Budesonide 320 mcg + Formoterol fumarate dihydrate 9 mcg
Dry Powder Inhaler, 60 doses

aadszmasoniaguanzsii 1§ LI 2008

1. 308

2. ansanyana

2.1 gﬂuuu

1ukaen smTuganun1atn (Dry Powder Inhaler)

Budesonide 320 mcg + Formoterol fumarate dihydrate 9 mcg Dry Powder Inhaler, 60 doses

2.2 dmdsznay 1 1 dose Usznaudlndisn Budesonide 320 meg+Formoterol fumarate dihydrate 9 meg

2.3 MTUUIN ussq‘[umﬁmmsgmgﬂwu JUWUL Dry Powder Inhaler uazdlen 60 doses dia 1 NTULUTIY

2.4 230

- szyfaen dmsznaudamdaguacanuusy Tunda JuEuans Wwininie uazay

neidoudsue LLaﬁﬁnmﬁu{nmmvl,i“as_mﬁmﬂuuumsqﬁm‘ﬁ

] L 9 v 4 A v )
- U%ﬂ’]‘DWUﬁ?UW EJU'N%E]UG]ENSZHI%E]U'\ WIDTaNIIMIN §UUTNOLURZIUAAY

AMULTIVILN LRUNINE® fuﬁumq"ﬁ"’ﬁ’ma}u

3. AmMENIANNIMAKA

3.1 Finish product speciﬁcation("

1. YIuuaaendingy ¢a 1 Dose

80.0 - 120.0% of the L.A. of Budesonide
80.0 - 120.0% of the L.A. of Formoterol fumarate dehydrate

2. |ldentification

m’m&i’mmuﬁszq’[u Finished product specification

3. Uniformity of delivered dose

GTIFNIW

4. Fine particle dose

Glidilmumuﬁiquu Finished product specification

5. Weight of content

mwm%@nuﬁﬁqh Finished product specification

3.2 Drug substance specification

3.2.1 Budesonide®®

AmaNlaNIInaka

BP 2013

UsP 35

1. USinmudnendran

97.5% - 102.0% of the L.A. of Budesonide
(dried substance)

98.0% - 102.0% of the L.A. of Budesonide

2. Identification

HTIINU

AT

3. Epimer A

40.0% - 51.0%

40.0% - 51.0% (dried basis)

4. Microbial enumeration tests and

Absence of specified microorganisms

- Total aerobic microbial count

: NMT 1000 cfu/g

- Total combined molds and yeast count
: NMT 100 cfu/g
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3.2.1 Budesonide @

amaNddmamana BP 2013 USP 35
5. Loss on drying NMT 0.5% ’ NMT 0.3%
6. Limit of 21-acetate of budesonide - NMT 0.10%
7. Limit of 11-ketobudesonide - NMT 0.2%

8

. Related substances

- Impurities A,L : for each impurity,
NMT 0.2%

- Impurities D, K : for each impurity,
NMT 0.2%

- Unspecified impurities : for each
individual peak, NMT 0.10%

- Total : NMT 0.5%

- 160C-Hydroxylprednisolone : NMT 0.2%
- D-Homobudesonide : NMT0.10%

- 21-Dehydrobudesonide (epimers)

1 NMT 0.07%

- 14,15-Dehydrobudesonide : NMT 0.10%
- Total specified impurities : NMT 0.4%

- Any other individual impurity : NMT 0.10%
- Total unspecified impurities : NMT 0.4%

3.2.2 Formoterol fumarate dihydrate

(2),(3)

AMANTANWINAKA BP 2013 usP3s |
1. USumdaendny 98.5 - 101.5% of the L.A. of Formoterol | 98.5 - 101.5% of the L.A. of Formoterol
fumarate dehydrate (anhydrous substance) | fumarate dehydrate (anhydrous basis)
2. Identification AU ATIWNU
3.pH 55-6.5 55-6.5
4. Optical rotation 0.10° to +0.10° -0.10° to +0.10°
Dissolve 0.25 g in methanol R and dilute | Test solution : 10 mg/ml in methanol
to 25.0 ml with the same solvent
5. Related substances By liquid chromatography By liquid chromatography
- Impurity A : NMT 0.3% - Impurity A : NMT 0.3% i
- impurities B, C, D, F : for each impurity | - Impurities B,C,D,F : for each impurity
NMT 0.2% NMT 0.2%
- Impurity E : NMT 0.1% - Impurity E,G,H : for each impurity
- Unspecified impurities : for each impurity, | NMT 0.1%
NMT 0.10% - Any other individual impurity : NMT 0.1%
- Total : NMT 0.5% - Total Unspecified impurities : NMT 0.2%
- Total impurities : NMT 0.5%
6. Impurity | NMT 0.3% NMT 0.3%
7. Water 4.0% - 5.0% 4.0% - 5.0%
8. Residue on ignition - NMT 0.1%
9. Heavy metals - NMT 0.002%
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1. ﬁ'ummwrhﬂLanmsms‘lﬁ'%’nagmv'm'ffuﬂuﬁnuﬁﬁumtﬁaa"'mu'm'luﬂs:mﬁ'lﬂu wazdwad (déclare)
URSINEA
11 luzi'm"tyn'm‘rumtﬁﬂm‘iﬁum (8.2 N9.3 NE.4 URILANTTH)
1.1.1 lunsdfiduenfindeludssinalng nunefls no2
11.2 Iunsrﬁﬁl.ﬂumﬁﬂnT*uﬁamsm.iaussq wunefs ne.3
1.1.3 lunsdifiduenidrandeadssine manefs ne.4
12 ludwedunadeouen no.1s.1 vesnfiawamen wibumuanduaiademsmiugun mwsaNEan e
muﬁ’i{uwnﬁﬂu (finished product specification) Lm:ﬂraﬁ'muﬂqmn’\wmaofﬂqﬁu (drug substance
specification) nsrﬁﬁagﬁ:ud’mn’mﬂ5uu;tﬂmuﬁ"lmﬁm&u AABIUBVLBNITRUWIMNTIBNITVaUT 1 (21.5)
UMSau finished product specification uaz/m3Ie Drug substance specification Tagvaunloranindsznie
drmanadiinnsefing uazliiiu 2 1 w wdszmadsemanadidansefing
2. 1IINATTLTDINIATFIUNITHAA L
21 nadinnantuthandlng griadasidunmwdiemifsiseanaspummdammunininusiuas
33msRalunsnaaLn GMP-PIC/S wiaifinuirin BINTTVITNNTIIUFY Tumnanitausany atusgann
saumIaTareulasinamsiisasdnudszmadsznmanadidnnsaing
2.2 pad@dduaingenaotszina Hriadasddnmwdiamii§aiusesnnagmwmniamany
AR NN ATLAZ TN TAGIUNNSHAALT GMP-PIC/S W38 US cGMP sadlszinaguinaluanga auTauns
aarablasfinamIsutasdaiudezmadssmanadidnnseing
3. tanmsqmmwmaamﬁmuaﬂm (Fwwmnang)
3.1 wamIanIla Nz Kiausinadguia (Certification of analysis) 1um§uﬁdotﬁm‘hama
3.2 mansaraiiensigumwingduvasdaedeiy (Drug substance) ﬁlm"lumswﬁmmﬁjuﬁdatdu&"m:m
%maa;jwﬁmml,l,a:;j'wam"mqﬁu
3.3 lunsdidunadousrununnni 2 9 szdasfidnunnwiiunansdnen Long term stability anaiiiu
wudnlunadouguuaas Lta:"l,ﬂ”?umsmmui“usauanmsmnpjﬁéwmwaw%ﬁw
3.4 lunsdidunzdongnantesnin 2 9 wxdaaddumnmiessnsfnmananIgIvesenaufion
Wadnlunsiouguuaa wazldsunmsasnisesenasnnglisrunavesuiun
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muﬁr‘iwuﬂluﬁ'ﬁaqmauu“ﬁvﬁ'lﬂ%aﬁu
5. miﬂszﬁuqmmwmﬁdwau (WaANBNFITNITTLUTEIN)
5.1 mﬁdouauﬁaoﬁmq'lﬂm"hiiaUmfﬂ 1 9 siuaniussweu
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6. HilauaIAN (H28) susaalivnidandygrnanasuivue ok
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6.1 n3tikamIgualianziinnninamaasmaunndliidullanvanaspudadimua
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sYQcTazwY
6.3 madinudymamnmwankianusinadinadalsziniuanazawdasasiasdeihon e
7. vm'nﬂswmsmaaa’;u?«n%‘lﬂ%’uﬁmsmNﬁmﬁmfvfmﬁﬁﬂ's:':"oignﬁnmﬁuﬁufﬂuéwﬁ’mmﬂm:nsiums
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WABING : 81989970
1 = General requirement VaINFUAITUFINTL Finished product sULuLEN Preparations for
Inhalation
2 = British Pharmacopeia 2013
3 = The United States Pharmacopoeia 35
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3180150 7 Sodium hyaluronate eye drop 0.18%, 0.3 mL g
awlsznddowinauaszsiii |\ 0 fal 2

1.%987  Sodium hyaluronate eye drop 0.18% , 0.3 mL

2. amaalana

z 1 o Qs Qs
2.1 Juny WuansazanaUseanialy WdF Jeanuniia swnsuldwoaan

2.2 gwsznay 1w 1 monodose (U311@3 0.3 mL) Usznaudaaeaen Sodium hyaluronate 0.18%

LLa:'I.ugm@iﬁum"l.&iﬁmsﬁw,ﬁu (Preservatives) 1ugulsznay

Lo l! o Q s ¥ Qs
24 ﬂﬁ’ﬂu:‘USi? ussq‘[um’ﬂu:wmac‘mﬂﬁﬂmm’na F1ARILRDAANN LLG&‘Ui?f}l‘ﬂm‘VTﬂaﬂﬂuLLﬂd

2.5. 287N - szyFan dudsznaudmmdduaza s unda usuany wafinde uszay

nefoudisuen LLa:'“a%'mSLﬁu{nmm‘l’S’atin'mauuuUﬁqﬁ'm‘VT

Y ' v (% 4 o ¥ .
- UMW%WUWVI RUNTEN aﬂqﬂuaﬂﬂaﬂﬁq%aﬂq “%E)’Uaﬂ'\ﬂﬂ']iﬂ’] fIuUTnay uasIwa

ANULTIVDIEN LAVNHER 'S'uﬁumqvﬁfmam

3. AmdENGN1IInaRa

3.1 Finish product specification'”

1. Yinniendagy

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

Viscosity

. 4
mzamumwm:q‘lﬂu Finished product specification

Particulate matter
- W@ 2 10 pm LA 50 per mL
- U@ 2 25 pm Jaitin 5 per mL

- 2 50 pm it 2 per mL

2. ldentification m‘mm%ﬂ’mﬁiqu’i‘lu Finished product specification
3. pH avsarmaufiszy3lu Finished product specification
4. Sterility ATITHIW

5. Deliverable volume (Volume in container) ATITHIW

6.

7.

AT

3.2 Drug substance speciﬁcation(z)

AMANLANINAKA British Pharmacopoeia 2013
1. ﬂ?mmﬁ";mﬁﬂﬂ?y 95.0 - 105.0% of Sodium Hyaluronate (dried substance)
2. Identification ATIINIY
3. Appearance of solution ATIINU
4. pH 50-85
5. Intrinsic viscosity 90 - 120% of the value stated on the label
6. Sulfated glycosaminoglycans NMT 1%
7. Nucleic acids NMT 0.5%
8. Protein NMT 0.3%

(aa%a) ...................... 0\/ ................................... UrzsuamenIsuns
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3.2 Drug substance specification®” (\‘r‘ia)

quasianIsmania British Pharmacopoeia 2013 !
9. Chlorides NMT 0.5%
10. Iron NMT 80 ppm
11. Heavy metals NMT 20 ppm
12. Loss on drying NMT 20%
13. Microbial contamination 10° CFU/gm
14. Bacterial endotoxins Less than 0.5 IU/mg

) 'Y . P ael a & N eas Y
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1. z«hmewmzjLanmims"l.é'ﬁ'uay‘uy'lmfumLﬁwe’h%‘umﬁaa‘h%ﬁm’[uﬂs:mﬂ‘lm LardILeY (declare)
UNRINER
1.1 luddymestunadoudiuem mo.2 ne.3 ne.4 udaudnsd)
1.1.1 lunsdifiduenfindeludsanelng nanefls ne.2
1.1.2 lunsﬁﬁtﬁumﬁ'\L’ﬁ’nﬁammﬂomsg wuwis ne.3
1.1.3 lunsd@ifduendhanesdszina nanefls no.4
12 ludmatiuwnsfouen ne.1/u.1 28sefienana wiaumpasiBuaiTanInIURIN MWYBINE A MY
m&lﬁ’}{uﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁﬁﬂuﬂqmn’lwmmi’mqﬁu (drug substance
specification) nszﬁ*ﬁags:wdwnmﬂﬁwuﬂamrﬂmﬁ'mau EABIUULIANTITENWIMNEI M TTaUT [ (8.5)
N3N finished product specification Laz/H3e Drug substance specification Tasvaun lunauiudszne
dszmanmaiannseiing wazlaiifiu 2 O o Judszmedszmenamdidnnsafing
2. 1NFTIUIDINAIFINMIHAA LN
21 nadfranlwlsnalng HuRadasldunmwinewiieiusasnasgunnaamaamaninmiuas
SEMINAIUNINGREN GMP-PICIS n3aufipuirin PBINTENTWITITUY Tunaaaenfilauazie OSILRE CUEY
saumsaTIseulasiinansiusesdaiudszmadsznianadidnnsading
22 n3dfiiinemiudanaredssing HrAadasdidumnintiioniife iusesnagIunIKaauany
WENNFUAZIENN NG LUNINEAL GMP-PIC/S wia US cGMP yadlssinalnAnatiuage auTauns
asnamaulasdnanssusasfatiudszmadsznianaididnnsading
3. Lanmiqmmwmaomﬁmuaﬂm (Fwinnang)
3.1 wanIanile TN RiaA Y iueakan (Certification of analysis) 'luzm;uﬁdal.ﬁu@‘i’aatm
3.2 WamIaTviaTiaamwiagduasdandinty (Drug substance) ﬁ‘lﬁ'lumwﬁ@lmjuﬁdaﬂuﬁ"sasjw
vﬁamaa;jwﬁmmuaz;\{wﬁmi’mq@u
3.3 lunsdifunzifougnanannni 2 9 axdasiidiunwerananisfinm Long term stability anafiin
wudnlunsfouewuaas wazldsunsasnuivsssanasnnglisunavasien
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4. gaadean
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Howly
6. {lanasan (A2"8) dugaaliunidndygrnauasuimua Gait
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NaANEIHA : 61989310

1 = General requirement maat.né’%‘i’ﬁuém%’uuwgmmu Eye preparations
2 = British Pharmacopoeia 2013
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5'121auﬁﬂﬂqmﬁnﬂmzmwntmufhmanawnwé’a%anﬁﬁmﬁm
a2z B11 /2559
3181151 8 Latanoprost eye drop 0.005% , 2.5 mL

sz mAIInInguaIEsIh 19 Tl 7599

1. Zoen Latanoprost eye drop 0.005% , 2.5 mL

2. amansiana

2.1 jUuuy dussaeneunenndels WlF dmiuldnoaam

2.2 &wisznay lu 1 mL Usznaudanedaen Latanoprost 0.05 mg Usxnas 2.5 mL/MTUELITY

2.3 MIULUITY ussq‘lumm:wmaﬁnﬂmﬂmm%a fnIUnLaaan LLa:msqﬁ’wﬁﬂaaﬁuum

2.4 287N . szq%am FUUIENBUMLNEAYUAEAINLTI IUNEe 'E'uﬁvumq \WiNER uazian
nzidaudsuen Ltaﬁﬁmstﬁu{nmm'lfafha’ﬁ'mauuumsgﬁ‘wﬁ

- umwmnmﬁé’uﬁam amaﬁaﬂﬁamﬁam WiaTamimse samlsnay wasuwe

AL LaUAHER fuﬁuumq"l‘h?@mu

a o A v & P a o ¢ A
- 3.|°IJaﬂ')']ﬂdLL'ﬂGL@]aulVﬁ)ﬂLﬂUﬂ']ﬂ 2-8 DIFLIRLTER Uuusi‘gﬂm‘"“iaﬂq’ﬁmU55§Uq

3. AMANUANIINARA

3.1 Finish product specification"’

1. USnauaendnaty 90.0 - 110.0 % L.A. of Latanoprost

2. Identification m’mmum&lﬁizﬂ’ﬂu Finished product specification
3. pH m’mmumuﬁszqvlﬂu Finished product specification
4, Sterility AT

5. Preservative effectiveness G}S’Jﬁ]&iﬁumuﬁ‘imiﬂu Finished product specification

(Multiple dose)

6. Deliverable volume (Volume in container) | @370 %

2. Particulate matter AT
-9u1@ 2 10 pm ldifiu 50 per mL

-au@ > 25 pm WiAu 5 per mL

- U@ > 50 pm LiAu 2 per mL

:
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wonlydn 9
° ' v & a P A . ' ° (A
1. mmewmmanmsmﬂmumgywmuw:m sudnueniwadminglulsinelng uazduad (dedare) WASIHER
o Qs J =1 o @ v 1
1.1 luddymstunafoudiue ms.2 ne.3 nu.4 uiudnId)
1.1.1 lunsdindusnnaaludsainelng nuneds ne.2
112 ’Lumtﬁﬁl.ﬂumﬁmhLﬁammu‘omig BN Ne.3
1.1.3 lunsdindusnindrandesdseing nansdy no.4
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o ! i 4 =1 o e - Qo
12 ludmetunadouen ne.1/u.1 vasenfiiauasmn wiaumuasidoawad BMSAILIANA HTIWYBINE ANTUT
a4 . . v . o
arundunsiiion (finished product specification) LRZUBNINUANUNINTBITINQAY (drug  substance
specification) nstﬁﬁag;s:%i'wmﬂﬂﬁﬂuuﬂmuﬁ‘lmw‘v‘mﬁu WAIURULENATE LW ININEENTTRLA LY (B.5)
uwspy finished product specification Was/#3a Drug substance specification lasvaunlunawiulsznie
dszmanadiannsefing uazliiu 2 9 o Sudemedszmenandiinnsefing
2. 1INATIUTAINATFIRNITHAAL
21 miifismaatwlsandlng driadoliunmmwinewldeiirannaspumaniamandninasiuas
A o a \ P &
FEmshalunsninen GMP-PIC/S wiawfiuuinin VBINTENTWITIIUFY lunuiaefilguaany 2ULEIFAAW
saumIanaraulasiinamiusasiaiudsznmadszniamadiinnsafing
PN ° [y 1 v a v A ' @ A a
2.2 madifidwaningnandwilsaind guiadasiiduunmuwitoniiieivsasnaspiumniamain
AR LRI TNIAGLUNIIHR ALY GMP-PIC/S %38 US cGMP vassinagnisaliuinga arwsauns
amvsaulauinan1TiuTastiulemadssniamadildnnsafing
-
3. 1BNEIAUAINTBILNNIIARD T AN (FUWINNATE)
3.1 wamIanRlanzRaMNARAa e iveaHEn (Certification of analysis) lusnjufisaifludhatng
3.2 HAMIATIRNAATRRAUNWIAALVBIRINEIATY (Drug substance) AilFlunisndaniuiidadudaating
NvasniasussHIaianay
ad a Q 9/ = o ' & . ol
3.3 lunsdidunzidouenunananii 2 9 szdpsflidmmwdnananiséinen Long term stability anafiii
wudulunzidousnuuses ua:"l,ﬂ”%'umsaemu%’nsaomnaﬁmn;jﬁéﬂmwadu%ﬁﬂ
ad ] [y o ' a ‘el
3.4 lunsdidunzidousnantaondi 2 T aza sl UUININTNBHANITANHIANUAIAIVDILIAIUNTH
Wadnlunzidousanuaas LLa:vlsTs"umsmmu%'usaamnmsmn;jﬁa‘wmwaw%ﬁﬂ
4. A2881981 ‘
L * a [ [l v 1 Qe A ar IV L
4.1 fflauaninn dasddiadnenadwies 3 %mumsfgnm‘ﬁ FuduaunuuaaiToasidua lhasun
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6. dianavian (21e) Busenianidandyannanasuimua asit
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6.1 n3dinamsgueasRdnzintnnainnmasimsuwndliiduldewinaspudaiinua
3 @ a ; W o Q- 1
6.2 milkdannwisrilaigniSunifufvanniasemelasdninrmanenesumawsussen Tuisnmaes
A z
fygazdeszny
6.3 nytinulgmigumwanniaiueinaesanadadszininaussanadsearvdedih e lasuen
7. mﬂ’mﬂ'ﬁmwaanuﬁﬂ‘ﬁ?l&i{uﬁmsmwﬁﬂﬁm‘ﬁmﬁﬁﬂszﬁgnL?ﬂnLﬁuﬁuTﬂﬂﬁwﬁ'ﬂmuﬂmznsmms
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i’mmiﬁ 9 Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg
Unit Dose Vial for inhaler, 4 mL

16 N 259

adlsznAInIa UAIIBEI

1. Ban Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg Unit Dose Vial

for inhaler, 4 mL

2. amantan

2.1 guuuy Wuansazansls a‘f'm%”ug@wumaﬂ’m (Inhaler)

2.2 §autsznay 1w 1 Unit Dose (4 ml) Usznavuedaen Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide
1.25 mg
2.3 MTULIN usiqlum‘nu:msqmﬁ@aﬁw gmivldasadion (Single dose) LLa:msagﬁmsvTﬂaaﬁ'mm
2.4 237 - s:‘q%‘am FIUUTTNAUMILNEATYUATANNLTY TUNES fuéung Wwfine uaziaw
nafipudiun waeiSnmaiuinmmlisdwdauuwusaiued
- uummussgﬁ'a”uﬁam OHaNGHLE amq%am WiaBomemse saulsenay uazwne
AT LaTTKER i’uﬁvumq'lfﬁmw

3. AMENUANIIINARA

3.1 Finish product specification'”

1. ﬂ?mmﬁ"amﬁﬂﬁry 90.0 - 110.0% of the L.A. of Ipratropium Bromide

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

. ldentification m’mmumuﬁszqh Finished product specification

. pH a7k uaNIzylu Finished product specification

2
3
4. Volume in container / Extractable volume | $352361%
5

. Impurity / Related substance

mmmumuﬁs:qh Finished product specification

3.2 Drug substance specification

3.2.1 Ipratropium bromide(z"“’

amdanianainaiia BP 2013 UsP35

1. PSunusdaendegy 99.0 - 100.5% of Ipratropium bromide 98.0 - 102.0% of Ipratropium bromide

(anhydrous substance) (calculated on the anhydrous basis)

2. Identification AU AU

3. Appearance of solution AT -
4. pH 50-75 50-7.0

5. Impurity A NMT 0.1% NMT 0.1%

4
(WEgm@ YINLT)
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(2),(3)

3.21 Ipratropium bromide™* (@a)
AMANTANINATia : BP 2013 USP 35
6. Related substances - Impurity D : NMT 0.05% - ipratropium related compound C : NMT 0.10%
- Impurities B,C : for each impurity, NMT 0.1% - Ipratropium related compound B : NMT 0.10%
- Unspecified impurities : For each impurity, - N-isopropyinoratropinium bromide : NMT 0.10%
NMT 0.10% - Apo-ipratropium bromide : NMT 0.10%
- Total : NMT 0.25% - Any individual unknown impurity : NMT 1.0%
- Total impurities : NMT 0.25%
7. Water 3.9% - 4.4% 3.9% -4.4%
8. Sulfated ash NMT 0.1% -
9. Residue on ignition - NMT 0.1%
10. Heavy metals - NMT 0.001%
3.2.2 Fenoterol Hydrobromide™®
AMANLANWINAKA BP 2013
1. USanmusdaendndiy 99.0 - 101.0% of Fenoterol Hydrobromide (dried substance)
2. Identification AU
3. Appearance of solution ATIWHIU
4. pH 42-52
5. Related substances - Impurity A : NMT 4.0%

- Impurity C : NMT 0.3%

- Impurity B : NMT 0.2%

- Unspecified impurities : for each impurity, NMT 0.10%

- Sum of impurities other than A : NMT 0.3% ;

6. Iron NMT 10 ppm
7. Loss on drying NMT 0.5%
8. Sulfated ash NMT 0.1%
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3.1 HAMIATIR AT IWKEAN I B3ENER (Certification of analysis) lusjuidsdudaatng
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