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37181190 1 Clobetasol propionate 0.05% cream, 15 gm
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1. Baen Clobetasol propionate 0.05% cream, 15 gm

2. asasniavialyl
2.1 3uuyy WDupasu #nTumAintiinuwen

2.2 §udenay Ustneudisean Clobetasol propionate 0.05 gm 1 100 gm

23 Muuzusy uInglunaen vysgendeadin awia 16 g da 1 MauzuIn

2.4 287N uum’ﬁu:msqﬁi&lﬁam URZORINENUNUTII Ui ’Ts‘amﬁ'zymam, futsznay

V830", Sunnse, unuaans, WTkEe, wanndeud i weestfuinwe 1Y

DENITALIU

3. AENUANIIINATLA

3.1 Finish product specification("’ @

1A

Test ltem.

BP 2013

Usp38: -

1. YSumdenday

90.0 - 115.0% of Clobetasol propionate

90.0 - 115.0% of the labeled amount of

Clobetasol propionate

2. Identification ATIIU ATIINIH
3. Minimum filf ATITHIN ATIHIN
4. Microbial enumeration AT - The total aerobic microbial count does not

tests and Tests for specified

microorganisms

exceed 10° cfulg
-absence of Staphylococcus aureus,
Pseudomonas aeruginosa, E.coli and

Salmonella species

5. pH

45-7.0

3.2 Drug substance specification : Clobetasol propionate“)' @

Test Item

BP 2013

USP 38

1. YSnudrenddgy

97.0 - 102.0% of Clobetasol propionate

(dried substance)

97.0 - 102.0% of Clobetasol propionate,

calculated on the dried basis

2. Identification

AU

ATIINIU

3. Residue on ignition

NMT 0.1%

9812587 Uszindsun)
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3.2 Drug substance specification : Clobetasol proplonate( L@ ((ﬂa)

Test Item' BP 2013 A 5
4. Heavy metals - NMT 20 ppm
5. Organic impurities - Impurity E : NMT 0.7% - Any individual impurity : NMT 1.0%
- Impurity D : NMT 0.5% - Total impurities : NMT 2.5%

- iImpurity B, C : for each impurity, NMT 0.3%
- Impurity A, L, M : for each impurity,

NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 2.0%

6. Melting range or - 196°

temperature

7. Optical rotation +112 {13 +118 (dried substance) +98° A3 +104° at 20°
8. Loss on drying NMT 0.5% NMT 2.0%

9. Sulfated ash NMT 0.1% -
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2. 1NFTIUTRINIATF MM IHA AL

21 nsdnenwnaaludsanalng gudadasdliananTivsennaspmnmandaiaamsnin o uaz3in1sialy
MINENLT PIC/S (Pharmaceutical inspection Co-operation Scheme) Taswsinnau PIC/S participating authorities
w38 Qlanm33L38 0N UM INB AL MURI N Az BN ISR AL DI UA TSNS
DIMTURTLT NITNTWIRTITAGY s‘!ﬂaﬁwum‘jru‘[ﬂUﬁmmaa@ﬂa”aaLta:ﬂ"ﬂLﬁm.lﬁ'u*ma“'nmmwﬁm:ﬁ%msﬁﬁ'lu
nMINEaeT PIC/S lunuiaenfianay avvdgamussunisasseulasfinanisusesfotuysznne
Uszmesandiinnseding

2.2 psdidwemingronesane o HrfadasdianmssusasnasuIHA At auna TN e Tluae
iﬁmiﬂmumiwa@m GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Ty PIC/S
participating authorities ¥38 GMP clearance aduageasaumMIanarey lasfinamyiusesfisiudsenne
Ussmanmaiinnsaiing wIsayasaadn udusnsd
3. tanmmmmwwaomﬁmuaﬁm (Fuwimwane)

31 Namsm’aﬁnmﬁmﬂmmwwamnmm mmmsﬂ’uaawwam {Certification of analysis of Finished product) In
msumuﬁumama

32 Namim’ﬁnLﬂi’]Mﬂmﬂ’]Wl@mﬂumm@nﬂ’la’mm (Certification of analysis of Drug substance) Yll’:ﬂu
mswammsummﬂumamo‘nwamwaﬂmua*wwammﬂu
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318N1571 2 Desoximetasone cream 0.25%, 300 gm

muﬂszmﬁﬁawi’mqumwmﬁ

1. oz Desoximetasone cream 0.25%, 300 gm

2. anaENionaly
2.1 Uy wugaiu SMTUMAMTINIEuen
2.2 dmdsznay  Usznaudau@izn Desoximetasone 0.25 gm 11 100 gm
23 muuzusny  usnglumauzdasdin dastuumauazanudnled vuna 300 niu do 1 MIUUTTY
2.4 281N uum‘ﬁu:ussagﬁﬁw"am NAZAAINDTUNLITII U 89321 Famaiymawn, daudlsznay
Y IRaEN, i’uﬁwﬁm,fwmmq, Wuinga, anzndoudien wasstAusnwe ot

TALIU

3. AANLANIIINATA

3.1 Finish product specification“)

TestItem USP 38
1. Bnmdimndniy 90.0 - 110.0% of the L.A. of Desoximetasone
2. Identification i ATIU
3. Minimum fill - AT
4. pH N 40-80
5. Microbial lirnit testrmw G

. Y . N 1
3.2 Drug supstance specification ; Desoximetasone "

AmMANLGNsINaka o usp3g ‘:

1. USumdandag 97.0 - 103.0% of Desoximetasone (calculated on the dried basis)

2. ldentification a1

3. Melting range 206° to 218° (the range between beginning and end of melting dose not
exceed 4°)

4. Specific rotation +107° to +112° (Test solution : 5 mg per mL, in chloroform)

--5. Loss on drying NMT 1.0% (at 105°C)
6. Residue on ignition NMT 0.2%
7. Heavy metals NMT 0.002%
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o
8NN3 Hydroxypropyl methylcellulose (Hypromellose) 0.3%+Dextran70 0.1% eye drop

muﬂszmﬁﬁ'wi’mquaﬁﬁmﬁ

1. Boan Hydroxypropyl methyicellulose (Hypromellose) 0.3% + Dextran70 0.1% eye drop

2. ansanvana iy

X 1alal . 3 s
2.1 EULLUU Lﬂumsa:myﬂﬂﬂmm’nala 1uﬁa dmieain Preservative #%IUnEaa0
22 dwdsenay  Ussnaudaw Hydroxypropyl methylceliulose (Hypromeliose) 3 mg/mL W& Dextran70 1 mg/mL
P @ g a .
2.3 ﬂ’]'n‘u:UTFQ m‘sq‘lumaﬂwmamnmmnmaﬂm ﬂﬂﬂmm’vaﬂmaun USu1a5 0.8 mL

a : a o o v e e d a
2.4 981N - ﬁq%aﬁn a’mﬂizna';IJWJma'an_,LLa:ﬂ’J'I&JLL‘N AUNAN 'Juﬁua']ﬂ‘ WRINNAA LAZLRY

nafoudisuen 'l'J"af.in‘mwuumsqn"m‘VT

v W 2 o v d a ot v
- Uuﬂ']'ﬁu:uﬁ?Uqﬂﬂqﬂuaﬂmaﬂi:lql’ﬁaﬂ"l“%a’ﬁaﬂq\jn'ﬁﬂq LRUNHNAN juauaqq‘lj’ﬂﬂlﬂu

3. AnANUAMIINARA

3.1 Finish product specification'”

-

- WSunmdndrty

. P — e
m’:’wlmumumxlﬂu Finished product specification

2. ldentification

- Hydroxypropyl methylcellulose ATIWU

- Dextran70 ATV
3.pH ﬁﬁ‘o]muﬁl’mﬁﬁ:q'lu Finished product specification
4. Osmolality mnw‘wumuﬁs:q‘lu Finished product specification
5. Viscosity wﬂad‘lumuﬁinﬂu Finished product specification
6. Sterility AU
7. Particulate matter AU
8. Minimum fill AU

3.2

. Identification

Drug substance specification : Hydroxypropy! methylcellulose (Hypromellose)(z’"a)

ATIIIU

AN

2. UBnmdedngy

- %Methoxy Wss %Hydroxypropoxy | @37361% AU
3. Appearance of solution ATIWIH
4. pH 50-8.0 5.0-8.0
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% -

o A
(CRXTT2) NSRRI A N7 nIINMS

(wnarildan agmaaingd)
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3.2 Drug substance specification :

Hydroxypropyl methylcellulose (Hypromellose) ™ (@)

—

Test Item

USP 38

BP 2013

9. Viscosity

- N Viscosity < 600 mPa's

- n3dh 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?

ﬁ Test Item UsP 38
1. ldentification AU
2. Heavy metals NMT 5 mcglg
3. Sulfate NMT 0.03%
4. Limit of Nitrogenous impurities NMT 0.01%
5. Alcohol and related impurities ATIHIY
6. Antigenic impurities AU
7. Specific rotation (+195°) - (+203°)
8. pH 45-7.0
9. Loss on drying NMT 7.0%
10. Bacterial endotoxins NMT 0.5 USP EU/mL
11. Color of solution NMT 0.15
12. Safety ATIHIY
13. Molecular weight distribution and weight and AU
number average molecular weights

A P v v P axd o @ W wa un o
HN’]U&‘HQ 1. NIUNANTL IUUTINM LT (waive) NMIATIVFDLY Lﬂ‘i’]tﬁﬂﬁﬂ'ﬁ‘l@ 144 tJuLLamLanm'manpumnmaﬂmvag&wmn

2. Drug substance specification ﬁa‘limﬁﬂnlﬁmﬁ:ﬁ"uao;j’wﬁﬂ drug substance #38lUA19Mew drug substance w84

v oA 5. & a Lo B = v oo
ENG@UWK’ILSQEU Q‘]JUIG]QU‘U%%G mummsamms‘l:ﬁmunnmmaﬂmvmﬂ

3. Namsm’aﬁms‘\"ﬁﬂmn’lwm wldey Finished product specification &g

Drug substance specification

T\?VLO’I?]G]YI”LUU%VI aFINNIIUA WENITUNTIIDIRTURELN nsmswmmsmm} mmﬂmauuwmamﬂuﬂmao el

VWE]'NIUQU TQJNLﬁ%ﬂi’]ﬂ']vl.&](ﬂﬂﬂ’l&m’[ﬁw gualsena ‘qunmamwua‘uamm*mwmsﬂ?mmwm I

i A
WSawladw 9

2 L ) ' [ AN A o e o -
%tﬂ%aiqﬂqﬂaﬂﬂ%aql%qn'lwn']ﬂtaﬂﬂ"s Wia&la\‘la’lH&la%aiUSBdlaﬂﬂ’ﬁTﬂm‘!Na')%’m INUATIDUA
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111 lunsdifduenfndaludsanelng nunnds Nny.2
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189NN 4 Latanoprost 0.005% eye drop, 2.5 mL

muﬂsxmm‘faw‘i’mquasws'ﬁ

1. Baun Latanoprost 0.005% eye drop, 2.5 mL

2. amantanaly
2.1 gluuy Dussaeansunanndals Wdd dmilsnaoan
22 dwdsznoy a1 mL Usznaudapeaen Latanoprost 0.05 mg USunas 2.5 mU/nous U333y
23 MruuTsy  uInlumauswanaanYs IR nGe dmiunoanan LLavussanmmﬂaanuLm
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3. pH mwmumuﬁszﬂﬂu Finished product specification
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5. Preservative effectiveness (ﬂsrfu,ﬁu) #7379 mumuﬁi:qvli'lu Finished product specification
6. Deliverable volume (Volume in container) | @79WH
7. Particulate matter ATIVNTU

- U9 2 10 pm laitin 50 per mL

- w19 2 25 pm laifin 5 per mL

- 119 2 50 pm laitfiu 2 per mL
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37811311 5 Mupirocin 2% ointment, 5 gm
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1. m Mupirocin 2% ointment, 5 gm
2. amanianal
2.1 puwy Wueedy dwsumAwismeuen

2.2 dwmdsznay Usznaudiedaen Mupirocin 2 gm 1u 100 gm
2.3 MruzuTn ussq'luvmaﬂ ussenilaaiin au1a 5 g da 1 MIUTUTTY
2498 uun'l’nu:Uﬁqﬁé’w"am uazaN NN I Ud BTy %‘amz]’rymom, futlsznay
VoIAIN, TuTinde, Tunuaay, (WUfNE9, winsfoudiiuen ua3iifusnwen 1
DHITALIU

3. AENLANIINARA

3.1 Finish product specification™

-Bnudamady 90.0 - 115.0% of the L.A. of Mupirocin 90.0 - 110.0% of the labeled amount of
Mupirocin
2. ldentification AT ATIIU
3. Minimum fill AU ATIHIU

o

. Related substances - Impurity C : NMT 4% -
- Impurity D : NMT 5%

- Impurity E : NMT 10%

- Any other secondary peak : NMT 1.5%

- Total impurity : NMT 20%

3.2 Drug substance specification : Mupirocin @

- Wiy 93.0 - 102.0% of Mupirocin (anhydrous 920 - 1020 g of Mupirocin per mg,
substance) calculated on the anhydrous basis
2. Identification ATIIY ATIWU
3.pH 35-4.0 35-45
4. Crystallinity - 379U
5. Water Maximum 1.0% NMT 1.0%
4. Specific optical rotation -17 to -21 (anhydrous substance) -
5. Related substances - Impurity C : NMT 4% -
- any other impurity : for each impurity,
NMT 1%
- Total : NMT 6%
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