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Fluticasone furoate nasal spray 27.5 mcg/spray, 120 dose

Qmé’n‘amxmwwzwaam Fluticasone furoate nasal spray 27.5 mcg/spray, 120 dose

1. j'mm Fluticasone furoate nasal spray 27.5 mcg/spray, 120 dose
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dulsznau Usegnausmeen Fluticasone furoate 27.5 mcg/spray 91134120 dose
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Mmmgﬁﬂ mamsmaﬁmiwﬁqmmwL‘TJu"LiJmu finished product specification wag drug substance specification
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Fini : ficati
1. Identification test MU M4 finished product specification
2. Unwsmendfgy 95.0-105.0 % Labeled amount of Fluticasone furoate
3. Benzalkonium chloride MU M finished product specification
4.  Edetate disodium A5 M4 finished product specification
5. pH 5.0-7.0
6. Mean Dose Delivered 23.4-31.6 mcg/spray (85-115% Labeled amount of Fluticasone
(beginning and end of bottle) furoate)

85% coverage with target of 80-120% L.A. (L<20)
99% coverage with target of 75-125% L.A. (L<25)
Not less than 120 dose

7. Uniformity of delivered dose

Number of sprays
Droplet size Distribution

Mean Dio ( i) 20-40 pm
Mean Dso ( i) 40-110 Um
<15%

Mean%droplet less than 10 Wm
10.  Microbial test*
ey Teasiduansnsradulununnnsgiures Nasal prepration Usznaulumie microbial count, yeast and

A529W1U A3 finished product specification

T ; )
mould count @i?%luWULﬂjaﬂaIiﬂiuLLiﬂ VU P.aeruginosa, S.aureus

Drug substance specification
1. Identification test A529WIU A3 finished product specification
2. Usuusedfey 98.0-102.0% Labeled amount of Fluticasone furoate
3. Optical Rotation (-19)-(-25) deg
4.  Related impurities AT NI MW finished product specification
5.  Particle size D (V 0.1) by volume 0.8-1.4 m
6. Particle size D (V 0.5) by volume 2.0-4.0 m
7.  Particle size D (V 0.9) by volume 4.0-9.0 m
Particle size span by volume 1.0-3.0 Um

8.
9.

Residual solvents Propan-2-ol  <0.1% w/w

Ethyl acetate <0.1% w/w

10.  Water (KF test) <0.2% w/w
11.  Residual on ignition <0.1% w/w
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4.1.1. luddgymstunsidewsiue Wun ve.2 ve.3 vie.a wie 0.2 wdudnsd
4.12. Tudmedunaiou ne.1 vie v.1 veseiauesen wiousavdmfdonsemunuamnuakanTusinwTitunsToy
(finished product specification) uazdafmunAmuAmvesingiu (drug substance specification) n3eifiagszuinams

wWasuuasusluiuiuazdosuuuionansnisveunly (8.5) smdeu finished product specification wav/v3e drug
substance specification
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i'ltlazLsﬂﬂﬂmﬁ'ﬂ‘smzmwwﬂaem Sevoflurane inhalation liquid 250 ml

1 ﬁmm Sevoflurane inhalation liquid 250 ml
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sUuuY Juasaranela Lidd
dnlsenay Usznausiedie sevoflurane 100% v/v U311ms 250 ml
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3. guauianavede namsnsIniaszsinanduluni finished product specification ez dentneg Fala
ANz euRdINUANENITUNTOMNTWALEN NTENTIAIDT UG

1. Identification MU muﬁ%tﬂu finished product specification
2. Usmuedngy 99.9875 - 100.00% labeled amount of Sevoflurane
3, Refractive index 1.2745-1.2760 {7‘i 20°C

4. Acidity or alkalinity MU muﬁ‘szu‘lu finished product specification
5. Water lufiu 0.1% w/w

6. Related compounds ATIINY muﬁszq‘lu finished product specification
7. Limit of fluorides Tailfiu 2 pg/ml (2 ppm)

8. Limit of non-volatile residue aitAu 1.0 mg/10 ml
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AENYAZIANIEYRY Gadobutrol 1.0 mmol/ml solution for injection, 15 ml

ljbm Gadobutrol 1.0 mmol/mL solution for injection, 15 ml

il
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duusznou Tu 1 ml Usenausie Gadobutrol 604.72 mg LiiguLiiAu 1.0 mmol U3u1ms 15 ml
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Finished | iieation
1. Identification test AN m’mﬁszu‘lu finished product specification
2. Assay

Gadobutrol 574-635 mg/ml
Calcium sodium butrol 0.40-0.70 mg/ml *
pH 6.6-8.0
4.  Particulate matter
210 pm laitiiu 6,000 particulate/vial
el laiiiu 600 particulate/vial
5. Osmolarity 1523-1683 mOsmol/kg water (37°C)
6.  Free Gadolinium <0.002 mg/ml
7. Individual degradation <0.05% relative to gadobutrol
8.  Total degradation <0.3 % relative to gadobutrol
9. Bacterial endotoxins < 2.0 EU/ml
10.  Sterility test asari1u suiseylu finished product specification
11. Extractable volume >15.0 ml

F1e%Un8 * Calcobutrol (Calcium sodium butrol) tJu additive Tushiuviwiihfidu ligand ﬁﬂaﬁu Gadolinium 13ite

Yastunisuantass free gadolinium sanuniiuimuanuasasisnaudadiving
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PORACTANT ALFA 80 mg/mlin 1.5 ml i 1/2

QNﬁﬂHNSLQW'\SﬂBQH’]

Phospholipid fraction from porcine lung tissue (Poractant alfa) 80 mg/mlin 1.5 ml

1. iam Poractant Alfa 80 mg/ml Intratracheal Suspension, 1.5 ml

2. auauRtl

ULy Wugnhurumyneu unannidedum dwiuveadvasean (Intratracheal) U35y 1.5 mU/an

dwseneu  lu 1 ml Usznausesien pig lung surfactant (poractant alfa) 80 mg Tu 0.9% Sodium chloride

AYULUTTY Usiq'lummﬁaﬁ"ms"wwﬁmﬂswmm-‘ga warussyfneitosiuuas

aan - UuUTIYA Sey Feen duvszneusiendfiyuazaInuuse undn fuduery aviikde  awnsdousniuen
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AuaNUANmALA wamsnsvianzinunmdulua finished product specification augandeadneans eldaanuidouse

FMNMUANLNTTUNITDIMTUATEN NIENTNADIINGY

Finished I ificati
1. Identification
2. Ysunasiendrdity
Pig lung surfactant
Phosphorus
Lipoprotein SP-B
Lipoprotein SP-C
Dipalmitoylphosphatidylcholine
3. Content
4. Sterillity
5. Bacterial endotoxin
6. pH
7. Impurities
Fatty acid
Cholesterol
Triglyceride
8. Residual solvent
Chloroform
Ethanol
9. Volume

10. Minimum surface tension

s M

ndhnsudesTiss Wesineniug
(Uses1unssunis)

asasu auitszylu finished product specification

108-132 % of label claim of 120 mg/1.5 ml
2.59-3.87 mg/ml

0.27-0.63 mg/ml

0.38-0.79 mg/ml

30-50 % of total P

NI m'}uﬁizq’lu finished product specification
asaasu uitszylu finished product specification
lsiunnan 1.0 EU/ml

5.5-6.5

lainnnan 5.0% of total dry mass
laisnnndn 0.5% of total dry mass
laisnnan 0.5% of total dry mass

lalunnnan 10 ppm

Lisnnndn 0.5%

759U muﬁszq‘lu finished product specification
Laiwnndn 3 mN/m
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4.2.

4.3
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1. Foen

Mesalazine Slow-Release 500 mg Tablet

Qmé’nﬁmzmwnwaam Mesalazine(Mesalamine) Slow-Release 500 mg Tablet

2. gausulialy
& & & ac L£a o v w
Juluy Wusdiamdeuilau juuuueengmbiiu dmsusulseniu
dudsznou w1 e Useneumesien Mesalazine (Mesalamine) 500 mg
o a Y o & o o
Myurussy  Ussqluukslnatin Jestuuas Jesiunanuiu wazussysiaeitoariunas

aN3LY

Mesalazine (Mesalamine) Slow-Release 500 mg Tablet

- vuussySsidesszyfen dudszneuinndfiyuazanuus Yusdin Suliueny aviinan

wwnzidousiuen Lisgnetaay
- aanuuAmurusIeliendeszyten diudsznauimdifyuarauuse wuiikan

Juduongliognadaiau

3. puauUAnunaiia

wamsnnaeziaunmdulusia finished product specification auseazideadnaan deldeanzilousedingu

AMLNITUNITDINNTUALYT NTENTATIIUEY

Finished fiact ificati
1. Identification
2. Vsunwshenddigy
3. Dissolution
After 15 min
After 90 min
After 240 min
4. Related substances

- Gentisic acid

- Any unspecified impurity
- Sum of all impurities
Uniformity of content
Microbial limit test

D I ificati
Identification
2. Yinashendngy

Related substances*

- 3-aminosalicylic acid (F)
- Salicylic acid (H)

- Impurity J,O,P

- Impurity E,G,LLM,R

- Unspecified impurity
- Total impurity
Impurity*

- Impurity A,C

- Impurity K

- Chloride

- Sulfated

Loss on drying
Sulfated ash

avavshu muitsyylu finished product specification
95.0- 105.0 % labeled amount of Mesalazine

5 — 25 % of the labeled amount of Mesalazine
40 - 60 % of the labeled amount of Mesalazine
litfesnin 75 % of the labeled amount of Mesalazine

Taiifiu 0.15 %

Taitfiu 0.10 %

Taitfiu 1.0 %

P32 mu“?iizu‘lu finished product specification
AT mu*?iisu'lu finished product specification

MNIIU mw?i'iztﬂu drug substance specification
98.5 - 101.5% (Anhydrous and acetic acid free substance)

LAy 0.1%
Laifiu 0.3%
LaitAu 0.1%
Laisiu 0.05%
Laivin 0.05%
laifiu 0.5%

Taifiu 200 ppm
Ty 10 ppm
liifiL 0.1%
laitiu 200 ppm
s 0.5%
Ty 0.2%

Impurities*: (A)= 4-aminophenol (C) =2-aminophenol, (F) =3- aminosalicylic acid

<

dunsudjasiassn WeTImeug
(Usgsrunssunns)

(G)= 2,5 Dihydroxybenzoic acid (H)= Salicylic acid, (K)= Aniline, (J)= 3,5 Di-aminosalicylic acid

i i o
ona  Qrsrom Mhinns  oy45usal
........................................................................................................ P
indunsudadned ety wndunsudaiuenns asdaaysal

(ng5uN19) (nF3UN13)
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Wasuulawdluiufussdaauuuianarsnisveutly (8.5) uawiau finished product specification wag/m3e drug
substance specification
4.2. 1BNA35UTINTFIUN TWARY
sjwﬁmc"faaﬁLanms%'Uiaammsgﬁumsmﬁmfnmuwé’nanvh.l.az"fﬁ'msﬁﬁlunﬁw?mm PIC/S (Pharmaceutical Inspection
Co-operation Scheme) lumnagiauswie Ineviseau PIC/S participating authorities atuaganmuseumInisaeulaeil
Nams%’usaaﬁﬁuﬂssnmﬂsznamwm&ﬁnmaﬁﬂé
4.3, LENAIANANYRI AU IAN
4.3.1. manﬂimﬂmtﬂiwvwﬂmmwwamnmmﬂ'1ﬁwmsﬂﬂawwam (certificate of analysis of finished product) 'lum;uwauﬁu
PRt
432, HaMIATIIATIERRUNWIngAUYawWEd1Rty (certificate of analysis of drug substance) fldluns wanensud
dudushethwesnansuasinaningiu
433, wnanviendngufuduanudiiussyringumsnanvesinguvesiinndty (drug substance) ¥o 4.3.2 fiujunis
nAnvDIHANNUseNd@N593U (finished product) 4o 4.3.1
4.3.4. wansAnw long term stability AaeAYaeNgTesE Tt Nz TeulifudinnuanynsTNITOIMIUALET N5ENTI
asIIUAY
4.4. fpthaen flauesim fesdsngveegiaiey 2 mileussgAne i fadusunuuanseandealdasudumudidmunlufade
ﬂmauummlu‘mmu
4.5, msvsziugunmeiideey
4.5.1. mwaauaumamma’lﬂﬁmuaﬂnm 18 ifiou tuaniudweu
4.52. gmnoeiidwey ﬂvmaaa«hmewm&J'luwsaqwamsmammﬁmmsumauau
453, nsdimhnsmsmsduiegfidueuiiedmsvlinssiguam miesensaimilideiosedings 1neg
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wamsommLﬂsw“lmi’]uwmuu'msmu
4.6.2. nsdinansusindgnizoniivAunniemaalasdninnuauznssumsemsuaz soluthanmvesdyyasionsne
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1. Yowdnduei

2. puaulEnaly

JUuuy
dulsvnev
AYULUITY

{€an

3. guauAniuvaila

Probiotic content (LGG averages across all blends)

mMspaduuialng vu1a 400 niu/nszdas

v a a A o o v ' = <
awnsmsndmsumsniuilusauvselilgvisafiunisdesuaznisgaduuaalag
UM 400 n3u/nselag

& ! S av
Wunaiiu azaelaluiigungiivies
Tu 1 nswies Uszneumeungnsiusiiudesaiduanavlnsluledin uhwin 400 n3u

- UssglumMvuzussYlAnENTRRINASEIUNNTUTIRIMTNNNTUNTE

¥iif
- ledeliudannsatanduldain destuuasuasaudul fdeunegmelu
28INUUNMTULUTTPRL R FoeseyTonansinst dudsznevddiudesavvenimiin/
vieuansduuseneudladonemugasiiuunihlivuaan dunanduiidugnsiame
fundn TuAuery wunsdouansensmamsunmd pnaussy Uinuiensuznamie
wihetes Touariinwasinanviofuusussedmivemsindnlulszne Touaviinevs
Tdhuazyssmeduindmivomaind ududngdl

25,000,000-500,000,000 CFU/g

AL D=

w\

NUELAG

Protein Average across all blends
Loss on drying
Foreign Matter

Scorched particles

Microbial test

- Total Aerobic plate count

- S.aureus, Bacillus Cereus, Chronobactor spp,
Salmonella spp.)

Leak test

Net contents-Batch average

12.6-15.0 g/100 g

1.6-2.1%

n52961u Wulumu Finished product
specification

< 7.5 mg/100 g

- M99

Lx
- luwuenalsa

n52961u 1Wulumw Finished product
specification
100.0-103.0 % label claim

= e . » o & ' v v '
HAMTI9UAIN Finished product specification M UUgRIIAMZUDILABLHLAUBVIY ABINTIINIUYNIIBNNT

dwnmdesTassa Wesineug
(Uszsnunssunng)

o (fo— - :

Indunvdedned ansedengy
(n954N"9)

w03 axkwsal
wndynswdetuens paauysel
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4.1. LanmimﬂmiuaumwmuwLUﬂumwsvmmsmammuw‘luﬂiumﬂwa wazduas (declare) UnaIHaR
a.1.1. luddgnstunsdousiiiuews 1dun vie 18
a.1.2. Tudwetunaouons e 17 vesomnsiauesan wieuswazduaidansmuauaunmues
wanfusiuitunsideu (finished product specification)
4.2. lonassuTewRsIUNINERe WS Certificate of GMP
4.3, 1BNANIANATNYBIBMSTALRTIAN
4.3.1. mamImnTIeNeiauamrdndusiesduiaguvesnin (certificate of analysis of finished
product) luawnsjuiidadusedne
4.4, frethaewns flauesim fesdwetisemnsetislios 2 mieussyiost Fudusunuuanseandeald
asutunuiirimusluidegmandiviludiaiu
4.5. msUsyAuamnMeITidweY
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AMANEZIANIZYRY BINIMIndmiunsniuwlusiuuuda vuie 400 niw/nszlag

a o o o a Y @ -
1. Youdnduet 2MMNINSNEMSUNMSALNIUSALUNI AU1A 400 n3u/nsedas
2. puauianly
JUuuy vWunasiu auawlv'ﬂumamwnwaa
dvuusenau Ty 1 nsetdles Usvneudmelushundiduduanuuiniumsdesasen twin 400 n¥y
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3. auaulAniueila
1. Chemical Analysis A523W UMY Finished product
2. Microbial test A5I9UMY Finished product
3. Physical and organoleptical properties A32AUAY Finished product
MBI

KanTI9BUA Finished product specification fiiugmsiamzvoiusiaziaueyis AonsIYNTIENTT

= ] -
mauaﬂmmawummmwmmanms wiavasaneiledesuseaenanslagfiise swwauduadsil
4.1. LanmsmﬂmuaqmmuwLUaumwsummsLwamwmaluﬂsummlwa wardung (declare) unaanan
4.1.1. 'lummyms’uuwvL'usumsummi Teiun ve 18
4.1.2. 'lum'uaﬂuwwﬂumvm Vo 17 T840 siauese wiaussasdenidonsmunuaunnvewan s
muvmuwsmﬂu (finished product specification)
4.2. |NANSTUTBINNIFIUMINARBIMNS Certificate of GMP
4.3, Lanmiﬂmmw'uaqmmiﬁLauaswm
4.3.1. Nﬁﬂﬂiﬂﬂﬁtﬂﬁvﬁﬂmnwwwémﬁmﬁaﬂmie’wﬁagﬂ‘uad@ﬂﬁm (certificate of analysis of finished product) Tu
pnsiuiidudusietne
4.4. fhetens  Fauesmdesdiiietemsatnes 2 wheussyiug Sadusunuuanseazdonldnsuiiu
m'm*?iﬁwuﬂ'luﬁ"n’faﬂmauumml'd-zmmu
4.5. msﬂi.,ﬁuﬂmmwmmsﬁdmau
4.5.1. mmswamawmawma‘l‘ﬁlﬁluuaUfm 19 "uaniudwweu
4.5.2. oWnMNORTIdwEY ﬂumaqmmmewmsfl'usmaamam‘smm1Lﬂﬂmmmsiuwamau
4.5.3, nimwmaiwmsmmiaumamammiwamauLwaaamsaﬁmﬂs%uﬂmmw mies1vnsazyimilidesaive
fog ImﬂmLauaiwm(mna)ﬁwmaaaqmmsmuanmmmmuwmaswmsaam’mLﬂswuaumumwmau
m'l'umemmawaa’lumws’mLﬂsﬂuwﬂmmw ﬂsmwwmnmmﬂmﬂulﬂmmmanwmuLawu MYIIYNITVO
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4.5.4. Qmuaswm(mwa)%maﬁ'unJaaummiLuammsuu'lnawuﬂmq wsaLuamﬂmsmauamwmaﬂsumﬂm flou
fmun Taglifdeule

ond [V

uns  MAnugal

<

Funsndasiagsa e TInewug Wndunsudednyed o1setuvgy wndynvdatuens Aauysel

(Usesunssunng) (ngUN19) (N55UN19)

L



3 fuAw 2566

1.3atn
E vec':]l

JUuuy
duusenav

MPULUTIY

Qaan

giMImAuTINIasuUTENIU Wi 1/2

AuAN BN IATuT e TuUTEmMy

g1uIMNusINTTASUUSENU

Hugwinden vdaduusemy

luansazaney3inms 1 ml Useneudaemeimiu eghedos 9 vlia il

Vitamin A 2,000 I.U. Vitamin D3 400 I.U. Vitamin C 40 mg. Vitamin B1 2.0 mg.

Vitamin B2 2.0 mg., Vitamin B6 1.8 mg. Nicotinamide 15 mg. Dexpanthenol 3.5 mg.

Vitamin B12 5.0 mcg

usTyluIRdY WA 15 Saddns Tllnain wiouvaengaeniiiiuiinasindaau Uaonsbuay

winzan ussglundeinseany Ueaiuuas

- vuuTIYu spy Feen duuszneushondWuazauuss Sundn Sumuneny \uTikGn
vitndndnuavianidouiive legadaiau

- yunMvuzUsTYEestiaediassy Seun/Aensdn duustneuiindfy A Fuiindn el
wanTudueny 1idmiau

- nstifthiansnsaiuiigumgiivies Wiifemuudaeugamgidwiuivinweluiibusessey
gamgiiiuusilumsifuinuuuussyiusiuay/mienimusussy

3uauifimeuneadia namsesvieswinanmduluam finished product specification uaw drug substance
specification mMusIwazdend a1 FaldaanzidousodinauANENITNNTEIMNTUAYET NTENTNAITITNEGY

Finished - ificati
1. Identification test ATIY muﬁizq‘lu finished product specification
2. Usunausnendingy

Thiamine HCI 90.0-150.0 % LA of Thiamine HCl

Ribofalvin 90.0-150.0 % LA of Ribofalvin

Ascorbic Acid 40.0-150.0 % LA of Ascorbic Acid

Pyridoxine HCI 90.0-150.0 % LA of Pyridoxine HCI

Nicotinamide 90.0-150.0 % LA of Nicotinamide

Dexpanthenol 90.0-150.0 % LA of Dexpanthenol

Cyanocobalamin 90.0-150.0 % LA of Cyanocobalamin

Vitamin A 90.0-165.0 % LA of Vitamin A

Vitamin D3

3. pH

4. Microbial Test

90.0-165.0 % % LA of Vitamin D3
30-4.0
n52981U MUsEylu finished product specification

”’ 74 3
- v
o | oA Guvrm‘f/ fwons M Aundsal
T LA o HO0E 020 -
YNTUEIIIITINY LWEJ?'WISJ'\W‘UQ LNAYNINEYNIDYTA 9138YYYEY LWNAYNITNEYINULINT mauyjm

(Usesrunssunng)

(n35uAN9) (N351N9)
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4. Foulvdy
faemimdasdudiunamasienans nieuawmneiletesusenenanslaviidoun swanBoadal
4.1. Lanmsmﬂﬁi"uaucmmivuwLﬁ'uuﬁﬁumLﬁaa"mma'luUs"mmlwa wazdung (declare) unaandn
4.1.1. 'lua'mcyms‘uumuaumsum 1hun ne.2 8.3 o4 %30 8.2 uiudnsdl
4.1.2. Tueiunadoussue vie.1 wie o.1 weuneazdumhidenismunsuamauwdndusinuiitunedou (finished
product specification) wagdafimuanmnmvesingau (drug substance specification) nmmaqszmwmaﬂaauuﬂm
wilvfiudnadosuuuienalsnsvendly (8.5) umday finished product specification waw/v3e drug substance
specification
4.2. lONAISUTDWINTFIUNTHAREN
wmammaamanmﬁ'usaammsmumwammmwanmmma"aﬁmiwﬁlumiwamm PIC/S (Pharmaceutical Inspection Co-
operation Scheme) lumnagiiausws Tnswisnu PIC/S participating authorities atiuangamuseuntsnsrvaeulabiinans
susamnuﬂssmmﬂsumﬂﬂmmanwsauna
4.3, LENATANANTBI AU TIAN
4.3.1. wamsomanLﬂi%wﬂmmwNamnmwmmmwwmwwam (certificate of analysis of finished product) 'lumjuwauﬂu
e
43.2. wamsms1'\13Lﬂ51~1/‘iﬂmmwimﬂﬁwmﬁ'smﬁwﬁ'zy (certificate of analysis of drug substance) V‘ilﬂumswémmiuﬁduﬁu
Fhethaiaesianeuasgraninghu
433 wnansvievdngrubuduamuduiusseninsjunisdsvesingiurasiannd iy (drug substance) 4o 432 Auunswan
ypmanfusiedn3agy (finished product) 9o 4.3.1

'Y
3

4.3.4. wannsAnw long term stability nasmtisenguesitungiioulinudninnuanenssun1semsuasen Nssnaa
AN51304EY
4.4. fethae fauena desdsiiegieenetnioy 2 Mieussgd ot Sadusunuuanioasisenldasufiua
fmuslutenmaAnluiheiu
4.5. msﬂsuﬁuﬂmmwmﬁdauau
4.5.1. ﬂmaauaumaaumalﬂéﬂnuaamw 12 @eutduaniudaey
4.5.2. mwmmwmua‘u avmmaaeﬁmewmu'l,ususaemamsmamLﬂﬂvwmiuwamau
4.53. nsmwv«maiwmsmmsaumamamwaquamwoamsamms%wﬂmmw mhessnsgvimidedesedions lnefiaue
iwm(m'uWﬂ)avmaqaammuanmmwquwmaswmsaqmamLﬂsnummfuulumum'uaum'lwmawmm'uae'lumsmw
RIGER o LY nsgiiwuhenlidulumuaudnvasiamey Mis1rNsveanuanslisuinsannsauesIAeIRINg 7
«uaamauaﬁm(wma) Ltau/wiawwam'luﬂsamalﬂ
4.54. mauaswm(mma)wmaemLﬂaaummam'[nawmma wiaidlalamsidevaniwseusensla neudmun
Iﬂaluumaui'n
4.6. fiauesan (§1e) auaan’lwamanazy:mnauﬂwmmuﬂ Foid
4.6.1. nsflvansEuATIIATIRENT Imansmmnmamnmmwwsawmﬂgumm‘sﬁlﬂmmsmu ISO/IEC17025 wa
menvieneilidulunsnasgiudeimuslulssmalsznianmaianyseing
4.6.2. nizﬁwémﬁm%m-ﬁﬁmﬁqnL%‘amﬁuﬁumnﬁmmmmimaﬁwimwuﬂmznssumsmmsuasm Tutsnavesdygray
Foazuy
4.6.3. nimwuﬂmmﬂmmwmnwamnmmmﬁwawmwamaﬂsvawsuau,aummﬂaamnamamﬂwﬁlmwm
a.7. wmusw'vmi'uaamuawﬁlmuwmmwamnmﬂmvnuL;mcﬂamianLnUﬂuImaawurmuﬂmmssmmsmmma"m Tusvoznan 10
nau’auﬂszmmﬂizmmwmaLaﬂwsaunanmmcgwamlﬂmLuumsLLr'flw{]tymmmunwmwnm'samnumuumsamaauawa
FINNUANMENTIUNTOMITHALEN
4.8 wmamaammﬂiuamwmaa MNAIYNSIINIRAL TP UUEWAATUsTMAGDs fmuasimnanaen wagldimuaanansendt
Lauah Ve fuszmades uzy-ua'manu,m-mm LuaﬂmmasmswmmmmaamwLauah WINNISAMUATIAINANNTONIABTD
swmmamamamimwLauammwswmwuuvmsﬂsmmswmaLanwsauna wazegsewirvihdiygmielideyniumudeygn
wmamamiuamswmaamuﬂsumﬂ'1 v

(Y /“ﬁ’“’—' . Gﬂfn G1m0'r/ Msns mrﬁuus«f
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ﬁmﬁnvmzmwwvaam Tacrolimus 0.1% ointment, 10 gram/tube

1. iam Tacrolimus 0.1% ointment , 10 g /tube

2 wa o ] !
JULuU gUsdreeNIMABIEoY (ointment) dwiulimnneuen
dulsenev TuswnlasAya soswd 0.1% Ve 1 ndu Ussnaudmesemilasaya 1 fadniu
Tugumiesdyalululawnsm

NYULVIT Ussaaa'luwaaﬂmmum Yaghognindes Walald vuaussy 10 sy
287N - uusTyustszy Feen daudszneuhodiAyuarauuse undn Tumineny \auiinGn
uneidousivenliogadaau
- Uummuzmiﬁ!asjwﬁaaﬁaassq%‘am duusneufed@fyLazANLLS laYTinn
fuduoglenetaiou

AuauUAnunailn nansasiasesinunmduluaiy finished product specification auseasiduadnsans dale

ANz DouRpdUNNUAMENITUNITOIMITUAZET IENTNAEITUEY

Identification a2k mafiseylu finished product specification
YSunumendfgy 90.0 - 110.0 % of label claim

Homogeneity

Mean 90.0-110.0%

Individual 85.0-115.0%

Consistency 180-290

Related Substance
Identified Single Peaks

XV launnan 2.5%
Other lainnnndn 1.0%
Unidentified Single Peak laiannnan 0.6%
Total laiynnndn 5.0%
6. Microbial Limits
Total Aerobic Microbial Count 102 cfu/g
Total Combined Yeasts and Molds Count  10? cfu/g
- Escherichia coli Absent
- Pseudomonas aeruginosa Absent
- Staphylococcus aureus Absent
............... s/ /”: . o Orsvitef L hsans sl
wndgnvdesTssn Wesineiug ndunmesyed ansedengy WndgnIngeiuens mauqsm
(Us¥51un550N19) (n35uN13) (n35UN19)
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=l ] =
faueadesBudinameneienans wionasaneiiedosusenenanslaggiisuna TwanBuadil
4.1, LanmsmﬂmsuaqmmwmL'uaumws‘umLwamwma'luﬂs.,mﬂlwa wavd1ums (declare) Unasnan
4.1.1. luddgynstunadousiiue 1¥un ve.2 ve.3 ne.d vie o.2 udusnsdl
a.1.2. ludwetunzifousniue ve.l vie o.1 w%amwaxL?J'amvh‘ﬁamsmqumn1wmaaw5mﬁmv‘1mmﬁ%uwmﬁau (finished
product specification) wazdafimunannnmyesingdu (drug substance specification) nsdifegszminansAsuudaudly
Wuduazdoauuienansnisvauily (8.5) swdau finished product specification wag/#3e drug substance specification
4.2. 1BNANTIUTBWNTFIUNTWAREN
Q’wﬁmﬁmﬁwnmﬁ‘usaammsgwumsmﬁmmmwﬁnanviuaz'“a%'miﬁﬁlumwﬁmm PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tumneenfiaueie Ineymiasau PIC/S participating authorities aﬁua’wqmmmaumsmmaauiﬂaﬂwami
iusaaﬁﬁuﬂiumﬂﬂiummswm&é‘nwsaﬁné
4.3, LENAIANATHYBITAUBTIAN
4.3.1. NamivmmLﬂﬂummmwwamnm%mmmw'ﬂawwam (certificate of analysis of finished product) 'lumjuwmwumama
4.3.2. wamimnmmﬁmmmmmmnﬂwaammmﬂiy (certificate of analysis of drug substance) Vﬂﬂumwammsuwauﬁu
fhothaisesnaneuainaningiu
433, enasiendnguusumudiniusserinumsnanvesingiuresiaend ey (drug substance) 9o 4.3.2 AugunHdnTes
mamnmmmmusmsﬂ (finished product) e 4.3.1
434, wan1sAnw long term stability AaeATvEYBIETITUNHTEUl TN NUAMENTIINITOMTUALE NTENTNATGITAAY
4.4. fhetheen fauesia desdwnegseneg1eos 2 mileussying i adusunuuansnoazdealdasudunud
mwum’lum'uaqcuauummlﬂmmu
4.5, mMsvseiugun M Tidesoy
4.5.1. mwmuawmawma’lﬁ‘lﬁluuaamw 12 \fou dunniudwey
4.5.2. yWnnATidweY m.,maaaqﬁmmmwma'lusuaamaﬂﬁm'sammﬂwmsuwamau
4.53. nsdiimhesmainsduieteiidueuiiedmsviiansiguam missnsnisaihmidedowediod lnsdiaus
swm(wma)a.mmmsnquanmummuwmas'l'umsaamqwmw“w,x,avLﬂumuwmaum'l‘umsmLﬂa'a*uaa'lun'ﬁmaw,ﬂswuw
A nadiinuhelidulumunudnazians mhennsveanudnslisuiinsanmsiaussimedinariveiaus
$1P(Ev1Y) war/vioduantunfiialy
4.5.4. mauaswm(w‘mU)ﬁlumaaimﬂaﬂummaaﬂnawummu viadlaiiamsaidenanmeheusznslag feurvun
Taglifdouly
4.6. lauasm (§u1e) auaau‘lvmnmnammnauﬂwmuuﬂ ol
4.6.1. nsEINANIIAUATIVIATIEVNT | lnsnsuinenmaninisunngvioviosufuRnisiilsunsgu ISO/IEC17025 wa
msasviesesilidulumunasgpudermuslulssmadssmanadidannseiind
4.6.2. nsdinansusiewinigniFoniviuaniesmanaaedinnuanenssunsemsuazen Tutsnavesdygnee
Foazane
4.6.3. ns:ﬁwuf]cgquumwmnwﬁmﬁmﬁmﬁﬁmaa’qwam'aﬂizﬁw%wauazm’mﬂaamﬁﬂoiaéﬂwﬁ'lﬁ%um
47. mhenymsveanuanslisuinsuwandusiofituseiignSenfviulasdninnuanenssunisemnsuasen
lusverom 1 IieuiulssmavssmanandidmmseindduusddnldsudunsulvdgmenuunwsiesiignSoniiuiu
Tuseudesudredinnuannssumsemsuazen
4.8 FUefBIeIlIvanTIAAY MINARIENITINTRRLNSEUUE N RTIUSENAGes fuuasimnaneen wazldimuasianaenil
iausld viefiustmaides g B mdnuind uazldresesnarhgaveisiiauslimnmsimunsimnaimien1snesedsnn
eﬁ;ﬂqmamamsm*?iLauacﬁ;wniﬁwmﬁwzmsﬂizmmwmﬁtﬁﬂmaﬁné wazagszwiwvihdyymielideyniunudygn fuedes
U§vansmasnaisenian

E o
LY} /ML G«'{a Omrim)’ Mnns o kedsnl

WnFunsndesTassad e sIneiug Indunsndednysd o1sedeuay wndynswdetuenns asauysal
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AMANEALIANIZY981 Montelukast 10 mg tablet

1. i‘_atn Montelukast 10 mg tablet

2. m.‘;]!

JUkuY Juendiamdeuiidu (Film-coated tablet) siinsuusenu

dulsznau lu 1 Winuszneude fen Montelukast sodium Wiguwiniu Montelukast 10 mg
APULUTIY UssgluunsUnaiin Josiuuas Jeatumuiu uazussyfsitosiuuas

287N - syt sey e daudszneudnndidyuaraiiuuse Tusdn TunuANg

wuindn vzdousiiuen Legedaau
C vuussluusiazdin sgretiosdeasey Tev/AemsAn @nusznaumiedAg ANALE
Jununeny Lidaau

3. Qﬂm_uﬂﬂ_‘iljj&_ﬂﬁlﬁ NANITATITNLATIY Mﬂmmmﬁul‘ﬂmu finished product specification a¥ drug
substance specnfcatlon VIE]’NEN‘«)'\HLﬂﬂ‘Uﬂ’ﬁ‘UQ‘UULﬂU'}ﬂu ‘mlmmmLuaumamunmuﬂwnssumimmma"m

NFLNINABIIUEY
Finished it ificati
1. Identification test asam1u Aiseylu finished product specification
2. Usunasendeiy 92.5-107.5% labeled amount of Montelukast
3. Content uniformity ATIINU mu%i‘“iﬂu finished product specification
4. Dissolution LLamNamsamw*uaamama‘luuaam1 80 % (Q) ‘uaaﬂimmmmw oN
meluan 20 Ui
5. Water content® AT muﬁisu‘l‘u finished product specification
6. Related compound
- Sulfoxide laiunndn 2.0%
- Monteleukast ketone laiunnn 0.2%
- Cis-isomer Tadannndn 0.2%
- Maximum single impurity laiannnidn 0.2%
- Total impurities laiunnin 3.0%
7. Microbial limits test A3 muﬁ‘szu‘l‘u finished product specification

* 3151891 water content 138 moisture T finished product specification w38lu drug substance specification

agstovednslagantls

......................................................... ‘ G osaieed Lfang eofased
winmdgerhs Wesineiug ndunsudedyed ensedungy wndynIndatuens  Asduysel
(Usgs1unssuns) (n35uN19) (n351NN9)
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D bst ificati
1. Assay 98.0-102.0% labeled amount of Montelukast (anhydrous basis)
2. Identification ATV muﬁﬁx‘uﬂ.‘u Drug substance specification
3. Sulfoxide impurity (C) laisnnnin 0.2%

4.  Cis-isomer (G) laiunnnin 0.15%

5. Michael Adducts 182 Tiunnnin 0.15%

6.  Methyl ketone impurity (F) Taiunndn 0.15%

7. Methylstyrene impurity (B) livnnan 0.3%

8.  Any other individual impurity laiwnnnan 0.10%

9.  Total impurities laiunnnan 0.6%

10. Water * laiunna 4 %

11.  Enantiomeric purity S-Enantiomeric laifiu 0.2%
12.  Residual solvents** Methanol 111N 3000 ppm

Toluene Lisnn31 890 ppm

VUG

* 51A51e9 water content %38 moisture u finished product specification w3olu drug substance specification
penatiaraeilapgnmil
**_imit of Residual solvents {ulumy ICH Q3C(R6) $1inUsunaans Carcinogen, Hazard, Toxic class 1& Class |l
ns6il Residual solvents (uamsdunganuuUIENAT UL

4. Gouludy
mauaswﬁ’mmauﬁ'ummwmﬂLanmi wionasaneieteiusenenarsiaediising swavidundl
4.1. Lanm'im'ilﬂsuaufmmwwvwaumsusrn.wamwuw’iudsvmﬂlwa wardwa (declare) WVaINGn
4.1.1. 'luehm‘gmwummﬂumium 13uA 8.2 1183 8.8 Y30 8.2 uaweAnTil
4.1.2. luivatunsifousiue ve.1 vie o.1 wsamwavaaamm'uamiﬂwﬂuﬂmmwmamamnm'nmuw'uu
v By (finished product specification) wa ¥ 8ATMUAR MATNY 94770, A U (drug substance
specification) nsdifiegsewitnaAsuuasuilufisdussdasuuuienansmsvenily (u.5) umdou
finished product specification way/1"39 drug substance specification
4.2. Laﬂm'ﬁvsaauwsmunﬁnamEn
wuammamLanmﬁmaammimumﬁuammmuwananmua.nﬁnﬁwé'ﬂ,um-smamu'l PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Tumnagausie laemiieau PIC/S participating authorities atu
mqﬂmmaumm‘maaﬂﬂﬂunams‘susmm'auU'iunmu'ixmm-i']mal.anmauﬂa
4.3. Lanaﬁﬂmmwvmmﬁtauaﬂm
43.1. wansnsIRTATIiRmNMKAR AusTednIagUresuan (certificate of analysis of finished product)
Tugnjuitdadudedn
4.3.2. Namsmﬂmms'\uwﬂmmwmnmwaammehﬂtu (certificate of analysis of drug substance) Meluns
naﬂmqu‘waatﬁumammwawnammLLa-'uwammnﬂU
4.3.3. Lanmimwarmuauﬂummauwuﬁivmmumswamm'zmﬂﬂwaammmﬂzg (drug substance) 1@
4.3.2 n'usumimamawamﬂmﬂmmﬁ%ﬂ (finished product) 99 4.3.1
4.3.4. wan13@nw long term stability maammama-uaamvl'uumLUuuhnumunmuﬂm"nﬁum'smmmav
81 NTENTNANGIIUGY
435 wuukanmsine stability wdainwadieendleiuiigungil >30°C uamviaunsodinuadaguayl
AuAsFTR s yetnaias 48 ks

ot . .

L. - < - | ‘
ﬁ’-unwruﬁmsm mai'mmwuﬁ mé’-ﬁnwmaama DRELR S5t WNATNINGNNUEINT ALY
(Usgsunssunns) (ng5un13) (n35N19)
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4.4. faptuen e fosdshagsisgiaties 2 meussyias adufhunuansnoandonldasudou
aufirvusluitenuansiviludresy
4.5. msUsziugunmeiidwey
4.5.1. pritdsweusesiiongldlaliesndn 18 weu uainiudwey
4.5.2. ymnIaTideey awdodsdunamegluiusesmansnsinieeieniuiideey
453 nsdimhememsviinisduiegeniidweuiiiedmsaiinssigunm mhemenmsazimiidesee
faetns neglauesian ({ue)zdosdsniudnmusauimisesmsdmmalinasisasdy
msuwmaum'l‘umwmwuaq'[umsmqmmﬂvwmumw nsiAnuitolidulumuqudnvaziane
wmaiwmi'uaamuawﬁluiuwmszmmsmuammmmnan‘uawLauaswm(wms) uaz/v3eruanlunss
sy
4.5.4. flauermue)azdosiudsusiiestlnduuney wiadloiinnisidenanmdeusenislan reu
fun Tnglsifitouly
4.6. NLauaiwm (N‘U’IEJ) Uuﬂau'lwanLana:y:mnauﬂsumwuﬂ il
4.6.1. nsdinamsdumsaniaszienil Tnensuingrmaninisunmgvioviosujuinsitldunsgiu 1ISO/EC
17025 wamsmamLﬂi%vﬂ,uLﬂulﬂmummgwuamwum‘luﬂnmmﬂsumc»mm
4.6.2. nsdindnsusiewiaignienifuiunniemaslasdinnuanensiunisenauaze lugaan
%aaé’tymmzé@asma
4.6.3. ni:ﬂwuﬂq;‘mﬂmmwmnwﬁmﬁ’mm‘mﬁﬁmadamadaﬂsxﬁw%wauazmmﬂaamﬁ'&daé’ﬂwﬁ‘lﬁ%’um
4.7. mhemvnsveanuansifuinsansdadusieiivseiignSeniviulasdninnuannssunisemnsuas
enluszeza 1 flﬁau’fu’di"ﬂ’lﬂﬂi“ﬂ'mi']ﬂ’lal.gﬂﬂiaﬁnﬁL"J"iJLWiﬁwﬁﬂlﬁﬁ'}Lﬁﬂﬂ’liLLfﬂ%fjinWﬂ’J'luUﬂWi'mﬁ'
gnidenifuAutiuiFeuiesudredinnuenznssumsemuazen
4.8 Juidowioalivanitnas mﬂﬂmvnﬁumswmmsvwmLma'mmu‘thvmmiaq MuuasIAINa1een uaglel
fmunsiananeiiaue 13 vie fussmades UoyBymdnuviend warldresesavignueseniauely
vnnmsmwumwmnmwsamimasaaﬂmmammiwmsmwLauammwﬁmw%uvmiUsvmm'\m
Sidnnsefind uaregseniindyynieiifeyniuaudyg, fuedesuivansimamusznias du
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