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INOREDIENTS P TR Y AMTAOL
GUAIFENESIN, USP 100 MG 20 2005
DEXTROMETHORPHAN HBR, USP 100 MG 02 20g
POLYETHYLENE GLYCOL 1450 NF 350 MG 7.0 70.0g
PROPYLENE GLYCOL, USP 0.75 ML 150 150 Omi
GLYCERIN, USP 025 ML 50 50.0mi
HIGH FRUCTOSE CORN SYRUP 85 225 ML 450 450mi
SORBITOL SOLUTION, USP 0.25 ML 50 50mi
HMENTHOL, USP 1.20 ML 0.024 0.24g
SODIUM BENZOATE, USP | 15 me 015 159
SACCHARIN SODIUM, USP 280 MG 0.56 560
COLORING AND SWEETENER 55 MG 011 119
SODIUM CARBOXYMETHYLCELLULOSE TWF, USP 125 MG 025 2.5
FLAVORS 0.003 ML 0.08 0.6mi
PURIFIED WATER, USP QS TO 1L

Dextromethorphan is the dextrorotatory
enantiomer of levomethorphan , which is the
methyl ether of levorphanol, both opioid
analgesics. It is named according to IUPAC rules
as (+)-3-methoxy-17-methyl-9Q,13Q,14QL-
morphinan.

As its pure form, dextromethorphan
occurs as an odorless, opalescent white powder.
It is freely soluble in chloroform and insoluble in
water; the hydrobromide salt is water-soluble up
to 1.5 ¢/100 mL at 25 °C. Dextromethorphan is
commonly available as the monohydrated
hydrobromide salt, Dextromethorphan’s specific
rotation in water is +27.6° (20 °C, Sodium D-line)

Guaifenesin  is a crystalline solid.
Guaifenesin is soluble in organic solvents such as
ethanol, DMSO, and dimethyl formamide (DMF),
which should be purged with an inert gas. The
solubility —of guaifenesin  in  ethanol s
approximately 15 mg/ml and approximately 30
mg/ml in DMSO and DMF.
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chain Imﬁu
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a. Cephalosporin

b. Penicillin v
Paracetamol

d. Steroid
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Vibration assisted filling wag Auger filling
Vibration assisted filling uwag Dosator
d. Dosing disk &g Dosator

e. Dosing disk wag Vacuum-assisted filling
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a. cytotoxic isolator

b. biohazard isolator

c. Grade A/B
d. Grade A/C
e. RABS
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a. Freeze dryer
b. Filling machine
Capping machine
d. Spray dryer
e. Fluidized bed dryer
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b. GMP 2559

c. ICH Q8 - Pharmaceutical development
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d. ICH Q14 - Analytical procedure
development

e. ICH Q10 - Pharmaceutical quality system
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a. GLP
b. PIC/S
c. ICH Q9 - Quality risk management
d. ICH Q12 - Life cycle management
e. GMP 2559
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a. Type lglass

b. Type ll glass

c. Type lll glass

d. NP glass

e. Polypropylene
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a. Drinking water
b. Purified water
Sterile purified water
d. Water for injection

e. Sterile water for injection
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a. Coalescent
b.  Syneresis

Precipitation
d. Bleeding

e. Crystal growth
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a. collidal mill
b. high sheer mixer

c. Wet mixer
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d. filling machine

e. Impeller

23. 031 Carbomer luiléfntifiozlslusnsu
a. Complexing agents
b. Suspending agents
c.  Wetting agents
d. Gelling agents

€. Thickening agents
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a. Carbopol
b. Magnesium strearic
c. Glycrein
d. Yellow iron oxide

e. Carmoisine dye
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o g
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Favipiravir 200 mg 50 tablets

SCMC mucilage 14 mg
70% Sorbitol solution 20 mg
Glycerin 1.50 mg
Paraben concentrate 10 mg

Purified water g.s. to 100 mg

25. dmiuussaineieniulszniu vaalduauda
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a. Type |
b. Typell
c. Type lil
d. NP Glass

e. awnsaldlsnnyila
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Caking formation ¢

a  wuY3inawes SCMC Mucilage

b. @anlgfenuuu Crystalline form
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d. AuAu pH waraun)iivewniy

e. anUSunuwes Glycerin Tushiu
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Vehicle
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Wetting agent
Flocculating agent
d. Suspending agent

e. Solubilizer
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d. pH dadu Universal test Alglun1sneaey
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Pharmacopoeia hildszylvidasaaay

29. alasaidu Critical process parameter Tu
YunBuNS Mixing YBRIFUAINETD

a. Mixing Temperature

b. Drying time

c. Feed rate

d. Dissolving time

e. Filling speed
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Tobramycin and fluorometholone acetate
ophthalmic suspension, USP

DESCRIPTION: Tobramycin and
fluorometholone acetate ophthalmic
suspension, USP is a sterile, multiple dose
antibiotic and steroid combination for topical
ophthalmic use. The chemical structures for
tobramycin and fluorometholone acetate are
presented below:

CHNH, NH,
[ NH,

Tobramycin

Empirical Formula: CigHarNsOg

Chemical Name:
0-3-Amino-3-deoxy-a-D-glucopyranosyl-
(1->4)0-[2,8-diamino-2,3,6-trideoxy-
«-D-ribo-hexopyranosyl-(1->6)]-2-
deoxy-L-streptaming

Fluoremetholone Acetate
Empinical Formuta: CaaHyFOs
Chemical Name:

9-Fluoro-118, 17-dihydroxy-6o-
methytpregna-1,4-diene-3,20-
dione 17-acetate

Each mL contains: Tobramycin 0.3 % (3 mg),
Fluorometholone Acetate 0.1 % (1 mg),
Benzalkonium chloride 0.01 %, Tyloxapol,
Edetate Disodium, Sodium chloride,
Hydroxyethyl cellulose, hydrochloric acid, and
sodium hydroxide, purified water. The pH

range is 6.0 - 7.0.



30. ndeyadanarddnedu Saduenguuuuesls
a. Solutions
b.  Suspensions
c.  Ointments
d.  Emulsions

e. Gels
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a. HPMC
b. Glycerin
¢ Sorbitol

d. Polysorbate

e. Dextrose

32. ﬁ'a'lnda‘lﬂﬁuanwﬁﬂﬁuaaaeﬁ‘ﬂssnau'luqm
aduldigndas

a. Edetate disodium = chelating agent

b.  Benzalchronium chloride = preservative

C. Sodium chloride = osmotic agent

o

Tyloxapol = wetting agent
€. Hydroxyethyl cellulose = suspending

agent

33. 3ngAIRITudI9d Yy B1an (3Yuuy
Suspension) a3l¥35lauev e UsAande
a. Gas sterilization
b. Autoclave
¢ Sterilization by filtration
d. Hot air oven

e. Irradiation

34. Yalalavndudeavasauly Ophthalmic
suspension
a. Particulate matter
b. pH
c.  Sterility test

d. Endotoxin
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€. Osmolarity
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a. bulk density

b. tapped density

C.  compatibility

d. flowability

e. friability

36. ﬁaams‘usiQﬁwzaw‘lasaﬂuumga YSua
400 mg #i® 1 uAUYa (Tab density vasimzany

T93fe 1.2 /mb) mundunsazdaerinisden

waUgavasasls
Capsule Capsule
Capsule Capsule
; volume . volume
size size
(mL) ; (mbL)
000 LT 1 0.50
00el 1.02 2el 0.41
00 0.91 2 0.37
Oel 0.78 3 0.30
0 0.68 q 0.21
1el 0.54 5 0.13
a. a 000
b.  00el
c. 00
(s[RI
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e. Sulfur oxide: Preservative

dauusznau Master formula
Amzaielas 350 mg
Lactose qs

o g o ]
Awuald it Lactose da uauga = 1000 mg,

#1 Displacement value = 0.7 #83n151A38UN"

nzatelasnanua 30 Capsule 3268994 Lactose

wirfiuwinlug
alESte
b. 10¢
GREIS1C
d 20¢
e. 25¢

38. 9INNITAIVANAUAIN WU AN Acid

, = : & a
insoluble ash fiA1gs dalasaluilenaduauvai

ilvidnge
a. NIIANIY
b. @ulaasiu
aBn
d. wan
e. T
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andrographolide luuauganmzaslas

a.
b.
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HPLC
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FLC
MS

Fluorescence

40. telaRnieafvasdusznauvasudanuauyan
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a.
b.

(e

Red ferric oxide: Colorant
Sorbitol: Solvent
Glycerol: Plasticizer

Titaniumn dioxide: Opacifier

sownseigendla 0
e ’Ea;ch fablet cbntains
Composition
(mg) (%ow/w)
Core fablets
API salt 291.10 74.64
Equi. To API 250.00 64.10
Spray dried lactose 51.50 HEh
Povidone (K30) 11.40 2.92
Sodium starch glycolate 20.00 S
Colloidal silicon dioxide (200) 1575 0.45
Talcum 5925 135
Magnesium stearate 9.00 2.30
Purified water** (gs)
Total weight of core tablet 390.00
Hypromellose (E15) 3152 0.88
Talc 1.79 0.45
Titanium dioxide 551 0.88
Polyethylene glycol 6000 0.18 0.05
Purified water** (gs) -
Alcohol 95%** (gs)
Total coated weight 9.00 -
Total weight of coated tablet | 399.00 100.00

41. windesen1sandgyninsiin Weight variation

anslelugmsinfuiisnduded
a.Magnesium stearate

b.PVP K30

c.Spray dried lactose

d. Colloidal silicon dioxide

e. Sodium starch glycolate
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a. Granule uafiy
b. Binder line
C ADNUTAUAU
d. semduiu

e. Lubricant Ussifiu
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a. Fliud bed dryer
b. High speed mixer

Cubic

Coat
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e. Colliod mill

s . X o o
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a. Class A
b. Class B
¢. Class C
d. Class D

e. Non-class

a5 A/Lvasviesnanadnaadu A/L wuule

Bubble
b. Cascade
c.  Sink
d. Laminar
e. Non A/L
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46.90lalidadu In-process control veuznanyn
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a. Hardness

b. Dissolution

¢. Disintegration

d. Weight

e. Thickness

47.g70enanadinnsuanddassnuuule

Immediated release

o

b.  Sustained release
Delay release

d. Matrix

e. Pump
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nsdaldwdnnusueniunan wWsldanutiuléany
st SumsunsaULRNRINEZEN

a. Reprocess

b. Rework

¢.  Corrective action

d. Correction

Preventive action

o
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Uszdfaeiinsthenluuse devrunmen Lisnanse
nanfoauedld osnneliuds

o lihendanannlulesiu Lot u ludedou 1 -
1 eliEunsadaewgenansmitluyield
sunsumsthenlulsaienaniuen Lot Su wazvi

= . a & a
e Lot Bu Batch size WaTuanund

Suntunoudanannin
a. Reprocess
b.  Rework
c.  Corrective action

d. Correction

e. Preventive action
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81 5/6/2550 uazyMNADIYAUNADBY 5/6/2553

a. 5/6/2554

b. 5/6/2555
c. 5/6/2558
d. 5/6/2551
e. 5/6/2553
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52. WndYNIHY R&D Aasn1sWaIuIISIasaei
dnsuen A faewasee HPLC Tneiidaganiamnisng

dn17en1S Tailing | Theoretical
%RSD
NAGIU factor plate
1 2.0 3000 20
2 1.9 3000 1.9
3 2.0 30000 1.9
4 1.9 30000 1.9
5 2.0 30000 2.0

anzlafiuurlduaniunliduisiansie A
a. anmenveaoud 1
b. anmensnedsudl 2
c.  anmrmsvedeudl 3
d. annvnsadeui ¢

=
e. ANNMENIVAADUN 5
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53. A1USUNISILATILUETITA2ELAT 89 HPLC w1n

UNAATITHRDINITANSZEZIIAN LUNNSTIATITY Fas

Mnagals
a. WavuuUasdnauves mobile phase
b. i flow rate
C. an injection volume
d. @am volume sample

e.  WuAIMYMUBY column

54. 33 3msevile laisursadunldluntsiigad
wwnanwaivasela
a.  UV-VIS spectroscopy
b. Melting point
Polarimeter
d. Thin-layer chromatography
e. SEM

55.4aladnluguugiiuazanuduilélunisdaiv
nAnAme 1 (US531U Impermeable container)
iWafnwAuAsENHYaIEITaN1IzI3e (B3
fgaumgiivias)

a. 30°C+2°C/75% RH + 5% RH

b. 40°C = 2 °C /RH not specified

c. 30°C +2°C/75% RH + 5% RH or more

stressful condition
d. 40°C + 2 °C/75% RH + 5% RH
e. 40°Cx 2°C/75% RH + 5% RH or at more

stressful conditions

56. oladmduguugiuasainuduildlunis
Taiiundndmeien (Usselu Impermeable
container) (W BANYIAIUAIENTWYBILITANIY
Uni (endmiiiuiigaungiivies)
a. 30°C £ 2°C/75% RH + 5% RH
b. 30°C + 2 °C/RH not specified
c. 30°C + 2 °C /75% RH + 5% RH or more
stressful condition

d. 40°C +2°C/75% RH + 5% RH

9
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e. 40°C = 2 °C/75% RH = 5% RH or at more

stressful conditions

57. mndayalunisng

wata uafild
R? 0.99
%Recovery 70
%RSD 0.2

o a

UnATsialsuiulseismnsidmiuldlunis

AATzhEIte Assay tu Parameter Tty

a. accuracy
b. precision
c. linearity
d. range

e. resolution

58.n15Us2HUAY %RSD sunuLnugin1seausu
ImJunrsuszdiulu Parameter 1a

a. accuracy
b. precision
c. range

d. linearity
e. specificity

59.n15U521i UAT %Recovery WBUNULNUTINS

pausu Imdun1susziulu Parameter 1a

a. accuracy
b. precision
C. range

d. linearity
e. specificity
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60. d15UN153LAT18YUNY impurity Tundnd e

WUU Quantitative parameter Tanalud la

Jududasdnvin
AT lOE)
b. accuracy
precision
d. \linearity
e. LOD

61. Mndayadudns
yurune,
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 254 nm
Column: 4.6-mm x 25-cm; packing L1
Flow rate: 2 mL/min
injection volume: 20 plL
System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 1.5

Relative standard deviation: NMT 1.0%
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amount of
acetazolamide (C,H,N,O,S,) in the portion of Tablets

taken:
Result = (r ,/r o) x (C JC ) x 100

ry = acetazolamide peak response from the Sample
solution

rg = acetazolamide peak response from the Standard
solution

Cs = concentration of USP Acetazolamide RS in the
Standard solution (mg/mL)

Cu = nominal concentration of acetazolamide in the

Sample solution (mg/mL)
Acceptance criteria: 95.0%-105.0%
valananiiin

a. %RSD 7 fvualiluinueiniseausuees
Systemn suitability Auatulaann Peak area
U84 Standard solution

b. %RSD vinlalasnisdaarsazaieoninsgiu
$1uu 6 A%

c. Tailing factor aAMANNIATYBIRA A8
PR

d. %RSD gnunnldlunisussidiuanuusiue
895U (Injection repeatability)

e. N3Uszilu System suitability fiosUsziiiu

Tu Sample solution Aas



62.Parameter lavas System suitability #ivhunld

Tunsyuszdiunisuenansaananiu

a
b.

0

Theoretical plate
Capacity factor
Resolution
Tailing factor

Retention time

o o o g 1 A’
63. 813U RITRENIA8ATEe HPLC Yalasalull

' - X
lidewalvasiinnsuenaanisrau

a.

b.

WasuAue column
WAULSS mobile phase
W flow rate

Waby wavelength 489 UV lamp

Wasu mobile phase

64. ndayasaluil

Foen Dosage form | USuusi 181 Yrmifnsau
dfgsio 1Wa | sio 1 e

A Film-coated 150 mg 500 WV
tablet

B Fitm-coated 20 mg 500 CU
tablet

C Delayed- 250 mg 500 CU
released
capsule

a & o as y o
NABINTTNATIZRENS 3 A2 Tuiada Uniformity

of dosage unit ¥8latdaniSA 1¥lun1sTiasned

gneag

a
b.

(e

1A=WV,en A=W, 81 A=CU
gTA=WV, 81 A=CU 81 A=WV
g1A=WV, 1 A=CU, 8n A=CU
N A=CU 8N A=WV, a1 A=WV
81A=CU,enA=CU 801 A=WV
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65. Holadoluil awnsald Disintegration nagau

unu Dissolution Ta a1y ICH Q6A

EULLUW’!L‘TJ‘U Immediate release

# pH 1My uavgungil 36.5 - 37.5 °C
P

gamsnazatsuilag

7l pH 1.2, 4.0, uay 6.8 MieliAnnsazany

1AN31 80 % melu 15 uil

fvdngrunansfiennuduiusssninminig

avansuarNIsLANm

v | ) 5%
EI'W'I@QL‘YHNGU‘L%GNLLWUE] a. —-d.

66. WNIU QC MN15ILAT1EA2819 Tdnadu

Ay
Ay
& " Raw oata |
9 £ e FiOC Gt |
&
g
£
o
s 3
z £ 3
3 s
z z
g
g
Nt
20 3 40 50 80 7o 80
26(degree)

v ' P - @ a o o
delanangnaes iierduwmedadindneuldlunis

PIERE

a.

A7 Intensity AUsINQoY luns T uiu
USunauansiildasluievininisiadagng
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67. sqwasiduan1sias1zinaen Valproic acid Tu
vt Impurity Wulumudagadudie

IMPURITIES
* RESIDUE ON IGNITION (281): NMT 0.1%
* ORGANIC IMPURITIES
System suitability solution: 0.1 pL/mL of USP Valproic Acid
Related Compound A RS and 1.0 ulL/mL each of butyric acid
and valeric acid in Valproic Acid
solution: Valproic Acid
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: GC
Detector: Flame ionization
Column: 0.32-mm x 60-m; coated with a 0.3-pm film of

phase G25
Temperatures
Injection port: 240°
Detector: 260°
Column: See Table 1.
Table 1
| Hold Time at
Initial Temperature | Final Final
Temperature Ramp | Temp P
) (*/min) i (%} (min)
145 0 { 145 48
145 5 ! 190

Carrier gas: Helium

Flow rate: 150 mL/min

Injection volume: 0.5 ul

Injection ly&e Split flow ratio, 100:1

System suital
Sample: System suitability sofution
[NoTe--The relative retention times for butyric acid,

valeric acid, valproic acid, and valproic acid related
compound A are 0.38, 052 1.0, and 1.64,

o fEspectively.]

Smtabilita;.eqmrements
Resolution: NLT 23.0 between butyric acid and

valeric acid
Column efficiency: NLT 100,000 theoretical plates for
valeric acid
Tailing factor: NMT 1.5 for valeric acid
Retention time: The related compound A peak must
elute between 41 and 50 min.
Peak area: The related compound A peak area must be
NLT 0.01% relative to the valproic acid peak area.
Analysis
Sample: Sample solution
Calculate the percentage of each impurity in the portion of
Valproic Acid (CH,,0,) taken:

Result = (r ,/r ;) x 100

ry = peak response for each impurity
oy = sum of the responses for ail the peaks

Acceptance criteria
Individual im| ties: NMT 0.1%
Total impurities: NMT 0.3%

13 :
tolasaluignsias

o € v 13 5 ' o

a. unAsEAsBIYNIsRsAlUsUNSHE NI
gamgiived Oven uuuy Isothermal

b. Nitrogen gas Taidu Carrier gas YeINIT
- l'dy
AATITNUY
v a € v 3 & - v

c.  dnlmnevinesinnisiennas asliidu

Headspace gas chrornatography

v
€ al

d. Run time @8 1 injection Tun153iAs1eiil

fa 57 w
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e. T aWnTins e a System suitability
solution 9gWu31 Valproic acid a¥Us1n4)
<, ]
pANUNUUNAKSIN
fa
68. M3MaAR Zinc Oxide and Salicylic Acid Paste
YUIAUTTY 20 g. MM USP mmualidiaseilu
#ade Minimum fill lne3Snsuasinusiniseausu

Wuluaa dayadudne

(Change 1o read:
PROCEDURE FOR DOSAGE FORMS OTHER THAN AEROSOLS,*SPRAYS, AND
FOAMS, 1050
For Containers Labeled by Weight

Setect a sampie of 10 iled containers, and remove any labesing that might be aered in weght during the removal of the
contamer contents. Thoroughly cieanse and dry the outde of the contamnes by 2 sutable means, and weigh indvidually
Quaniitatrely remove the Contents rom each condaes, Culting the ialer open and washing with a sutable sofvent,
necessary, taking tare to retan the closure and other parts o eath container that were present during the intial wexgning, Dry
and reweigh each empty container, together with fs Comesponcing part. Determine the net weight o the contents of the
contaner by difesence

For Containers Labeled by Volume

Proceed o st above for products lalwied Dy wesght, bt convent I mass o Vol ueng the demdy of Dhe
prepasation. A suggesied approach i Geterming the density of the material ¢ foflows.

1. Tare o $00-mi, vohsmetra fask contaiming 30.0 mi of Biquid that i miscitle with: the fonmation,

7. Add approxmately 25 el of § tepresentafier sample of the prodct and gently ywirt the contents 1o mix

3. Rewaigh the fask
Immmbuﬂmmmummmﬂd“wmwmm the fask contents to volume while
gty swting the contents of te flask Recond e vokime taken from the bumt
3 Calctate the density of the senpie:

Rt = Y
w t of the matenal taten ig)
v « 500 munus the volume, i mt aummutmv«mm mn(wmmmarmnr: miau(ovuom
{her tmethods of

tormuations). Sumsarly, #f ihe comtamer 'wnmt u!nufml\m& Mymmlmmrmbum WRR e Quanttee
of aiscible Souin adgusted scc:

Alimrnatvely, pour Ihe contents of 10 contamen 0 10 surtabie grachagted cybndens, and aftow 1o dran compietely Revord
the vakame of the contents of each of the 10 contanen

Acceptance Criteria
Thes test meets the acceptance criteria ether at Stoge | o Stage 2

1. The average net content ofthe 10 contamers s NLT thelabeled amourt, and the net content ofany Sigle container
15 NLT 0% of the lsbeled amount where the labeled amoust i 60 g or 80 mil orless, or NLT 95% of the beted
amount where the Labeled amount is more than 60  or 60 mL I these crtena are ot met, and the net content
of N 1 contaer s et tha 0% of the abeled amount where the abeled amount 60 g or 60 ml o les, o
A5 a0 1+ v 2 9% of the lbeled amount where the {abeled amount s more than 60. o1 60 ml, proceed
10 Singe 2

Stagel:

1. Determne the content of 20 addtond contamen.

1. Theaeragecotent of the 3 containers 5 N thelabele amoue, e the et contentof AT 1 ofthe 0
contanes s i 0% o the el amount wher the e amount 60 g or 60 Lo s or s
5% o he abeed amourt wherete ek amoxnt s moe fan 0 g or 6 ml

- o &
wamsaaseiiluluaed

Myusi ANTTIATIEN (g)
1 18
2 18
3 19
q 21
5 22




M AIN5IATIA (3)
6 20
7 21
8 19
9 20
10 24
dolandrgnéias

a.  hiluasnueisRTgIu

b, sumnueIAsEIY WesnAadY
NNt 20 g. wazdneTiuTIluudag
AwuzdAINnTT 19 g

¢ sumuneesgu Wesnndefiussy
luwravnwusiiAinannnit 18 g

d. shumunueimsgy iesanaade
Wiy 20 g wagseiussglunsasnIvus
#A1ANIT 18 g.

e. Saylild Fosduilenaaouifiadn 20

A0ENg

69. talalidnlu Specific test
a. Impurity
b. Specific rotation
c. Dissolution
d. Subvisible particle

e. Deliverable volume

70. mInagauvLAINUYIANATEANFIINY

agnals

a.  vmumlunsweasu Leachable fiu
sorption

b. meaumlddswmagdouide Water vapor
transmission ws1elally permeable

container
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c.  wWara@nwle HOPE shuflewiaunilianuisa
91 Autoclave 16t

d. wewanaRnsesiin1snaasu Extractable
A o Y P v 5%
Wotanldussgen lusaeiiviauialises
@D

e. Glass grain test linaasulumaum e

Aesn1suenaila Type Il 88n31n Type |li

. = s a aa
71. Yolanangndeaiivaiunisiaseisaeiinig

Spectroscopy

a.  UV-VIS spectroscopy tunisianisane
@ 1 o YV a -
NAITULIS UV wag VIS ilwiansiudeu
SEAUNRIUVBY Electron
b. wAnduInsly Solvent NifiY7 Feo1aaviin
dipole-dipole interaction fiuansfisnaula
1o
c.  dMIUMINATITYING UV-VIS 5udie
Infrared spectroscopy WUIAINTSAANAUY
v
uasiA AN USHNAURUAIL LT YYD
P - a
a5 UATIYUENINANSIAA DU
d. Fluorescence spectroscopy tunms
Apsewnilgvannis Absorption
spectroscopy
e. UV-VIS spectroscopy @15ikais UV-VIS
spectroscopy WM$IAII 1in

Usznaumeiusziien

72. WIABINNINIIASIAS 1S Carboxylic group AU

Chloride #asldiasasiiadnsizviaczls auaau

a. IR, ICP-MS

b. AAS, Fluorescence spectrophotometer
c.  UV-VIS Spectrophotometer, AAS

d. X-ray diffraction, AAS



Fu

(=

LC-MS, Fourier transform infrared

spectroscopy

3 a
73. dalanamgndaaivafiunmasau

Particulate matter

fiisauAE1FULLY Injection Wit

Amusliidameaeuridod

Light obscuration particle count test

IndudSmsneseuwuu Non-destructive

fawinMsnadaunansiug 100 %

Light obscuration particle count test W

watadnIunIsaaau Visible particle

Microscopic particle count test I

nsmaaauiievn Subvisible particte Tu

HARA Y

Bmsmsaaeu Visible particle fUfURMY
rapnmdndueiludaduvedla auls

@) Wunan 5 3wl wdavufinea

! e 0 0 §
74.4iolana1gndiaafiaiun1vin Dissolution

a.Delayed-release tablet Apey¥iIN13
VAEpURIINA 3 T2a178
b.Extended-release tablet fipwinians
anmznaveasulaun Acid stage way
Buffer stage

cinusIiNsaNIuYes Immediate release
fn ABsvant 6 units 9efBaNANY Q
+50%

duiu Immediate release tablet
dissolution medium vhuinfiaiowdu
shunuvaavarfiegludléidn laodesdl
gaumpiiiuiiednugamgilvesng fe

37 + 0.5 asrgaled
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e. €1 6 units wsndiduun lisuananue
UndeseResdu 8n 6 diaevmarvngs

Anneinazysadiulu stage daludnass

1 ] d b
75. dalanaligndaaifeiuntsniuguamnin

vosenaulng

a2 HWARARINIIADUANATRYRYIRGAULAY
wanSusianulnsindn neudwnine Toy
soufiundngiunisasisasulisgntosans
Y

b. Disintegration time 48 uHuUlUIIU WUU
aondndinmaisnsuaneuanulagiu

vendliifuauduunii

¢ suwnlunasediinmudouds W
S.aureus, Clostridium spp. wag
Salmonella spp. HUAMNIATEIU

d. Enuuulusmﬁmhiﬁmsﬂmﬁawaamm'@
uwasiloy uazarMIRuNASEIY
-

e fudnannsmiiSiwsiissylilu Thai

v

pharmacopeia {1RSINABUNARNUNLA

76 Isauuvianils imsfinwiaruasaniwuas
fvusengvaskAniusiayulwaiantstunsdoy
uandueiayulns ssnmsuidndudasiditua
suiindnuinlvg

o

a. 17U 1 junde uay induineieglumeuy

ussyidmminesse

b. egwley 1 Jun1sudn uay nduiueieglu
AUULUTIIUA

¢ 97U 2 Jundn uay ndudneieglunivuy
us39Un

d. egeey U 2 Jundin wazindusiueiey

o

lunwurussyidmuneass

°

e. 1w 3 Jundn uay indudneieglunivus

o

UTIATIMUIEAS



A153AYNLAS 89305 Fmduni1v1 Qualification

wuula
a. DQ
o (0]
GO
cIEREE)
e. SAT

1 4’ =3 'Q
78. Yaladaludl waneds Aanssuiiigay saudl
TANBNEISIA 88 UG UI1F 98 1UIWAUELAIN
= - el a ¥ o @
YUU UasiAIIlaninIsaanIwsausudye aiunse

vienlfiduluauinguszad aaandasnisiay

firwualy
a. URS
b. DQ
< e
d. OQ
e. PQ

79. mundynsfndadtedmnssuliurandunig
aasausruulnvauatasinsialng Salunisvin
Qualification uuula

a.1Q

b.0Q

c. PQ

d.FAT

e. Process validation

80.4alanaain
a. Qualification focuses on equipment or
facilities
b. Quailification ensures consistent and
expected outcomes
c. Quailification includes activities such as

IQ,0Q,PQ

77. mundynsieninvinnisnarsunianitdly
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d. Quailification directly linked to equipment,
instruments and software
e. Quailification ensures compliances with

regulatory and operational requirements

81.2¢l5 @@ Critical Quality attribute (CQA)
a. Blend uniformity , content uniformity
b. IPC data of tablet weight
c. Yiled of product after packing
d. Moisture content , friability

e. %Compressibilty , sieve analysis result

82. azlsf Critical process parameter (CPP)
a. Product temperature , Product appearance
b. Mixing time , Mixing speed
c. Normal operating range (NOR)
d. Drying temperature , equipment hold time

e. gnVNte

83. Process validation approach d'au'lmyjﬁv'h‘lu
Uszna ldun

a. Prospective way Concerrent 8N

b. Concerrent glwi

c. Hybrid

d. Continuous approach

e. Retrospective

84.42lnf\Judnunzvas Process appearance #i
Jndndu crp aghanils
a. unsyaluhopper Lﬂ%"awanlu'qw?mﬁ
uiiuly mslvavesunsyavuuviu Turret
Wulvegnsasinaus Lifiunsyadunianses
PNUVIURDN
b. duurieandouiiduvasiadou Hidsadae
dura coating pan Adaue wazuawuln
g anasmaNe
c. 1A samanuR e ndawuUInT iU 9u

adavauaTNgARUUIIN W Reveadl



Fil

d. svfunsenluds Hopper ¥B4LATBIUTSY (819
aswRmIeYIn ) agseminvdinuuiviiaaned
fvualinaennan

e. QNVNUB

85.4alagnifisafiu Process validation

a. Process validation should be complete
prior to marketing of product

b. Process validation plan should be in
validation rnaster plan

c. Batch size should be equal to pilot batch

d. Number of samples for testing should be
more than routine testing

e. QNYe
u 4

86.1un15vn Process validation 15118

Acceptance criteria 31nlwu

a. Development batch

b. From previous manufacturing site
c. Existing product before revalidation
d. gnvnde

e. QnewE a,b

87. Yalaluidmdu Variation data

a. Yswwseniniluse 29.5 ML

b. gamqiiluviesvaize 30 C
C. wBUWMgEN ATIINUpaticle wlanyasu 5 way
d. dmindinen 10 win veuzmenen 25.6 ¢

e. AMTY Tues vurusIREN 38 %RH

WAy c.uaungel mINupaticle wlandaay 5 wey

Tidayadmiunaudniu 88-89

qundoit unninuieun mg

1 16.02 15.83 15.93
2 16.12 16.00 15.85
3 15.91 1594 15.83
4 15.74 15.85 15.93
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8.2 ndayavzdedld adflalunsiiessvideya

a. X bar chart
b. r bar chart
c. P chart

d. C chart

e. Cpk

89. Centerline chart winduwinla

a. 18.33
b. 20.45
E§15:9]
d. 16.23
e, 21.22

o g o IV 4 ’ 3
90. ATUINUKIAT Cpk mnAvuaAIfRe LUl

usL =115
LSt =575
P =0.5
Xbar =100
10

15

17

20

e. 22

i

o

o

91.4alananskin

a. Process capability A9 A214@14150Y89
NSYUIU LUNISHAANA AN UT LW LA RTY
v o o Ouy
YaNUATIRGL

b. Process capability A 89 AI1481413083
wiewle Tunisndandnd ue vle any
ViTe o &y w
LaNIUATIAILT

c. Cp AUBEATWYIAY 1 WAAYIN NTTUIUNTS
WAR HAARARAUNAULAUAINNUNTBAIVUA
YBIHANN U

d. Cp = 1 WA NITUIUNIINAR HAAKBRS N
TamunusTe M ruaTINERA e

e. Lifidolin
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1 d‘l e a
96.9alasalull lasumseniiunsvunsideue

92.41NA 89N15Y818 Batch size 310 20 kg 1Uu a. oiindslneamninends
500 kg é’aaﬁmimﬁ'auuuaw:tﬁuugﬂuuu‘lwu b. 81 g191nUsEAnen R outu e
dwiundndnsiihildeunmde anmalne

a. MAV-8 c. eriidunld wdauedde

b. MiV-PA13 d. ety lsmeruiaumivends

c. Mav-7 e. finAnlaganulnsnudiu wugignnasy

d. MiV-PA35

e. MAV-4 97.48laRn

a. Tsswuandn PIC/S Lidesiiu GMP

93.mnfemsiasundasdaiuiindningfudaen b. Tssnundaelulvesosdudiu GMp
sty AdlwisdaFuses European Pharmaceutical c. Usswagwdadu PIC/s member Ao i
Certificate of Suitability #835n151U& suuvas misdefusaninsguinislunisndne,
nuiluzuuuulvu GMP Certificate fianlagyirssulszine

a. Miv-PAd flasumsdusendu PIC/s

b. MiV-PA5 d. Certified by PIC/s @8 dnusdosusos

c. MiV-PA6 urnsgrudIsnrslunisudaen GMP

d. MiV-PA7 Certificate Viaan‘lmwmmwuﬁﬁuquaﬁm

e. .MiV-PA8 81 Fauduandn PIc/s Wunussmaitla v

aundn PIC/s

94.81 A Wueitvindsusuuend Funsevlulve e. Non PIC/s #e anufidneluusesnsUsyne
¥ 2533 windaansdunzifousfenaradesiu Alideglifunisfusesnasguisnisly
ngule nsuaneIn N syyly PIC/s member uaz

a. gl Certified by PIC/s

b. e1aniy

¢ waniglw 98. Yoyalalsifily packaging insert

d. #1¥¥ag a. TioguITmEan

e. e@ringln b. Yeyanaaudmans

c. fevuly

95.901adilu Part administration data d. tawnzidous

a. Elucidation of structure e. Junueeny

b. Stability

c. Process validation
d. Structure

e. Summary of product characteristic



T

99. drlseauazyiinswaiune Lidesld Guideline

asls
a. ICHQ8
b. Toxicology
ISO9001
d. Ethic

e. lLilldela

100. B wiiadl pka = 8.6 dolagn
y19razaty 100% 61 pH 6
b. w©19zarals 100% 61 pH 11
c. JuA1 pH 8 pH-pka auduudleen
wudauMsinay enliuanda
d. sluazans

e. Lifivegn

101. 9ann1s3 AT 1z R 281luwade Specific

- = o -1
rotation lawiistwaziden aeil

e N e

CaHuCLNO,

-~ " P R P P N 2 U I T '

705.63

SPECIFIC TESTS
* OPTICAL ROTATION (781A), Procedures, Angular Rotation
Sample: 100 mg/mL in methylene chloride. [NoTe—Use
methylene chloride to zero the instrument.]
Acceptance criteria: -0.10° to +0.10° at 20°

...... L

Haland1agnsias
3. @MSUNITIATIENANTAIBE N ILNIUAY
¢ ve o @ '
wnainasgrulanaedeansiaeg1inyuy
[3
AU UIRAN
b. @8IUAT bA1NLAS 89 Polarimeter 11
AwnunauLTRREWUaNE
e “ -t o«
c. efinsvaSeedivesarmaududuu R
configuration
d. @2 ldlunisdesievdady

Racemic mixture
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e. nsfiarsasdimanyussuiveeuadla ans

TuRsddl Chiral carbon

102. #elagndipafvafuszuutinilélunsudnen

a. N99BNUUUTEUY Purified water Geuly
Reverse osmosis Wuu Single

b. Active carbon ¥inminfimdn & nduuas
AR

¢ Multimedia fitter lusguuv* vanii
Wiy Softener

d. nmseenwuuszuuth Jewdade UV lamp 15
n&8991n Storage tank nausngluldlulad
Han WeliAn pH way Conductivity 1uly
AULIATGIU

e. CEDI @a1u150n19% Anion way Cation 8an
91nule @28 lon-exchange resin wa e

membrane Wngliondunseualniin

103. ﬁa‘lmgmﬁmﬁu Water for injection

a. WFI fadldunannssurunisnduwinu

b. WFI findntusudadeasuf 70 seen 1ite
Hostunasigdvinvendogunsd

. Wuthiteuhunldlunszurunissdn Non-
sterile product

d. sudumesiinisnadeuiave Pyrogen test
neudnnlglunsudn

e. tnuginiseauduluiiate Microbial limit

test w89 WFI fia 100 CFU/mL

104.melsanundngt 1dSuvetunafoundaios
nayulwsdmiudadfiusznauludasayulns 3
wiialud 2024 uagldSuniseydfdud 2025 Wu
g1t 17 malsasusagldiummndounude
1

a. 1D 17/2024

b. 2D 17/2024

c. 2L 17/2025

d. 3D 17/2024



e. 3L 17/2025

105.Celecoxib fin1sldarnudaudadiuadya

Bendtezls
a. Sealing
b. Banding
c. Capping
d. Linking
e. Interlock

106.4alalsiifad0eiu Upsteam process
a. Bioreator
b. Liquid chromatography
c.  Plasmid
d.  Working cell bank

\ R4
e. lifivagn

107.Quality attribute ¥89 biopharmaceutical
drug substance 4alafl Pharmacopeia 813l
AuA acceptance criteria 11U monograph
VBN

a. Purity

b. Endotoxin

c. Host cell protein

d. High molecular weight proteins

T W
e. luumagn

108.4alanagnieaiisaiussuviidssmisan
a.  WINBUNAYDWILT DPLMPI 1-10 lupseu
b.  MDI jUkuue 1usuis
¢ DPIguuuuen Jugransazarsuaveuuiu

fAvnNau
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d. ndnn1svesgunsal MDIAa Propellent
pressure
e. Lifidegn
109.starch iuansdaslugasiriuludiuiitnds
gadan viwdhitl
a. Suspension stabilizer
b. Carrier particles
Carrier modifier
d. Prevent protein aggregation

e. QNVNTe

110.98land1gndas

a. 0IMameu mseInuUsan MOl WJu
gAY MAgToER

b. fidmeu msldemuussan Pl iy
YINAY Af T

c. ©1nay MDIldivgmasnen naunuen
Weliennsyaned

d.  &ngu Capsule DPI ussndunvia Slug

e. Qnvnve

111.901a13 1% Critical parameter lu¥ unau
Encapsulation of soft gel

a. Encapsulation temperature

b. Encapsulation speed

c. Encapsulation pressure

d. Melting time

e. liifidegn
112.90lafin

H Il —
N N b

T\ o

N
HyCO HaC OCH;

a. Inactive form
£ e
b. 8angwis irreversible Uy H+-K- ATPase

c. sensnsatunsiasudy active form

F[C]



d. Aesgnanduninsewy edunse uay
wasudu active form

L & g 124
e. ABITUUSENIUNDUBINIILYN

113.37nTAsaa$ ergnvinanelae ESBL Aifumis

o
E

B NH n H L

Ho T | O 5 ] OH
O

A B D

a. A

b. B

@
d D
e. E

114.1a598%19 Cloxacillin iny Isoxazole CRY

Yastumsvinanelaeaulysl beta-lactamase #ae

wanmsia
O
oN:( N s
A ¥ j
o ol e O
' o pN—I. OH
o i
o}
a. Steric effect
b. Inductive effect
¢. Electronic effect
d. Resonance effect

e. Inductive and resonance effect

115.37NKaN15NAa83 HPLC-reverse phase
dolatin

DAR 2
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a. Stationary phase Ju octadecyl silane
b. asveaeuiluaswauannit 5 vie

c. Peak DAR 8 fifaannnin Peak DAR?

d. Peak DARO fithannnin Peak DARG

e. lifivelafin

116.¢1 required HLB Tunsiimdu o/w
o g o
emulsion ¥8930N1AUNU stearic acid was

liquid paraffin ludsudnsduiianvinla

%w/w
Triamcinolone 0.1
acetonide
Lanolin (HLB 12) 1.0

Stearic acid (HLB 14) | 2.0

Propylene glycol 8.0

Liqud paraffin(HLB 10) | 5.0

a. 95

b. 10.75
CHRRIINZS
d 1213
e. 14.0

117 Theophylline SR fidauussnaudisil
Theophylline , Lactose monohydrate , HPMC ,
PVP K30, Magnesium stearate , Isopropyl
alcohol aslalluansna Matrix

a. Lactose monohydrate

b. HPMC

Lactose
d. Magnesium stearate

e. Isopropyl alcohol



118.48laAavade Cleanroom and clean air
qualification
a. Air flow test (Volume and velocity )
b. Air pressure test
c.  Microbial airbone and surface
contamination
d. Temperature and Humidity mearsuring
test

e. gnvnde

119. Environment monitoring viable particles
irdeinanuldlavenidudela
a. Settle plate
b. Active air sapling
Grown glove sampling
d. Surface sapmpling

e. lLifivegn

120.9olawlu Specific #w3u Diclofenac sodium
delayed release tablet USP AN3A14MU 89D
ICH quideline

a. Appearance

b. Identification

c.  Assay

d. Dissolution

e. Impurities

Yl ungteuidslavinvlalulsenau
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