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m.e Finished product specification: Quetiapine tablets USP&m — NFencz

R Test items Specifications

m.e.6 | Identification asrasuseIsMsdeeluil
A: Infrared spectroscopy
B: Retention time by Liquid chromatography

(in assay)
m.e.o | Assay ®Ro.0-e®0.0% of the labeled amount of
Quetiapine
a.@.on | Dissolution® Meet in requirements
m.@.€ | Uniformity of dosage units* Meet in requirements
am.e.o | Organic Impurity
Quetiapine N - oxide® Not more than o.%

Quetiapine related compound B° | Not more than o.%

Quetiapine related compound G° | Not more than o.w%

UD Test items Specifications
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Any individual unspecified Not more than o.le%

degradation product

Total impurities Not more than o.&%
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substance 103¢uAnendsaguatulaatunis Faflnsastinmesinsunnitadofifvun

. Tsameuald USP em — NF ez lun1sivunausnunsyesn dildmse UsPae vidoatiuduilviniy
Feona viliunahteldesatuilssmeuasmualfudsnuuusisetludiuues Product uag Drug
substance 11919

& denusien
a: @(Dibenzolb flle,&lthiazepin-ee-yl)-e-[o-(o-hydroxyethoxy)ethyllpiperazine e-oxide.
b: e@-(Piperazin-e-yl)dibenzolb,flle,&lthiazepine dihydrochloride
c: Dibenzolb flle,&lthiazepin-ee(e@oH)-one

a.lo Drug substance specification: Quetiapine fumarate USP&m — NFme

h) Test items Specifications

mlo.e | Identification rthudaeisnsderelud
A: Infrared Spectroscopy
B: Retention time by Liquid chromatography (in

assay)

mlolo | Assay #3.0 - @ow.o% of Quetiapine fumarate (on the
anhydrous and solvent-free basis)

m.lo.en | Residue of ignition Not more than o.@%

mlo.@ | Organic impurity

Quetiapine quaternary salt™ | Not more than o.e&%

Quetiapine related Not more than oc.ed&%
compound G*
Quetiapine related Not more than o.e&%
compound B*
Quetiapine desethoxy™ Not more than o.e&%
Quetiapine tetrathylene Not more than o.ec%

glycol analog*®

N - ethyl quetiapine® Not more than o.e&%
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UD Test items Specifications

Bis (dibenzothiazepinyl Not more than o.#0%

piperazine) *

Any other unknow Not more than o.eo0%

individual impurity

Total impurities Not more than o.&o%

mlo.@ | Loss on drying Not more than o.&% (dry at @o&®)

e deweaen
aa: @-(Dibenzolb flle,&lthiazepin-ae-yl)-a,e-bislb-(o-hydroxyethoxylethyl]piperazin-e-ium.
ab: Dibenzolb,flle,&lthiazepin-ea(acH)-one
ac: ee-(Piperazin-e-yl)dibenzolb,flle,&lthiazepine dihydrochleride
ad: o-[e-(Dibenzolb flle,«]thiazepin-ee-yl)piperazin-e-ylJethanol.
ae: o-[o-(lo-{lo-[a-(Dibenzo(b,flle,&]thiazepin-ea-ylpiperazin-e-yllethoxylethoxy) ethoxylethanol.
af: e-(-Ethylpiperazin-e-yl)dibenzo[b,f]le,&]thiazepine.
ag: @,&-Bis(dibenzo(b,fl[e,&]thiazepin-ee-y piperazine.
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€. @UBNATIUTDWINTTIUNITHANEN pundnIneiLazIsnsAAluNSAREN PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Inanuasau PIC/S participating authorities %38 dlenan3iuses
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Product Specification) va3guanudnsauaiedisagy -
&m @11u1 drug monograph ¥eandnAmaiend1t593U (Finished Product) wag fae1d ey (Active
Pharmaceutical Ingredient)
&, LINANTAUANYBIENTLALDTIAY
&o @Numdesusaman1snsIviinTIviRNARERIMTIeE 53U wNER (Certification of analysis
of finished product) lum‘iuﬁﬁdlﬂuﬁdaﬂw
&b WANITATIVIATITVAUNINIRNGAUAIENEATY (Certificate of analysis of Active Pharmaceutical

Y e

Ingredient) fil#lun1sudnensuitdndumotnwvesduansuaznan ingiu
&m Lanarsnienangiududuainudunusseninesunisudnvesingiuvesalendifny (Active
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ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies w%aﬁjﬁa
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auyaillasunisiusetsn dlneuangnssumsemataze(nsdlaldefuuu)
&m dumiedeiuseswansgiunisuiRauudninust 38n1s9dlue s ifinas Good Laboratory
Practice (GLP) lawgs1emaiAgatos
&.¢ duumangumsiuseseuviiiienlunssnviduediuuuy (Therapeutic equivalence) fitandns
wanan1slé3un1sussy Tu USFDA. Orange book 3a European Medicines Agency (EMA) #3® Thai
Orange book (8131)
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. n3diluendaing
duuanrindundringrdiends Biosimilars) wisdwmangruanunseudisuiula
(Comparability exercise: CE) lawizen®aing nauellsiu (protein therapeutics) neilionans
wanamslasunsussy Tu Purple book US FDA 38 European Medicines Agency (EMA) %38 Thai
Orange book (81)
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®6. AUDNASUARINANISANYIAIINAIAT (Stability data) M3 ASEAN stability study Guideline

(no+0°C, m&+&% RH) (613)

0.0 NIANYIAUAIENINE (Long term stability data) p8NUBY o JUNTHER

0e.o MIfinmAUAIEN TN lUaNTILIY (Accelerated stability data) 8819UBY m JUNIHER

®e.m NSANYIANAIISEEZENI (Ongoing stability data)

eo.€ MIANYIAIUAIIUMLUALY (In-use stability data)

oo.¢ MsAnsLanyieaunsanuladaels (nsdlenda)
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Distribution Practice (GDP)
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Timnaeenavlan
TENITEN gﬂuuumuwzm'muﬂ wiae (sumiysauin)
()
Cariprazine hydrochloride cap 3mg 1 unlga 107.00
Cariprazine hydrochloride cap 4.5mg 1 uAga 178.33
Cariprazine hydrochloride cap 6 mg 1 Llﬂﬂﬂﬂ 205.08
Lurasidone hydrochloride tab 20 mg 1 Wm 44.78
Quetiapine fumarate tab 200 mg 1lm 12.84
24. n§aeN Anti-dementia drugs
Donepezil hydrochloride tab 5 mg 1 ulm 15.00
Donepezil hydrochloride tab 10 mg 1 1m 25.00
Donepezil hydrochloride SR tab 23 mg 1dln 93.70
Galantamine hydrobromide SR cap 8 mg 1 uarga 76.28
Galantamine hydrobromide SR cap 16 mg 1 uALlga 115.97
Memantine hydrochloride tab 10 mg 1uin 15.88
Memantine hydrochloride tab 20 mg 1 ulm 31.76
Memantine hydrochloride oral sol 10 mg/ml (50 ml) 1190 3.477.68
Rivastigmine hydrogen tartrate cap 1.5 mg 1 uALlga 30.50
Rivastigmine hydrogen tartrate cap 3mg 1 uﬂLl'gﬂ 30.50
Rivastigmine hydrogen tartrate cap 4.5 mg 1 uﬂLl'gﬁ 60.99
Rivastigmine hydrogen tartrate cap 6 mg 1 uﬂﬂ‘gﬂ 60.99
Rivastigmine hydrogen tartrate oral sol 2 mg/m| (50 ml) 1990 1,396.35
Rivastigmine transdermal therapeutic system 27 mg 1 Wy 123.68
Standardized Ginkgo Biloba Extract (EGb 761)  cap/tab 40 mg 1 wadgaida 5.62
Standardized Ginkgo Biloba Extract (EGb 761) cap/tab 120 mg 1 uAlgaidn 16.86
transdermal therapeutic system i
Rivastigmine : | 1 uny 72.00
4.6 mg/24 hrsia 1 uely
transdermal therapeutic system
Rivastigmine ) . 1 UNY 72.00
9.5 mg/24 hr fia 1 wHu
Donepezil hydrochloride orodispersible tab 5 mg 1 1l 15.00
Donepezil hydrochloride oredispersible tab 10 mg 1 m 25.00
25. ngue Drugs used in Benign Prostatic Hypertrophy
Doxazosin mesilate tab 1 mg 1 ulm 0.52
Doxazosin mesilate tab 2 mg 1 i 0.36
Doxazosin mesilate tab 4 mg 1 ulm 0.69
Doxazosin mesilate SR tab 4 mg 1 ulm 18.87
Dutasteride cap 0.5 mg 1 wailga 38.83
Finasteride tab 5 mg 1 uim 5.60
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