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1.5. nsnadeunuantivialy (General chapter)

1.5.1. AuaNURAves Tablet fnsuanINa/n139533 Universal test Aamaluil

%o Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1.)
4. | Elemental Impurities analysis Complied with finished product specification or
/Related substance cx specific test (2.1.)
EERABTELAL Betinal i o (Fasmeruwadiafidnuinnin Reporting threshold)
products, FDA guidance for industry (August 2018),
USP<232>,<233>,<2232>, BP supplementary chapter IV
Q, EP general text 5.20)
5 | Microbial limit test Complied with finished product specification or
specific test (2.1.)
6 | Dissolution test Complied with finished product specification or
specific test (2.1.)
7 | Uniformity of dosage forms Complied with finished product specification or
specific test (2.1.)
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1.5.2. AruaNURveq Active Pharmaceutical ingredient AN IWARINA/N15MTIT Universal

L)

Test

Acceptance criteria

1.

Description/Appearance

Complied to Active pharmaceutical ingredient

specification
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/Related substance aci

Q3A,Q3B,Q30D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),

USP(41, 42)<2325,<2335,<2232>, BP supplementary

chapter IV Q , EP general text 5.20)
- Organic impurities
- Inorganic impurities
(Elemental impurities
analysis)

Residual solvent (cH asc (Rs-6), usPa2

<46T> EP general text 5.4, BP appendix Vill L, JP17
supplement1 p.2634-40)

D) Test Acceptance criteria
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient

specification or specific test (2.2)

Meets the requirements
Meets the requirements 1l#78n15m529 heavy metal

Complied to Active pharmaceutical ingredient
or specific test (2.2)

Polymorphism identification
(USP<941> X-ray powder diffraction)

mnuansn1silu polymorph Tiuansnmenevnesed
70U Crystalline or Amorphous %38 form 1a

2. qruandAanaunaila

wamsmsaﬂ”iLﬂs'l.,ﬁﬂmmwl,ﬂulﬂmm finished product specification u,av Specification of

Active pharmaceutical ingredient (API) figrdnndusiuatiuifientu Seidaamadouse
AUNNUANENITUNTOINITHALEY AFINTIATITAY muma'umﬁuﬁ'l.*umaaammﬁluaww
mammmalwun'nmmsswuma«umw‘lmmiwm ANUTZNIANTENTIEAIGTUEY o4 spye
g1 WA, 2561 aa¥ufl 6 SuAu A, 2561 (aa‘LJ‘s.un'm'lusﬁmnqmumnv’rmw 12 nUAUS 2562)
uag JEYFATIEN (UUT12) Wm.2562 astudl 3 nsngAu 2562 (mﬂi.mﬁlu*s'rtmmql.unmqw 26

nSNIAN 2562)

2.1 Finished product specification

Specification of Acceptance criteria
o finished product (In house)
1 | Identification | 2 F%}
- HPLC or LC The retention time corresponds to
reference standard
-UV v30 R (67d) The UV/IR spectrum corresponds to
reference standard
2 | Assay 95.0% - 105.0 % of labeled amount
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i Sp?ciﬂcatlon of Acceptance criteria
finished product (In house)
3 | Dissolution NLT 80% (Q) of the labeled amount
of Bilastine is dissolved in 30
minutes.
4 | Uniformity of dosage units Meet the requirements
Water content (K.F.) NMT 7.0%
6 | Related substances A <
Individual impurity (for each) NMT 0.1%
Total impurities: NMT 0.5%
7 | Microbial enumeration tests and Tests. for L e 1‘;’3;"*'
specified’s microorganisms vk
The total aerobic microbial count NMT 10 cfu/g
The total combined yeasts and molds Count: NMT 10% cfu/s
Escherichia coli Absence/g
2.2 Specification of Active pharmaceutical ingredient (API)
99 | Specification of API Acceptance criteria (In house)
1 | Identification s - : 3 ﬁ:ﬁ e
A. IR absorption Corresponds to the reference standard
B. HPLC or LC The retention time of the major peak from the sample
solution corresponds to that obtained from the standard
solution
C. Differential scanning calorimetry Corresponds to the reference standard
30 W& Polymorphism identification
¥ise X-ray powder diffraction) \ouanei
API Fivianld 1 Form 1n
2 | Assay by HPLC 98.0 %- 101.5 % (on dried basis)
98.0 % - 102.0% (on the anhydrous and solvent free)
3 | Sulfated ash/Residue on ignition (on NMT 0.20%
| |theanhydrous)wie |
Loss on dying (on dried basis) NMT 0.5%
4 | Water content SE S
Karl Fischer Titration (Method 1) NMT 1.0%

AENTIUNITIMUATIEASIRALALANANYLINE
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98 | Specification of API Acceptance criteria (In house)

5 | Related substances (by HPLC) : ' e .\

- Unspecified Individually - NMT 0.10%
- Total impurities NMT 1.0%
6 | Residual Solvents Complied to the API standard

nuWWe  NMT = not more than

* 148 Dissolution Wag Uniformity of dosage units liluuienanuanisigaziden
Han1sesATIRSIEE wnitldudseasBuafiduiaianlilulu coa

- nydfeansifouudinsiiu (waive) minsaaaeuiinsizisienisla IWdunana
enasmdngusanailésusyiFse

- Drug substance specification R9150u19IAlUAATIEMYBNER drug substance 138
1u3iAs129 drug substance veagkAnend3agU atulaatunil Faiinismsas
’jLﬂ'a"mﬁmwlﬂﬁ";%'aﬁr?wuﬂ

3. N1sUseUAIUITEANSANABS1A7 (Price Performance)
sq8aglduanIULENaT 1399 N1sUTEluAUsEaNSANEa91AN (Price Performance)
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1) duenasiiuen Mwlng Lag/MIsn1esIngy
NULNR: lunsaifnlrendunuuezdosienansuansdeusldvaeniiinumsiuses
ndnuAnznITINMTeIsILaten Auansinetuiidevdld dessete deuld
Wieuwhiusduwuuluruneoildlumsnvindu wasinsssyfennudoumsldeld
Tutenansifuen
2) duenasudnsdonUULAAINYBINMULUTTY (LIBIWANEBIE) maiildunsdouly
3) dnurdwedungidoudifuen (W v.e.1 vie 8.1) Asunant wisusgazidennm
ANYEIRNEY maqmﬁ”n.wsﬂu,aauamwummmsmwamams'}Lﬂi'lmm (Finished Product
Specification and Analytical Procedures) funsideuly Tnedasdradaidueniussnia
nsEnTNAsIsAgUIUTBMTaminIWsENA
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donndsInumseiiusEmaTuse S o etagasedinNuANEATIINTO M TUARE T
TWuuvdnundweudluasuuuassemilungdeudiue Wy n.e. 9) vie dnumue
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0) dnuiluddgnstunsideusizue (Wuu ve.2 v3e vie.3 vi3e vie.d v3e 8.2 whusntl)
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4.1.3 nsgifehidnndeUsema (ne.4)

UG nsmumsmawuﬂmm’ﬂmmvaumﬂmu,a.,amumam Tiwuvdwundvauily
Wasuwassenshmafuiduen (W ne. 9) wie diundesudluasuuiaisienis
lunzifeushiuenfenfugiuoyg auazanuiingn (W o.4)

5) e?numﬂ'qﬁa%’uiaammgwmiwﬁmmmwé’mnm’l’?%‘mﬁﬁﬁlumwﬁmm (Good
Manufacturing Practices (GMP)) lumuanfilAsatesfugiiiiaus (atfudrganiusounas
nsreaeulaudeeglutisnainissuses) laedasusenaume
5.1. ﬁ'lLuwuaaaiu‘iaammmumiwammmwamnmmﬁmwﬁlumwaﬂ"a‘mqﬁuﬁqm

dnfigy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. duumiiideduseanasgunisuansmuudninaeiinsiinlunsudnsdadusien
E?"lL%ilg'LJ (Certificate of GMP Finished Product)
6) wnsgruvetenvuanunmingiuiiendifgy (Active Pharmaceutical Ingredient
Specification) Ltamﬁmﬁmﬁmﬁ'u%ﬂgﬂ (Finished Product Specification)
6.1. duunsgruingaudlendadiny (Active Pharmaceutical Ingredient Specification)
LALUIATFIUNARFeiednTa3U (Finished Product Specification) Tag sy Y3181
(Pharmacopoeia) fl¥8198amsTianeilasanaigiuedrsiesdendulunudeivun
wazanmsgIuvesnsianesiludmelamsemils aulssmanssnTNasaY
Fa9 sEysen
6.2. @111 drug monograph ¥99Maf281d77 ey (Active Pharmaceutical Ingredient) ua
wanfuatednSegu (Finished Product)
6.3. n3dlfiYm ) Audi81d1Agy (Active Pharmaceutical Ingredient Specification) 39
KA fusiEd3a3U (Finished Product Specification) liusinglusi1aen (Non-official
pharmaCOpOEIa) maauamwaﬂﬁ'uu'mmu"|f.ﬂ'iﬁ'mjaqnﬁaLﬂi%mflu"lﬂmmamwa
Tosioluil
6.3.1.ﬁq’far'hwumu.azmmﬁgwwmmﬁmsﬁsw‘luﬁwswmﬂjaaﬂssmﬂﬁn{luawﬁnﬁrm The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) 30

6.3.2 FofMUALALLNASTILBINTIATIWERER (In-house process) MidonAdBeiy
ICH Guidelines %3®

6.3.3 dotmunuazanasguiluvesmslieseinimualiluise setla dsen
yile A sEMANSENTNATSISRIEY (389 SEYNTIEN zi'w%‘ugﬂuwmﬂ'juf]
(General requirement for dosage form)

wurenn: dofmuaguaningiudiedifyy (Active Pharmaceutical Ingredient
Specification) Wi a”wamnmﬂnmﬁwmgﬂ (Finished Product Specification) H998199991NF57
Berfuuazatuidenty snuudnsdiidseiifeimuntazunasgiurainsinse
e ingiudedrdy vie nandnsierdiiagy

7) dumiidedusasranisiiasieyt (Certificate of Analysis (CoA)) ) Inedalsenaume
7.1, dunmisdesusswmamyinmeiingiusienddry (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) Taudpsusznoume
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7.1.1dwmildesusesmansiieseiingiushenddy vesulndaningaudend ey
(Supplier )
7.1.2 dwmlideiusesmansinneiingiuied ey vesnannaniusiondiiogy
(Manufacturer)
7.2. Anumidefusemanisiiasivsindndasierd1iiagy (Certificate of Analysis of
Finished Product) vesfnannannsiendiiagu (Manufacturer)
8) duuNeNaNSUARINENSANEIAINNAIAY (Stability data)
8.1, FUNLENAITUARINANISANEIALAINITEELET (Long term stability data) 97uU7u 3

JUNMTHER

8.2. ALUNNDNATTUAAINANITANHIAIUAIALUANTIILLIN (Accelerated stability data)

o

WU 3 JUMTHER

8.3. #uenarsuaninansinuiinansingrannsadnuiadaenld 1 ga /duuinan
UszanSwamsinw (nsdlewdin) @i

8.4. nsiduniifesarare Adeanneuld Wdwenansnamsfinunmiunwanans
avaneuay/vse 13097 / waalald lusivinazanesingg Asufuwazaonnaaeiuenans
fMAuen (In use stability data)

9) duumilsdedusedniusierdusagy (Certificate of Pharmaceutical Product) law1ze?
iianlulsemealne

10) dumdngrunuanyavessdnfusie (Bioequivalence) Ingnan1sfinwinTNALYaDY
nanfaaien (Bioequivalence) Wulumuderitnua ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 39 ﬂuam'iﬂﬂmmll‘i“ﬁwﬁnaua”mﬁuua
YDINANAUINYT NTLNTIAGITUGY T.maamuuwswmamuﬁnmmau:ﬂawlmumﬁmm
N difnnuenenssinsesiaze atutiaqiu (nsdilaildendunu)

11) ﬁwtuwﬂ'sﬁa%’usaammsmumsﬂﬁﬁ‘ﬁmwé’nmmﬁ‘i'ﬁmiﬁﬁ‘luﬁmﬂﬁﬁ’ﬁmﬁ (Good
Laboratory Practices (GLP) lunseliivhnsfinundauyafisnaszine
ehl,mwmaawseammiﬁ'mm'imusnmu,a.m*m1ammwam.ﬂmmﬁmwﬁ“lumimu'snm
wazns¥ee (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) fauenmdsidiiegieetegieay 3 miussyia

14) zﬂmmuqaa‘susaammmwawgumms ISO/IEC 17025 Tusremsenitaus (61

15) dnenansuansdeyanisliunisussglu Green book vasnsuineransnsimmg (il

16) dunenansuaniteyanislafunisussylu Orange book ¥8 US.FDA. W3 European
Medicines Agency (£7%)

7) nsalldlvendunuuiesuaninisfinemisadin (Clinical trial) yaseluvsanalneiuansds
NaYMIRATINTRIIUS BB UE R LU AU AN NN sUINg (i)
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