wh19n5

qmé’nﬁmnnmz’umm
995774 : Glucosamine sulfate 1.5 g/3.95 g powder for oral solution, 3.95 g sachet

1. quauiAnaly
1.1 jUuuy Junsen vssqluvesUnain
12 dwlszneu  Useneauesiel Glucosamine sulfate sodium chloride %32
Glucosamine sulfate potassium chloride WguWNAUA28
Glucosamine sulfate 1500 mg Tu 1 @89
13 awuzussy  ussqluveslnain Yestuainutu
1.4 aan - 98981 : 58yeN15A Teanlymae TuINANLSY TurEn TUNUADTY
\uTHER
- n@ese : flana1smAveussglundssen wasuunwuzussy egraies
FoesryTngmieton1ein1sdn dulsEneularILIAAINNLIIVEIEN LaYTi
Wam Juduey uasiawmzloush3ue idaeu

2. puauiAnmaiia

Naﬂﬁﬁ'mﬁmi'}xﬁﬂmmwa,ﬂulurmu finished product specification way Specification of
Active pharmaceutical ingredient (API) f1§13891nindus1Suatuiieafu dsldaanzidouse
dlnauANENITNNTOMSLAZEN NSENTNESITUEY Windusi fuiildeedadeaduatui
Wiguwihvdelmininnasgrundusiivlamiuils audsemanssnsasisugy e seysha
B W.A. 2561 89Ul 6 SunAu w.A. 2561 (aeuszmieluswiaangunwuil 12 nuaiwus 2562)
uaz seys191e1 (2UUT2) w2562 aeiuil 3 nangmm 2562 (aaUsymalusiefieauneTud 26
NINYIAU 2562)

2.1 Finished product specification: In house specification

U2 Test Items Specifications
1 | Identification Conform with finished product specification
2 | Assay 90.0% - 110.0% of the labeled amount of Glucosamine sulfate
sodium chloride %38 Glucosamine sulfate potassium chloride
3 | Uniformity of dosage Meet the requirements
units

2.2 Specification of Active pharmaceutical ingredient (API):

) Test Items Specifications
USP2024
1 | Identification
A. IR complied with the standard
B. Chloride and sodium 38 meet the requirement

, Chloride and potassium

ANENTIINIAMURLIEasL B oALATAMAN BUTIaNIE
Laste \ SEEIUNTIUNS ; QEEHRE 3. aa%e ATIUNTS
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U9 Test Items Specifications
UsP2024
C.. HPLC meet the requirement
D. Sulfate meet the requirement
2 | Assay (on the dried basis) 98.0%- 102.0 % of Glucosamine sulfate sodium
chloride 38 Glucosamine sulfate potassium chloride
Glucosamine sulfate Glucosamine sulfate
sodium chloride potassium chloride
Content of sulfate 16.3% - 17.3 % 15.5% - 16.5 %
Residue on ignition 22.5% - 26.0 % 26.5% - 31.0%
Potassium test : No precipitate is formed
Sodium test: does not impart a
pronounced yellow color
to a nonluminous flame
6 | Specific rotation +50.0° to + 55.0° 47.0%-53.0%
7 | Arsenic NMT 3ug/g (NMT 3 ppm)
8 |pH 3.0-5.0
9 | Loss on drying NMT 1.0%
10 | Storage and packaging Meet the requirement

NMT = not more than
* #1799 Uniformity of dosage units Tl UUIONA1SLARIIILALIBEANANITATITIATIEN
U T -l - (=4 as
mnillaudessandeandusiasiilulu coa
= = v o . = ¢ wed
- NIUNIANLLTLULTINITIIU (Waive) NSASIABUTATIENTIEASIA IEULEAILDNANT
yéngudmamfldsuouidae

BN

- Drug substance specification W130419 0 1UTIATIENVBIENER drug substance %30

=3 & L) ot ar - o a = (3

TWiiAsnesi drug substance vownanendusagy adulaatunis Sdinsnsaimsei
ASUNNTITBTIATVIUA

3. NM5UTEEUAIUSZENSNINADSIAT (Price Performance)
= i =1 i o= oa 1 %
FIHALLDLANULDNANT 1594 NIUIEUAIUSZANSANWHMBSIAT (Price Performance)

4. nansldlunsiansan
ienansildlunisiinsannuameiliiZssdduionarsnionsyymineiasionasmudiny
Fviluil
1) duwwnenasmiiver nwlve way/mienwsangy
wuewg: lunsdiiildedunuvazdosdienasuanidevslfveseniilunisiusesan

o o A 1 : = 8 ' L o & v ] ar
dinnuauznIsuMIeIMISHATeT Nuansinentuiiveusly Yeaassz i devihuldidisuwinu
T_5,\/ ANENTTUNTAVURTIEAU B I ALALAMAN WUSIAN Y
4 / 4 - i ’kg/
it O 0 | (R S UsEEunTINNTg BB LT e nIsUNTT TR it e rmisinns NIIUNTS
(unmigwed Havaangsu) (ny.adan Taisna) (ney.qiisn Slnwadn)
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4)

6)

7
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gl ildlumssnsinty wasimsseydemnuidaunsldoliluenansiniy

&

AENAUARITEAINULRANTEINITULUTTY (WsEuAznaassn) suiildtunsideuly

durdivetunsideudisuer (W v.8.1 vie .1) AsUNNMIEY WiouswariBunAM

dnuazanizresdiisguuasdeimuauinsguresisnisinszvien (Finished Product

Specification and Analytical Procedures) fitunsifouly Tnedeedredemsueniivsenia

NIENTNATITUAVTUTOMITB IMainTUsEme
wungng: nsdiegsenineivasuutasuileisinssiuasdefmunuinsgiuli

anndnIuieTUsEnATUsaIvIamagasedinIuALENTINNNTEIMTHATE

Wuuudnundesutladsuuvasmenislunsdousiiue (wuu v.e. 9) wie duuidive

uAluwAsuudasenislunsfeushiue (W .5) indouriude

dunluddynistunsdowhiuen (Wuu ne.2 vwse ne.3 3o .4 vi3e .2 udusnsd)

4.1.1. 3o manluusevelng (ve.2)

4.1.2 n3diflemiduiNenisuisussglulsaalng (ne.3)

4.1.3 nsdifgnindrandsUsane (ve.d)

wuewme: nsdiiinmswasuulawdlufFusyyiauazanuiings Tiuuudiundveudly
wasuwassenislunsdeudiuen (wuu ne. 9) vie duundweudludsuwasinenislu

afumiuefeiugiueyyauasanuiingn (W v.4)

duumedosusesuInsgIuNITNAREIAUNENINANITN1TAATUN1TNARE (Good

Manufacturing Practices (GMP)) lumuaailiigatostueriliaue (atuarganiusounts

asrvasulnedieglutianainisiusey) lneseausenaude

5.1. duumisdesuseunasgunsnangmuvaninusiIsn s lunskaningAuseddy
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. Anumilade YUTBMIATHILAISHANEMIUNANIN TS NS LUNSHE KR Frudien
@333 (Certificate of GMP Finished Product)

lunsalidugwindransnssema uandosdidnumdadodusewanius (Certificate of

pharmaceutical products, CPP) n3enisdasusesn1siaming (Certificate of free sales, CFS)

lumnagfiaueys atuaganmuseumsasnasulasiinaiusesfiviuussniaszninnan
unsgruveateiinunRua INIngiudie1d1Asy (Active Pharmaceutical Ingredient

Specification) uazkansAusiu1dniagu (Finished Product Specification)

7.1. dwnanesguingiudiendngy (Active Pharmaceutical Ingredient Specification) way
wnsgrundndusis1d 323U (Finished Product Specification) Tae sz ysi1s181
(Pharmacopoeia) l#8148amsinneilasunnsgrussrstiossoadulumudedimun
WarnnsgIuYeInNITIATERlumeilaisemils mMuUsEnIANTENTINEsITUAY
03 spysheen

7.2. d11u1 drug monograph 9897 9F2 8787 ffy (Active Pharmaceutical Ingredient) way
wandusiednsagy (Finished Product)

73. ﬂifﬁﬁﬁ'ﬁlqﬁuﬁdmﬁ'}ﬁm (Active Pharmaceutical Ingredient Specification) #3onanfious

©1811593U (Finished Product Specification) lsius1nglusinsiea (Non-official

,\/'f ANENTIUNTSAMUATEaH S DALAEANAN YA NE

YY) ouA #—Qr
y 4 = 4
/ (% UseEIuNIIaNIg 2.89%8 % e N33UNT3 3. adte AIUNTT

(unwmgnad Ainnaawssa) (ney.afian Wisna) (nny.afisn Slnwdn)



whaans

pharmacopoeia) fasuanwdnguieniiinmsgiuvesnsinssidulumudenilidels
sioluil
7.3.1 formunuannnsgureinsinsgilusseiveasemeiiiuaudnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) VED!

7.3.2 SormuakaranasgINTBINI AT IEEHAR (In-house process) figanpdosriu ICH
Guidelines %38

7.3.3 dormusuaranasguilureamsiiasgiiitmuailussie ssetla fsien
vile PUUTENANSENTHAISITOUGY (389 TEYEN dmfugunuueiug
(General requirement for dosage form)

WU8INA: Yo 1uAfNAINIRgAURI81d ATy (Active Pharmaceutical Ingredient
Specification) uasnansiusiardnagy (Finished Product Specification) #848198491n6197
Wertuuazatuifatu enduusinsdiivhienitefmuauazinnsgiuyeanisinsziane
Togaushend ey e wandueieduiagy

8) d@umisdeiusowmanisitaiey (Certificate of Analysis (CoA)) lnesasusenausiy
8.1. duumlidasusamamiiassningausienddy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) InefnaUsznaume
8.1.1dnumwnldesusesmanisliasgiingiuimenddty vesundningdumendingy
(Supplier)
8.1.2 & mivdieiusemanisinswiingiumend iy vosundandndamiendiiagy
(Manufacturer)
8.2. dumidsdssusewmanisitasivindndueiendiagy (Certificate of Analysis of

Finished Product) venanxansausiend gy (Manufacturer)

8.3. lenastudupnudunudseninsqumsnanvasingiudendfsy (drug substance) uag

Jumsuanvawanfusidusagy (finished product) Mdlumsuanenguiidso

9) dAUNENATLANINANITANYIAINALAT (Stability data)
9.1, dMUNENATUANINANIANYIAINAINITZEZEN (Long term stability data) 97u3u 3 Ju

NISHER
9.2. @NUNBNAITUANINANTITANYIAIINAINIIUENTIZLIY (Accelerated stability data) 91uu

3 JUNSWAR
9.3. dAlulenarsuaninanisdnsifiuansierarnsainuiasiaeled 1 e /duiuans

Usgandwamsine (nsdlewie) (i)

9.4. nseiugniivesarare/Fensneuld WdiunenaswanisAnwnuasiavasnisazats
waz/v5e Weany/mdalald ludvhazaiedieg Asudiunarvasnnasfuenasinuen

(In use stability data)

10) dumfsdesusowmdnfusisrdnsegy (Certificate of Pharmaceutical Product) lanzen
ddhunlutsznalng

11) dumdngiualnuanyavewdnsdneien (Bioequivalence) lagnan1sAnyiAnuauyaves

nAR U9 (Bioequivalence) WWulumiudaniinua ASEAN Guidelines for the Conduct of

ANZNTTUMIATVUATILALITUALAY AN BUEIAN L

) (ﬁ f
P /‘\ﬂ,;/ ) / /@b » M/
TONE ok ol US¥aMNTINNS 2840 Ns5UAS 3, ave nSIUNTS
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Bioavailability and Bioequivalence Studies %38 gilans@nu¥IUssanduauaziiauyaves
nanfusien nsznsrsasnsgy Tasandundemhsnunediauyailéfunsiusesan
ddnnuanznssunIomsiaren atutlaguu (hsdllildeduuuy)

12) dnumifsdesuseswinsgrunisujoanundninueiisnisialuresu jUAns (Good
Laboratory Practices (GLP) 'l‘uﬂ‘a‘iﬁﬁ'ﬁﬁﬂ']'iﬁntﬂ%'iﬁuuvaﬁ@i’mﬂizlmﬂ

13) dumlsdefuseunassuMsAusnyIkagnsEaEEIRIMANINAIBSATUNSIAUI Y
waLN$¥1881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) JiauasnResdwiegneeeg oy 3 VI UITYINe

15) dumlsdesuseanasguiesufiinig ISO/EC 17025 lusemseniliaue (dnil)

16) dwnenarsuansteyanislasunisussglu Green book veansuingmansnisumme (61d)

17) dAnunenarsuanidayanislasunisussqlu Orange book ¥84 US.FDA. %38 European
Medicines Agency (813])

18) nydillvendunuudeaansnisAnymiaediin (Clinical trial) voselulssmalvefiuansdana
mepatinvasenUssumisuiugsuLuuLasAtuilusaIsanmsuwng (i)

19) NM5BUTHITETTTNTNIUAMUTENIARLNTTINIRALITLUUBUMITA 3BNATE55Y
MFEnsANESuNITUIEEveUsTmAlne WA, 2559 wied3usTINdLY Nidenadasiulseme
“ (1))

5. Foulvdue

1) gwpalongwmasliounin 1 U dunniufidweusn

2) smniavnsuanidaweuliuigudnisunndaazdosdumisdesuseamanisiinsvy
(Certificate of Analysis (CoA))

3) Fuiwezdeailuduseniundsusilesilndnusergviailofinmsidonanimiouimuas
TN

6) mngudnisumdmutlgmaunmanuaniusiuazfesnsdmsaiiieinsssinuam
Smherdadusieesdufiuisveudliinglunsiinssiguamen wazdwilusnudign
duilATeiAuLAguInITUNMEY

5) fauenm(ue)Busenlienidndyyneunsutimun feil
5.1. wnfinsguasaviiasisinnnsuinermansnisunmdudnanisiasisiliiduluaiy

WINTFIY

52. nifﬁm5mﬁmﬁawﬁmﬁz_}ﬂL"’s'amﬁuﬁumnﬁmmmﬂimaﬁﬂﬁmﬁuﬂmznﬁumsmmmmm

5.3. ndinudgmauamatnadniusiiondmadeUsyansuawaraiuasndesegUaod
Iasuen

5.4. nsfifAmensTuMTAdTNsTIRaEN ST aFReeenantyden Audmsuwndvvesnidn
msdsdoeluadedaly

ATINNTT

(U ywad Mnvioanssng) ] (ney.gds1 lnman)



gudnsuwnddeyauriiuniny vausenu

WUUUsEIUA1UsEaNSnmeas1a (Price Performance) Usstnveniadl

Wi 1990 22

v v oa ' K as . B v & o v W oad =
Savazazuuulagliudnnisalsimvin (drsuminlasszuunsdadedndrsnaigdedianuseiing)

.-

% 9 m/ 32:3.3&:.5:\%Jcmzrmmﬂﬁmcjpﬁjgeﬁﬁ;e

______________________________________ Uses1unIsunIg 2890........ e DTN

(unneggwad Wnmpawssu) (ney.adan Wsna)

Auls imiin (Fevaz)
1 aunmuazananinidulsylomisenesns 70
2.3 30
1. puamuazausuanduUsElovisenssnvns (Gavas 70) Fan3fn
inausinsUszIiugunKaRfusiEndaaniiy AZUUL
n. 524.5232&.“.8 (General quality criteria) 20
1) AATFIUMIKAREIMUVENINAAIBNSARIUNSHEAEN 1.5
2) wnsguiagaumednny (Active Pharmaceutical Ingredient Specification) Wazannsgu
nanusiend333U (Finished Product Specification) 3
3) WAIFIUNINBIUZUANS 2
4) WASTIUMIAUIITILEENTEIBIIEANINAIINIARIUMIAUINYILeENsT N8N (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5 3ATHIUKENAUN 75
6) JEmgqmmrmm%uH@a&am:,_.Em&mﬁc 4
. SEQ._JE:JSE,:J« (Specific quality criteria) 80
1) waigdaunmmiideiuseamansinsei (Certificate of Analysis ; CoA) 20
2) HaiguANAIWNSANYIAINAIG (Stability data) 7
3) HARgALAMNNYBINMTLEUTIYTIRNNAE UsIYiusilaraain (Package & Labeling) 3
4) anuvindedlunstidasnwiueafuluu (Therapeutic Equivalence) 25
5) n1sAnw/Adeneaatn 20
6) FTUUBUTUNMINILEIINY UAntinau 5
AZLUUIIY 100

___________________________________________ ASTHANS
(ney.qTs Blnwndn)
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2. 51 (Fewar 30)
%E&méﬂaé«ms%u__wz___.m«.gmu____.::._,.sﬁuccmd&‘s@«mﬂsmﬁz._smmmdmm_,masmmm:m (Electronic Government Procurement; e-GP) weinsulgydinans
NITNTNNIAN

Q\ 325323.Mmﬁ_e_sﬂm_m«_.mmgﬁnmem:guzﬁu
139D ool USESTUNTIUATT 2.a¢90 / AIILNTS 3, adfe
(uw. g Flnnaanssw) (ney.adan usng) (ney.g¥s1 Blnwdn)

ATTUNS
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Fon13An
insusinnsUszIiununWRARAueTEYeaniiy AZIUY
n. SE&aEb;ﬁ&aE (General quality criteria) 20
i 5s.mu.:s._azmxﬁs;zsm:_._._a&mm:‘anﬂc:dzmsﬁ (AzUYYTI = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (AP) Tumnaniliausne atuangn 0.5
museumsasdeulneiinaiusestiviulssmeausemesay/Aaiden (Aendaladonids)
1.1.1. l#¥un155us83 GMP-PIC/S 9 PIC/S participating authorities 138 cGMP 0.5
1.1.2. 1§Funs3uses WHO-GMP vi3e vi3e cGMP viiaiiisuwi Tumnaiiiendiaaiu AP 0.1
1.1.3.1#un15¥uses WHO-GMP %3e cGMP vidawfisuwin uslisvymuandaiu / Litlienans 0
wanIn193uIes GMP (luwersas1)
1.1.4. 1¢¥un133uses GMP-PIC/S wia WHO-GMP 3 cGMP finunengneuiulssmeausznan 0
101 waglifionarsuansnsbuvesioeny u3s luidvangmuansiuuneny (witersan)
1.1.5. lail#Sumsiuses GMP-PIC/S wia WHO-GMP (lsiWarsasn) 0

1.2 Certificate of GMP Finished Product Tumupenfilauewie atuagamuseunisnsivaeulas | 0.5
finasusesiivTulssnavsznaaen (Fandaladonily

1.2.1. le¥un1s¥uses GMP-PIC/S 910 PIC/S participating authorities #38 cGMP wag/v3e 0.5
nilsdoSusowndnium (Certificate of pharmaceutical products) a1 PIC/S
participating authorities luminaeiiauens (nsdleminth) vieldsunisiuses GMP-
PIC/S aNdtiNUANENITUNITEIMISHAZEN

L at =4 = L j L3 @t e,
1.2.2. 1#¥un35uU389 WHO-GMP %38 cGMP vad Usevagnin Tuviiniiieadeariu Finished 0.1
Product wav/vive wildeYusesndnsius (Certificate of pharmaceutical products) Tu
= = °
WiREilduaTIe (NItiuMing)

1.2.3. 1#¥uns¥uses WHO-GMP usildszywnadaau (luitersw) 0
1.2.4. 18¥un35uUT99 GMP-PIC/S %38 WHO-GMP %38 cGMP unangneuiudseniAlsznin 0

1 L ) =
511 wagliifionansuananisbuveneony (lWersas)

e

\-‘

ANENITUNTINVLAT AN SEALAYANAN BILIANE

¢ 7

1330 UsEs1UNTIUNS 2.a3%0 ST NSIUNTT 3, aso

nI3uNT3
Es,..refm Anmoawssn) (ney.adan .ﬂﬂ;gv (ney.q¥s7 Blnwada)
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Fansén

inausin1sUsiliununwkEn s Yeaniy

ATLEUU

L - = o ] o ar
1.3 Wuinanluusendlvne womnidusnihidnandmelsemea deadidnumilidesuses
nansioue (Certificate of pharmaceutical products: CPP) viseviideiuseinisdmiing
e =
(Certificate of free sales: CFS) Tunuineilausv ey

0.5

1.3.1. CPP vide CFS atuanan (mwsounisasieaeu) nsdideglillergnmsivsaeiviudsznme
Usgnansn viabuewindsludsymelne

0.5

1.3.2. lsiil CPP wa CFS v il CPP / CFS fivmneny

2. | mnsgringdudaendrdiey (Active Pharmaceutical Ingredient Specification) uay
iAsgIURAnTueiend3agu (Finished Product Specification)
Aorsanannenansmstunsdoy (azuuusiy = 90 2.1 + 2.2)

2.1 wasgruingiudendidny (Active Pharmaceutical Ingredient Specification) (i@anvalade

wils)

2.1.1. nadild¥unsduseslushsnen (Official Pharmacopoeia) (iFandaladanils)

L - ar i Lk 24,
1) &wda USP, BP, Ph.Eur,, IP, JP adugiga (muenansiitunzideuld) madumsunly
- v oo = o w ] P e
nuidou deafiuAlulunsibousmivewd (o5 1 o.0ylf)

1.5

15

[

2) #wds USP, BP, Ph.Eur., IP, JP atiudian (muenansituneideuld) mindnmsunlufes
= L = -3 ar el = I e M fas e
fimstuuflulunsifoudueud @ 0.5 fbu ou. nelu 2 Juadlilafuniseyild

L 1 s
wazBuunluneuiulseningn)

0.75

3) #1983 USP, BP, Ph.Eur,, IP, JP atulminiuseme (muenansiivunzideuld) sy
i mndimsuiledesiudlalunsidoumiveniouiosudl @e.5 1 oy.0ylR)

4) #1983 USP, BP, Ph.Eur, IP, JP atuluminiiusemea seysisnen wavmniinisuileinig
L =i o e L9 =4 LL 1 ar ras e L
funtlalungifoumiueud @ o.5 Atu ov. melu 2 U wadslilaFumseyld wazdy

0.25

unlvnsuiulseninsian)
5) 91983 USP, BP, Ph.Eur,, IP, JP NUsenA seyssen waswiluly
- o 1 ¥ as e = o as
neidoumuenudn wade lulaguualylunyidoudniven

6) 81484 USP, BP, Ph.Eur., IP, JP (atfugndisiend sun.Useme) uasuilulunaedou
o w w = o A
v N AU (H8.5 1 98.91aR)

\3\ \/\N ARENTIUNSAMURT AL EBALAZAMTNYLIRNTE
UsE5IUNIIUNTS m_mﬁmm.,_i&o\%\ ... ” _ W .... Y NSTUANS

(un ey Hnmaanssal) (ney.adan lisna)

3, asde %N@ n333N73

(ney.a¥s Alvwan)
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Fon1sén

innusinsUszifiugunmndasusiendaaily AZUUY

L =3 LT] o L L

7) 81991 USP, BP, Ph.Eur,, IP, JP (atugiusisiendt sun.useme) wazBuunlaluneideu 0.15
o w w - ol el - " M e wa - ' s
f¥ueud? (@ v.5 18U e, melu 2 Yuadabilasuniseyli® wastuunluneuiu
U5¢nNI0571A1)

L4 - ar o n_ =l
8) 973989 USP, BP, Ph.Eur., IP, JP (RUUAINAIIEIN SUA.UT¥NA) wazwn b lungideu 0
f¥ueuds wids Ildduuslelunsdoudiuen

9) sudemsrenatusiinusznasisien (linesu)

2.1.2. masgrusonuOfficial Pharmacopoeia yosUsemaniduandnues The International
Conference on Harmonisation (ICH) (tawizaa1n ICH il Official Pharmacopoeia
harmonization fie USP, BP, Ph.Eur., JP., Ph Int.) w3adafimuauazannsgiu In-house
process fidanadaafiu ICH Guidelines Wwag/w3s Pharmacopoeia General
Requirements (i#andaladonils)

1) 91984 In-house process fiaenndasiiu ICH Guidelines vesUsunaain®n ICH uaz/
9138 Official Pharmacopoeia lu@u General Requirements (General
chapter/general text 1@ Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) wag Specific test a3l Dosage form (19U gdlavisounUyanesdl
Dissolution test, Emm%iﬂmr%@mmam Sterility test, Endotoxin test, Particulate
matter uazeveeanuazewuRedl sterility test [usiu) atudiga yaiade uagm
WunsudleimsuilulunsdewhiuenGouiosuds @5 1 ov.01siR)

2) 91984 In-house process faonrdesiu ICH Guidelines vasUsuneasndn ICH uaz/ 1.25
%38 Official Pharmacopoeia lu@iu General Requirements (General
chapter/general text \%u Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) Wag Specific test @131 Dosage form (1u edlavauaUganedl
Dissolution test, egmgaﬂja‘_:_.%m&ﬁm Sterility test, Endotoxin test, Particulate
matter LaLEMBOANILALEINUABE sterility test 1Tusw) EEESJQJ
m:m SUA. %«33 vt wnniunmsudly fnsudldlunsdeuiiueud @o.s 1

n ou. 9

ARIENTTHNIINTUATIDALLSUAUATANAN BUZIANTE

)\ A
A
......................................... UsEHUNTIUNTS 2.4%8 N334NT5 3. astie &Nm\:ﬂtzﬁ

Es.ﬁes_i mnsmbsﬂeu (ney.aden Fi%& (ney. T3 Alnwian)
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Fansén

na9in1sUsTiugAWHEAfMeiBYos iy AZLUL

3) 1984 In-house process fiaanAdasiu ICH Guidelines vosUsEIMALNEN ICH Waz/ 0.75
50 Official Pharmacopoeia lugu General Requirements (General
chapter/general text 1% Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) wag Specific test #nu Dosage form (1 m,;masmm_:miﬁmmmam
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chapter/general text (U Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) uaz Specific test 713 Dosage form (1Wu eflaviouaUgasel
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wilvAawiulseningia)

0.25

5)
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nstlulgiunssusedlusisen (Non-official Pharmacopoeia) 31053 1u#BI9"
Official Pharmacopoeia yaeUszmanduain®nues The International Conference
on Harmonisation (ICH) (iwizUssinaanidn ICH 7 Official Pharmacopoeia
harmonization A8 USP, BP, Ph.Eur., JP., Ph Int.).) smmﬂmméﬁgrrmugsmmé In-
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4 Sﬁu;z:._mmcmma Good Storage Practice / Good Distribution Practice (GSP/GDP) (tasn 2
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4.1, 1§%uns¥uses GDP-PIC/S anmheususasiiundedie wu SGS, BSI 2
4.2, ¥%Un153Us89 WHO-GSP+WHO-GDP snnmiasatususesiitnidedie wu SGS, BSI 1
4.3, ¥ uns¥uses WHO-GDP snamhsnuiusesiivndedie wiu SGS, BSI 0.5
4.4. 1¢un133Use1 WHO-GSP annviheuiusesiiunidedie 1wy SGS, BSI 0.5
4.5. liila3umssuses GSP w3 GDP 0
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32&5433&52% fiaanszyves Lot No Judueny ving wileeges (unit dose) Uas
i shdnwsfiansntivisuuiding AUy
6.1.2 Wueiialivssgues widaedasfuuas (nsdlinesgrunduiniussy) uas/viedaaiu 0.5
Ay (nsdnmsgrundiiusey) fnsussqluussyiusimuimvun udlifinsssylivu
usseiue seyamghuenaniffiuen
6.1.3. \uentussgluunaen finsussgluussyineitiosiuuas (hsdlnmsgmunduiiusey) 3
Haafupnnutiu (nsilnassundusiusey) Saanseyden Lot No fudusny yinq miedes
(unit dose) asuau uslslil fhdnwsilaunsadvsevudinen
6.1.4. Sﬂ.ﬁgﬂgag%g%sqaéﬂcﬂi (muiifmuslunuantEanly) :mum mmémém@ 2
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. 52&@.2355.:,& (Specific quality criteria) 80
1 | wadigadfunmmisdaiusesnanisiasiey (Certificate of Analysis ; CoA) 20

(AU = U9 1.1 + 1.2 +1.3+1.4)

1.1. anuduiusvemaigadnunmmiideiusewanisiinsizismendidty (Certificate of

Analysis of Active Pharmaceutical Ingredient) Qmma%muae&mxﬂﬁ =2

1.1.1. COA Tngfiu Sivawes Supplier way Manufacturer wasidutngiuiindnuidieatu 25

1.1.2. fllawzves Supplier waz/wie Manufacturer vi3e liligunisndaifesiu 0
1.2. nefigninaunimmiiideiusemanisiiaseidied ity (Certificate of Analysis of Active .

Pharmaceutical Ingredient) am_ma%mma%mxm‘&

1.2.1.959AU Active Pharmaceutical Ingredient Specification yate ,m_,“émﬁ Supplier way .5
Manufacturer uwagiinisuanswaluguuuugaiay fiav (Uag/visuaninanIsinszily
UNFITaLYU impurity iarasanaunuinavlsiou Below Reporting Threshold (BRT)
%38 Below Detection Limit UagidndA? Reporting Threshold 38 Level of detection
lulviasizsien) snidu e Physical test, Description, Appearance, Identification

1.2.2.7390U Active Pharmaceutical Ingredient Specification BENBH_\E V84 Supplier ¥3a 6
Manufacturer uagiinsuwanawalugunuudiiay (uas/v3suaniuanIsdinswiluyniaie
19 impurity Fasanaunusuayldies Below Reporting Threshold (BRT) w3e
Below Detection Limit UazansA? Reporting Threshold %38 Level of detection Tuly
AATI¥YE7) BNLIU Wl Physical test, Description, Appearance, Identification

1.2.3. @591U Active Pharmaceutical Ingredient Specification sbu@umm M9ue3 Supplier wag 3
Manufacturer ugifin1suanmaluzuwuu “Conforms, Complies, Not detected, N/A, 2,
<” gnviu Wit Physical test, Description, Appearance, Identification

1.2.4. a531fuU Active Pharmaceutical Ingredient Specification ynatia ¥e3 Supplier ¥3a 2
Manufacturer me:‘_ﬂ_.mﬁzm.?m.%rcd “Conforms, Complies, Not detected, N/A, 2,

Cs e:_.mw\&a.m_\m Physical test, Description, Appearance, Identification
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1.2.5. @33fU Active Pharmaceutical Ingredient Specification ya¥adia ves Supplier 38
Manufacturer s Tudiadn@eyiiu Assay, Related compounds tusiu finsuananalu

sUuuu “Conforms, Complies, N/A, 2, <” (lsinar5as7)

0

1.3.

anuduiusvesraigadnunmmilideiusewanmsiinnesienduiagy (Certificate of
- 2 - £ =
Analysis of Finished Product) (i@andaladanils)

25

1.3.1.COA finished product ¥ ingAujunisa@niaeaiu COA Active Pharmaceutical
Ingredient Specification

25

1.3.2.COA finished product ,gdus mtjdzms_.mmamc COA Active Pharmaceutical
Ingredient Specification

1.4.

wafgadnunmvlidesusemansiinsiienduiagy (Certificate of Analysis of Finished
- =
Product) (i8envalavanils)

b

1.4.1. ®33A Finished Product Ingredient Specification ynvihde way fnsuaninaly
sULuuiaY (Uas/wSauansuan1sansiziluuiniadeisy impurity Aansonaumu
sauavlalou Below Reporting Threshold (BRT) 138 Below Detection Limit Uaziany
A1 Reporting Threshold %39 Level of detection luluisizvien) snviu Wtde
Physical description

15

1.4.2. #3317 Finished Product Ingredient Specification ,%sém el ta,_m_.rm%gm.?.u.%:c
“Conforms, Complies, Not detected, N/A , 2, <” aniiu Wide Physical description

1.4.3. @591 Finished Product Ingredient Specification nhde sl luwadadAgyaadie
87 19U Assay, Dissolution, Related compounds tusiu finsuananaluguiuy
“Conforms, Complies, N/A , >, <” (laiWa15au1)

zgzaataeb._s:\amg:ﬂzm;a (Stability data) (Fondaladonil 2.1. e 2.2.)

2.1 32553a:gmésésaséecEs._a In-use stability) 19U &129 grinaunovld sveann
Hudu e msveaeunsuliesudinenuag/vise In-use stability Tugnigin (Husiu
(ASHUYSIN = 99 2.1.1. + 2.1.2. w3998 2.1.1. + 2.1.3.)
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2.1.1.n15fnw Long term stability (t@andaladanits)

q

1)

fin1sfnw Long term stability fianmigdnifiu (Storage condition) agstios 3 Junns
wan el ulueudervualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdifiasnsaiiun1sfinuléinnu ASEAN Guideline $iauuu Stability protocol
vio vangilldsuniseyiien ee. filnanisAnwasusigeniiimualiuuaann Taeil
Wan15ANY1 On-going stability U1 uazuanaan1snsnimseiiduday eniiv

v g ° =

#1te physical description UazilUNITNAADUATUAIU MUFITIENND19BY (19
USP, Ph.Eur, etc)

4

2)

fin1sfinwn Long term stability fianmizdaifiu (Storage condition) aesties 3 Junns
nan_walailulumuderviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nsdiftanunsariun1sAnuléniu ASEAN Guideline $aaunu Stability protocol
v3o néngiildunisoyiAnn ee. AliwansAnwasuangeriidivunlivuaain Tnedl
HaN15ANYY On-going stability Yanga uazuanwan1snsndrsziidudaay sniiu
wile physical description ailftonmvageUATUSIU AaTIENTIENB

3)

fin15Anw Long term stability fianiedaiiiu (Storage condition) aeatio 3 U3
nae ulumudeariiviualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) m_.zm:dm:d._mémﬁm;m%sgﬁdcsm;: ualaisinan13@nw1 On-going stability U
d1gn wazianarnInsvinseidudaiay sniuiate physical description wadl
FdensnaaeuasUBau AU ienads

4)

finsAnwn Long term stability fianizdniiiu (Storage condition) agnsties 3 JUN3
e lulumaterivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) sinansAnwliiasusngeniifvuslivuaain udiinanisdne On-going stability U
#1gn uavuansnansnTvlinTsiildudaay eniiuiate physical description uagil
Hdensvnaeuasudiau s iensds

fin1s@nw Long term stability fian1zdaifiu (Storage condition) eeatios 3 JUN3
nan Wiluuderiimuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
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RH) finamsAnwliasuargeniiivualivuaan uaghifinan1sfinw On-going
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17025 Mhilvgnan w3a InansAnyiuszansraveseiinuys

2) vinutadinenls Winenfisesunn (udsrald) uasiinnsnageunisinuuaniadine 1.5
(Splitting Tablets with Functional Scoring Test) WAZHANISNARBUAIILAINIYBILIRA
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USP %38 US.FDA ugilifinisvaaeu impurities Tuegnfiwnuus

3) Wnuvadeenls aelfisesuin (Fnudeaield) wadnsvedeunsfnudndaine 1
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