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ANANBUZIANIZY D987
687120: Senna glycosides 7.5 mg tablet, 1 tablet

1. AuaudAaly

11 sduuy Wuguda dmsusudsen

12 d@nuszneu  u 1 e Ysgneume Senna glycosides 7.5 mg

L3 mvusussy  ussqluulnaiin (well-closed containers) tasfumnuiy
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1.5. Msvndeuamautivialu (General chapter)
1.5.1. guanUfves Tablet In15uansna/nsnga Universal test sasioludl

9o 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 (cH specific test (2.1.)
Silffii?ifZ&i‘fﬁféﬁiﬁfﬁiﬁiﬁ;ﬁi’;‘i18) (Foemsaunaledinunni Reporting threshold)
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.)

1.5.2. pruanUdRved Active Pharmaceutical ingredient {iNsuaAINA/N15MTI9 Universal
test aamaludl

L) Test Acceptance criteria
Description/Appearance Complied to Active pharmaceutical ingredient
specification
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) Test Acceptance criteria
2. | ldentification 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
/Related substance cx specification or specific test (2.2)
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)
- Organic impurities ,
Meets the requirements
- Inorganic impurities Meets the requirements 1114350159523 heavy metal
(Elemental impurities
analysis)
Residual solvent (cH asc (Rs-6), Uspaz Complied to Active pharmaceutical ingredient
<467> EP general text 5.4, BP appendix VIIl L, JP17 or specific test (2 2)
supplement1 p.2634-40) = )
5 | Polymorphism identification wnuanan1siu polymorph Tiwansniwanenieed
(USP<941> X-ray powder diffraction) Ay Crystalline or Amorphous
2. pudUAn1amaiia

Naﬂ’lsm’m?mi’lzﬁqmmwLfluvlﬂm&l finished product specification LLaz Specification of

; . . : {o a o o @ @ e A Vo .
Active pharmaceutical ingredient (API) NENBINNLAFTATUALULABINY FIldaanzidousa

FUNINUARENITUNTOAITURZEN NIENTWEDITUGY NIRLNRTETUN ITa9asa o duay

{ a ' " o g 0o @ & ]
ﬁLV]UULY]']‘W%@IV\Nﬂ’J’]qujﬁquLﬂﬁTﬂ']iUIﬂ@niUﬂuﬂ @’]Nﬂ?:ﬂ’]ﬂﬂi:ﬂi"JGa']ﬁqimqm L%'EN

UMY W.A. 2561 RITUN 6 TUINAN W.A. 2561 (aoﬂs:mﬂ‘lm’mﬁamiyunmi’uﬁ 12

o ¢ o o A o A
Quﬂ’]wuﬁ 2562) ag quﬂqﬂm (QUHY]Z) W.¢1.2562 /IUN 3 ﬂiﬂg’]ﬂu 2562 (ﬂdﬂizﬂ’]ﬂlui’]"ﬁ

MIPLUNBIIUN 26 NINGIAN 2562)

2.1 Finished product specification

4@ | Specification of Acceptance criteria
finished product (In house)
1 | Identification In the Assay, the chromatogram obtained with the test solution
HPLC: shows a peak corresponding to the peak due to Sennoside B in
the chromatogram obtained with the reference solution (b).
ANENTTUNSIVUATIBALIBEALAT ANENYUZIaNY
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49 | Specification of

finished product

Acceptance criteria
(In house)

2 | Assay

90.0 - 110.0% of Standardised senna extract equivalent to 7.5 mg

total sennosides (calculated as Sennoside B)

Disintegration time

NMT 15 minutes

4 | Uniformity of dosage

units

The acceptance value of 10 dosage units is less than or equal to
15.0%.

2.2 Specification of Active pharmaceutical ingredient (API)

i Acceptance criteria
19 Specification of API
BP2024/EP11.0
Appearance : brownish or brown powder.
1 | Identification
A. HPLC or TLC The principal zones in the chromatogram obtained with
the test solution are similar in position, colour and size
to the principal zones in the chromatogram obtained with the
reference solution.
B. Chemical test A yellow or orange colour develops. Heat on a water-bath for
2 min. A reddish-violet colour develops.
2 | Assay by HPLC 5.5 - 12.0% of total hydroxyanthracene glycosides, expressed
as sennoside B ( driedextract)
3 | Loss on drying NMT 5.0%
4 | Microbial contamination
- Total aerobic microbial Complied to standard of API
count
- Total combined yeast Complied to standard of AP
and mold count
- Escherichia coli Absence
- Salmonella species Absence
Residual solvent Complied to standard of AP
WEe - NMT = not more than
* 9798 Dissolution k@ Uniformity of dosage units ThuuLonanswaniseazisan
KAN3A529RATIE MndlldudareazBeniidusnanliluly coa
- ns@ifieanzidoundanisiu (waive) mM3nsiadeviiasizisnenisla Induuans
inansuangusanafilisueysiiae
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- Drug substance specification R91581910UATIEVVBIENER drug substance 130
TUALAs189 drug substance vasguAnerdniagy avulaadunis Galinsnsie
AATIIATUYNTIITRNM LA

3. N15UsZLAUAIUSEENSAINADI1A (Price Performance)

= dl' a ' a a ' %
UALLDEANIULBNAT 1989 NNTUILLUAIUTEANTNNFBI1A1 (Price Performance)

4. PNEISN I IUNITNAITUN

wnansnldlunisiansanaunime liisesdrduienatsnieussynuglavendns

ANUaINU faRa Ul

1)

duenarsmivel Mwlng Lag/M3en1¥sangy
wueing: lunsdidldeduuuuazdesdionasuansdouddveseniilumsiuses

MndNUANENTTNNITOIMITIAZEY Tkansiienduideusld dearssste deviuly
Wisuwihiusduwuuluruneeildlumsinvivinty uagiinsseydernuiieunsidels
Tuenansmiuen
fnenaskAnTEANULRAINTBINLE U (WHseuazndaden) suiildtunsdouly
duudvetunsideudiuen (Wuu v.e.1 v3e v.1) Asunnnth wieusieaziBonnu
dnuwazianzyee @ sagular e muanInIgIuTesIsn15IiAIIERen (Finished Product
Specification and Analytical Procedures) itunzideuly Tnedosdnedasisueniiusenia
N3ENTNASITUFUSUTBMTE MININUTENA

wugmg: n3dinegszninalldsunvaudlyisinsgiuazdodmunuinsgiuli
aonndeanuiseiuszmasuseIIafetagasied inuANEATIINNTBIMSUATEN
THuuvdnundmeudludsuwvasmemslunsideui¥ue) (wuu no. 9) wse duurdve
uiluasunasmemslunsfousiuen wuu o.5) smiouiume
duunluddynistuneDous$uen (Wuu ve.2 wie vie.3 v3e ve.d v3e 8.2 udusind)

4.1.1.nsdlfewaslulszimelne (ne.2)

4.1.2 nsdiftenindiemsuisussgluusemelng (no.3)

4.1.3 n3dgndhanessene (ne.q)

weimn: nsdidinsidsuuasudledfuoyynuasanuiings Tuuudiundeudly
Wisuuammenslungdeudiisue wuu ne. 9) vie dundvsudluasuassems
TungifeusifugifetugFuougnauazaniuiings (L o.4)
duumilsdefusewinIgIunnane 1 undninaeiisn1sialun1sndnen (Good
Manufacturing Practices (GMP)) lumuaafiiigadosdugifiiaus (aduaiganiuseunis
nyrvaeulnedieglurinnainsiusey) lngsesusznausiey
5.1. dnuvtideiusesnnsgiunseanginamdninaeiisnisialunisudn Tagiusen

d1Agy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dumTiEosUTmIATHIUNTHARE1AUVANLNUNIEAN TR TUNIHERNER FnueiEn

d593U (Certificate of GMP Finished Product)

ANZNTIUNIMMUAT Az UALAE AN NYTIANE
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6) wInIFINvetanImuARMAINIngAuAI81d1ATy (Active Pharmaceutical Ingredient

9

Specification) Wagnansmuaiendusasy (Finished Product Specification)

Y
[

6.1. duunsgruIngauaiend1Any (Active Pharmaceutical Ingredient Specification)
wazuInsgIundndnsiendnsagu (Finished Product Specification) lagsgyssen
(Pharmacopoeia) 4814330153 lagunnsgueddesdoaduldmudermun
wazansg eI giluimnelamaemils muUszmansEnseesisuay
304 sEysT1en
6.2. @1Lu1 drug monograph ma&ﬁgdﬁamﬁﬁﬁ’m (Active Pharmaceutical Ingredient) wag
HAnsuaie1dn5agu (Finished Product)
6.3. N3G Y0 gAuAI81d1A ey (Active Pharmaceutical Ingredient Specification) #3®
wansiauaiendn393U (Finished Product Specification) lius1nglusisnen (Non-official
pharmacopoeia) fosuanmanguenfiinnsgiureansinsesidulunadeniade
Tasiolud
6.3.1 idormunuazinmsgureansinsgilumaeesUsemanduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

6.3.2 FofmMuALALINATTIUYBINMT ARG (In-house process) iaanAdBaiy
ICH Guidelines %38

6.3.3 Fermunuazanasgruiluream g munlushsie sisiela fsen
wils MUUTENANTENTNASITAUGY 1389 TEYTEN e‘i’m%’ugmmumﬂu’uq
(General requirement for dosage form)

NUBLNA: VoM IMUARUNAININGAUAI81d1A7Y (Active Pharmacettical Ingredient
Specification) wazndnsiaiend1593U (Finished Product Specification) f848148431n65"
deafusazatuifeatu enduudnsditdnoddeoimuntazainsgiuveanisiesizs
lawzingiusendfey vie ndndnmendusagy

7) dnumisdesusemanisiiasieyt (Certificate of Analysis (CoA)) lneRasusznausie

7.1. dwmlidesusemamlaseiingiumendifty (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngfasusznausie
7.1. 1A wmilidesussanan1siinsziingausmiendfy venaningaumiedfey

(Supplier )
7.1.2 dwumiidedusemansinseiingiuiiend iy veulndandndaueieduiagy
(Manufacturer)
7.2. dAumilidesusenanisiasizindndusierdnsagy (Certificate of Analysis of
Finished Product) vesnanndnsineiedniagu (Manufacturer)
8) dlulenasLanNanIIANEIAIINALT (Stability data)
8.1. dUUNBNATUANIHANIANBIAIINAIFITZEZENY (Long term stability data) 9117 3
FJUMITHER
8.2. AUNBNATUAAINANITANWIA1UAIATUEN 172139 (Accelerated stability data)
U 3 JUNTHER

ﬂm:ﬁﬂiiilﬂ'ﬁﬁ'Wi'uﬂi’li]ﬁ&gﬂﬂ&hﬁxﬂ‘mﬁﬂwmzLQW’]S
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8.3. duntenansuansnanisinufiuansineanunsainuuadneld 1 4a /diuiuans
UszAvisnamssnw (nsdlenda) (i)
8.4. nsdhdueniidesarans Adeareneuld WidnuenarsuanmsAnmamuasiingans
azaNeLaz/13e 11992 / vaalald Tusvhavaiennee asuduasdennassiulonans
Afuen (In use stability data)
9) duumilsdeiusewdndnaiondnsagy (Certificate of Pharmaceutical Product) law1zen
Unthunlulseinalne
10) dumangiuauaNyaveInNindiueien (Bioequivalence) lngnanisfinyiauanyaves
nAnAugE (Bioequivalence) Lulumudarviun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies #38 filan15Anw1¥IUsEaANSHaLAsTIaUYE
voandiniurien nsznsasisugy lnsaadursemissnufnundauyedliiumsiuses
0 drdnaueugnssunsamsuazen adutlagiy (hsdlilvenfuuuu)
11) dnumiadeduseswinsgrunsuianundninaeiisnisialuiesufuanis (Good
Laboratory Practices (GLP) lunsdliivihnsAnwaauaiisneuszime
12) dnunmisdeSuseunnssiunisiivinwiuasnszneenumdnnuei s unsfivine
Uagnsg8e1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) flaueIANGBIAI0E 1910810y 3 MIBUTI U
14) dwmwlsdesusennasguviesUiinis 1ISO/IEC 17025 Tusrsmseiaus (613

15) duuenansuanstayanislaiunisussglu Green book vasnsuivienmansnisunwnd (i)
16) dtunenarsuansdayanisiasun1sussylu Orange book 484 US.FDA. %38 European
Medicines Agency (61d)

)
)
V4
)

17) nsallailyenfunuufawanan1sAnyIm1enatn (Clinical trial) vosenlulseinalveNuansda
NAVNARENVBINUS I UM UNUEIAURUULAZ AN LUINTANTNINITUANE (8731)

5. Wouludue

1) ewesllengwaslitesndt 19 6 ieu tuainiuiideuauen

2) vmnavniseanidesuliunlsameuiassfesdiuiniadefusesmanisinsey
(Certificate of Analysis (CoA))

3) fueasdesiludusensuasusilenlndunengviailaiiamsideuanwiauimunsma
IR

4) mnlsameruanulgmaunmainadniusiuazieinsdnaiedinsziamnm
Tmiherdndurisnvziufiuiaveualdsslunsiieneinuamen wazdsenlusuiy
gnduliasgiAuunlsaneIua

5) giauesin(Eune)iusesliuniandayyineunsuninug Fail
5.1, MNINMSEUATIIARTIERNNsHINe MR snIsunngudanansiasiziliiduluniy

=D e3¢

UINTFI
5.2. ﬂizﬁwamﬁm%awﬁﬂﬁgﬂL'%&mLﬁuﬁumﬂﬁaammm‘[maﬁwﬁmmﬂmznssumsmmmasm
5.3. nstinulgmannmannuansiu gie1vdmaneysedvsnawasaiulasadenegUien
T9suen
ﬂiu%ﬂiiuﬂ?iﬁ’]ﬂuﬂﬂﬂaﬂLgﬂﬂLLﬁgﬂmﬁﬂmeLQW'\x

e C/x%w
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5.4. nsdinAugNIIUNSLNdYNIIuLarnsUURRRgeen Tt 1sanenunavesnidn
nsdsgeluassinly

ANENTIUNIIVUATIEaIBALALAMAN YZIANIE
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WUUUIZUATUSEENSNNRB51A1 (Price Performance) Useunvenadl

i 1

N 19

EEqumthJjSiSm;mmurmmsrrmuagm\zimzu5%3«

i !

.................................. U5e5unssunIs 835 i O L AU B T U1 AT

(un.dan AsUSoAILY) (ney.adan Lfs1na)
1Y 1

(ney. g5 Elndn)

AuUs dwiin Goray)
1LaunnuaraaiantAniduusslowidovnasenis 70
2.5 30
1. aunmwazauautandulselovideniesunis Gewaz 70) Jansdn
\nausinnsUsziiugnREAAusiEdeanilny AT
n. .52&@235...@.2 (General quality criteria) 20
1) 1ATFIUMINEREIMANENINIASNIAR LN THEREN 1.5
2) wnsgIRgRUEeNd@IAeY (Active Pharmaceutical Ingredient Specification) wagsnsgu 3
nansiauie1d11593U (Finished Product Specification)
3) WRIFIUN NG URNS 5
4) ATPIUMIAUIIMILAENTEIBEMAMENINAeTIENMITIRLuNBAUShwIkaZNIEIEE (Good 25
Storage Practice / Good Distribution Practice ; GSP/GDP)
5) 11NIFIUNENSTU 5
6) AuautRnidoUsslomiromsufoRau 5
2. InusiANIWANIE (Specific quality criteria) 80
1) walgaupumwthdeTuseawansimaeyt (Certificate of Analysis ; CoA) 20
2) walgalAuNMNIANYIAMNALE (Stability data) 12
3) wafigatinunmresmvurUsTIdUNAE UsTieiLaraan (Package & Labeling) 3
4) enuivisulumstiitasnwiiuesiuluy (Therapeutic Equivalence) 10
5) AsAnw/ATenneatin 30
6) FYUUBUTUNUINITETIIN WANENITY 5
ATLUUIIY 100
Sovazazuuulnsldudnnisaasthmiin Eimém:ﬂsemucdnims.w@aesngsmmmomm_,m:sdom:mv 70 |

N3IIUNT
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2. 51 (Fevaz 30)
fudsnunmazgnussiiunagldrsuuulnesyuunisdadedadnuniaiziedidnuseting (Electronic Government Procurement; e-GP) veansuliaydinans

ASENTNNITAY

ANZNITUNSAMUATIEAZIBEALATALAN YIZIRNY

.ASSUATS 3 AT e e
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Fon13d
\nausinsUsziiuaun wREAA B ey AZUUY
. 5245232&%_ (General quality criteria) 20
1. Ssmw.ssdzmse‘_sésm:,:a&mmzdﬁm?:._.mzmsS (AzuuYsI = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumnenfiauens avuagn 0.5
museumsasavaeulneiinasusesdeiulssmalsemasia/daden (Fandaladonids)
1.1.1. 165un155U589 GMP-PIC/S 910 PIC/S participating authorities #58 cGMP 0.5
1.1.2. 16%Un"5%U589 WHO-GMP w30 wio cGMP wiaifieuwi lumuandiieadesiu APl 0.1
1.1.3. 16501550599 WHO-GMP %38 cGMP wiaifisumin wailiszymnadaay / Lidienans 0
wamaN133uses GMP (luwaisasn)
1.1.4. 1§¥Un135U583 GMP-PIC/S %38 WHO-GMP 38 cGMP fiviimengieuiutszmedsenin 0
51 waglifiionarsuannisduverieny u3a ludimdngrunansiumueeny (I
wWa15047)
1.1.5. ll@5umssuses GMP-PIC/S w3a WHO-GMP (luwWv15047) 0

1.2 Certificate of GMP Finished Product lunsiseniliaueus atuaiaaniusaumsnsivaeulay 0.5
finasusesiviulszniaussmenen (i@anvaladanile)

1.2.1. 195un135us83 GMP-PIC/S 910 PIC/S participating authorities #38 cGMP wag/%3e 0.5
nilsdesusowmanium (Certificate of pharmaceutical products) 370 PIC/S
participating authorities lumnaeiiauee (nsdetiidn) vieldiunisfuses GMP-
PIC/S N@INMUANZNTINNITDIMTHALEN

1.2.2. 165un35U583 WHO-GMP %38 cGMP w84 Uszinaguadn Tunuiniiiedatesiu Finished 0.1
Product Waz/v3e nilkdeiuseanansium (Certificate of pharmaceutical products)
TuvanneMauevie (nNSelendgn)

1.2.3. l95un155U589 WHO-GMP uwsilaiszyvisindaiau (luwarsa) 0

1.2.4. 1ei5un35U383 GMP-PIC/S #39 WHO-GMP %138 cGMP Mvainengiauiuuseniausenin 0
5101 wagliifilenansuannistuvesenny (luwo1sas)

AUZNITUNIIATMUATIBALBEAUAT AN YZIANTE
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1.3 ps@imdugiidnannausema deslidwuimidesuseswdniug (Certificate of
pharmaceutical products: CPP) visentisdeiusesnsinnune (Certificate of free sales: CFS)
-
Tuninegiiaueve

0.5

1.3.1. CPP v3a CFS atfuangn (91u/50Un139339a0U) n3dlilenyilergnisiusesisiudsenia
Usznangim viselueindnluuszinalne

0:5

1.3.2.'liil CPP w30 CFS vide i CPP / CFS finuaeny

wnsgeingauadedfAty (Active Pharmaceutical Ingredient Specification) uay
umsgrundndnsiendiiagu (Finished Product Specification)
wﬂﬂQub\gs\w&nmbmgusqu.%‘:&u&ﬂm\ﬁ (AZUUUTIU = Y9 2.1 + 22)

2.1 mmsguingRuiiendifity (Active Pharmaceutical Ingredient Specification) (tAandalade
=
Widd)

2.1.1. nsfilasunissuseslusisnen (Official Pharmacopoeia) (t3anvalavanils)

v a &t 1 .L\ U, I
1) 81989 USP, BP, Ph.Eur., IP, JP atiusnas (autanasnvuwnzideowld) winidu
A

= v = = o Qr v I Qi e~ <
DJM_.SE_ESN_.CE,_\_. Qmatrrﬁem_,ﬁSn_,:cersgmchFma (8.5 N mm_.w__mrtﬁv NIl

wnanstudud USP waudldfinnsldmsnmannvintemiieu USP 1auagn

1:5

1.5

v a a 1 -M U
2) 183 USP, BP, Ph.Eur., IP, JP atusge (maanansndunzidould) miniins

whladassinsdwuntalunsiioudrsusud (§ v.5 naw oo, nelu 2 Dudds

M o [N A ' (%
Tildsunmyeni@ uazbiuudlardowiulszmenan)

0.75

v a @ i i Ak P >
3) §1989 USP, BP, Ph.Eur., IP, JP atjulninindszme (muenansndunzidowti)

o = v = = o & = v v =
MNMQ\JJEJ jgjtﬂ;m_vzﬁ,egm_atFj%_.aa_u_\rﬁu_..._._eﬁ«imdcﬁm&:mwcrrmu (V8.5 N Bl

auala)

4) #1489 USP, BP, Ph.Eur,, IP, JP avulniniidsznia szydimun uazwiniinis
A o o { A A K2
uiludnstuudlalunadoudrsvoudy @ v.s Niw oo, molu 2 3 udoslale

Sumseud@ wazbuurilydawiudszmenan)

0.25

AMENTSUNTSAMUATIEaBEALATAMIAN YUELAN Y

AIUNT
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2.1:2.

tg@mwé&@asgtomﬁg Pharmacopoeia vasUszinaiiuaundnves The International
Conference on Harmonisation (ICH) (W zax18n ICH 7 Official Pharmacopoeia
harmonization Ao USP, BP, Ph.Eur., JP., Ph Int.) #38veimuakaza1nsgiu In-house
process fiaenndaifiu ICH Guidelines uag/vi3e Pharmacopoeia Generat
Requirements (Gantalatonis)

1)

814984 In-house process fganaanINL ICH Guidelines 204U3sinasunEn ICH uaz/
%38 Official Pharmacopoeia ludu General Requirements (General
chapter/general text 1% Universal test (1.Description, 2.ldentification, 3.Assay,

4. Impurity) ez Specific test @13l Dosage form (L% S_,anssm.m:ﬂ&mmm&\aam .
Dissolution test, Smsiﬂsfj_%m&\wam Sterility test, Endotoxin test, Particulate

matter LAZENANIAAUAZINNUADIT sterility test LTudM) RUAIEA NNV LAz

widunsunlafimsudlolunadoudrsveniouieoud (du.5 1 eu.auad)

1.5

- v
Fon13An
wnasinsUszliuauAWREnA e YRy T
5) #1989 USP, BP, Ph.Eur,, IP, JP aniuanga nialuaininiszme szydnien uag 0
uilalunsfoudrsuouda wade [awladuwunlzlunadoudriven
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