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Specification

1. ldentification

M3IUMUNTEYTY finished product specification

[

2. Usuaumiendieey

o

2.25-2.75% of anthraquinone glycosides, calculated as

sennosides, on the dried basis

3. Uniformity of dosage units

ATIHIUAUATEYLY finished product specification

4. Dissolution

LanINanIsaranuvelenlitaenin 80% (Q) Tu 60 u

5. Impurities

ATIMUAWNTEYTY finished product specification

6. Loss on drying

NMT 12.0%

7. Microbial enumeration tests

total bacterial count does not exceed 10 cfu/g

the total combined molds and yeasts count does not
exceed 10 cfu/g

the bite-tolerant Gram-negative bacteria count does

not exceed 10 cfu/g
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ANFNUANIImATIA USP 43

8. Absence of specified microorganisms m'ﬁ’mmummﬁszﬂu finished product specification

9. Articles of botanical origin m’gﬁlmummﬁ'izﬂu finished product specification
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AMANWAIZIANZEN
1. §oen vudlonanuzvrudlon 120 ml
2. gAY
21 JUuuu Wugmimdnduuseny
2.2 @wusenou Tu 1,000 ml Uszneausie Phyllanthus emblica laitfaenin 200 g wae
dusenaudug
2.3 MAurussy  ussglunwusiluvinuivsenanainUnatin vuim 120 ml
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ANFNUANIYALA Specification

[

1. USwwsenddny Tu 1,000 ml Usenause

Phyllanthus emblica 200 g.

Glycyrrhiza glabra 150 .

Terminalia arjuna 50 g.

Acacia concinna 12.5 g. and other

2. ldentification mmmumuﬁ'ﬁzﬂu finished product specification

3. Microbial limit test mmci’mmuﬁiquu finished product specification
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4. Noulvduq

1. enasmsidfueygetunsfousinsusnitesmirglussmalneuasuansundadn
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AMANWAILIANIZEN

1. M Acyclovir 400 mg tablets

2. puauANIlY
2.1 jUuuy Jusdiavliniuusenu
2.2 @uusznou Usznaumiesien acyclovir 400 mg Tu 1 Lia
2.3 Muurussy ussluusegiiluumesd vde Blster pack Ynadn testunruduls
2.4 281087 AANTIUTINQUUATLEUTIIREITEYTee daulssnousendifyuasannuuse
Furdn Yununony wvindn anzilousiue uasanmglunmsifvinulidaeu uavaain
UuLRIEN BE1etiBEsEyTeen duusznoufediduarauLs Tuniney lauiindn 1F
9819%ALIU

3. AMENUAMUNATA LnFuAnSUNte9dsdauduatunifsuinus o LN e uNUTENIANTENT A

a51504gY 1599 seYin1en nedinldidulumudsenies Wuiugasitavesnaznssuns (nsdl
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ANFNUANIIWATA USP 40
1. YSuaumendfgy 90.0-110.0 %LA of Acyclovir
2. |dentification mi?ﬁ]ﬁi’lumuﬁssﬂu finished product specification
3. Dissolution m’aﬁ]chuwm'*?l"isulu finished product specification
4. Uniformity of dosage units msaﬁ]mumuﬁizq‘lu finished product specification
5. Impuirities m’;ﬁ]ﬁhumuﬁ%q’lu finished product specification

a. Seulvdug
1. Laﬂmsmﬂé’%’uaqmm;ﬁumLﬁaucﬁﬁumLﬁ'af\i’mﬁwﬂ’luﬂizw\ﬂlwauaxuamwémﬁm
1.1 ludfymstunsdeus3ue (e.2 1e.3 e.4 e 8.2 uduansd)
1.1.1 Tunsdlfueniindaluusanelng (rneds ve.2 wie 0.2)
1.1.2 lunsdlfugmindiionsutsussy unefis ve.3 vie v.2)
1.1.3 lupsahdusmihdnandsuseina munetia ne.d wis 0.2)
1.2 ludwetunsidou neivde 6.1 vewniliaussen WIDUTILALLBUANTITAIUALAMNIN
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oy 21
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AUVENINASIIBNNSTRlUNISKHAREY  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) Tnevineau PIC/S participating authorities atuagamusounisnsiaaey el

NAN13TUTONTUTULAUETIAN
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a ¢ a / s Y a R S s oAl [
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AMANTAZIANIZVDIYT
1. Yo8n Acyclovir Sodium 250 mg for Injections

2. gruguiAnaly

2.1 guuuy Wuende msmnndedvnviernuaa dwiudadmaeadensh
2.2 @uusznau Tu 1 vial Usenausieshen Acyclovir 250 mg
2.3 MwurUsTy UsTRluMvususTdaunanndetaaiin
2.4 901081 aanUTINQUUMTUEUTIIREsSYYTenn daulsyneuienddyuazanuuss Su
wam Yumunony wweiinge wanzoudiuen waranmlunsiuinulidaey wazaannuy
vngetlesszylen dulseneusiendifyuaranuuse Fuvuneny aviindn 1Yoens
Foau
3. pusudamawadie wnduiuiilisrdadenduatuilifieurivislminhmuiiussnansensas
5150y (30 sryisen nsdinliidulumaussnies ’Lﬁcﬁuﬁ’uaaaﬁﬁwamwﬂsiumi (Nseduswm

sndundusiiuiibinsatuguinuasiawsvestatul ngauuunduiiuiisnsse)

AudNUANIIWATA USP 43
1. Ysunausenddgy 90.0 —110.0 %LA of Acyclovir
2. Identification mi?ﬁ]ﬁiﬁumuﬁisﬂu finished product specification
3. Impurities Gli’;%&i’mmuﬁizﬂu finished product specification

4. Specific tests

- pH 11.0- 125

- Particulate matter m’a«’\)mumuﬁizulu finished product specification
- Bacterial Endotoxin NMT 0.174 USP endotoxins unit/mg of Acyclovir
- sterility test mww’wumuﬁszq’lu finished product specification
- Uniformity of dosage units Gli’af\]c\humuﬁixu‘lu finished product specification
- Impurities NMT 1.0% guanine

- Water determination NMT 5.5%
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1.1 Tuddgnistunsifousiiuen ve.2 ne.3 ne.avde .2 wAIUANSE)
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1.1.3  Tunsdlduemnidhainsduseme (muneds ve.d4 wie v.2)

1.2 Tudwatunsifouesn ve.1vdo 8.1 veseilauesian nieumuaziBennIsIUALAMATHYES
wanfusinuiitunsdeul’ (Finished product specification) n3tifegsgninansiuAeuuas
uwhlufafuazdeanuuionarsvsedunnmansvesnsveudlunmies  Finished product
specification

1.3 uwdsdoyasiaen 24 nin uaysaenunsgiuvesine (Thai Medicines Terminology - TMT)

2. 1NETTUTBIIATTIUNIINGR

2.1 lunsdinewdnlulssnelne ANAnABlid a1V desUTEWINIFIUNIHAREY  AUNEaD
inaue-A8nsiRlumsnaneiveansznasisgy  (GMP PIC/S) lumnaenfiduewisetis
oy 2 ¥

2.2 lunsaiifugnihdransadsema Andnspaldunnmaendidesuseainsgiunisudne
AUVENNUSTISMSARLUNSHEREN  PIC/S  (Pharmaceutical Inspection  Co-operation
Scheme) Taemuaea1u PIC/S participating authorities aUUaAgAMINTaUNIINTINEDU Ll
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1. aw1 Aluminum hydroxide, Magnesium hydroxide suspension 240 ml
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1. Yaen Amiodarone HCl 150 mg/3 ml injections
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