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i@m Acetylcysteine 200 mg powder
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1. ilwenguuun 8103 (powder) sfiasuidszmu szanpihdne Lisudnduton
2. 1w 1 w29 Ysznaudasdaen Acetylcysteine 200 mg
3. urnaluzasnfifaniin vasruaaiuld”
4. uumw:msqﬁé’mi’am URzUULTTAY 3y
- $ap1 FrudsznaudIEMAYLAZANNLSY Tunia i’u?{’vumq wefinda uszinnzdon drsue Mot
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ammnimomaiia® (L Official lwndadniuriaues USP 35 ,BP 2013 uaz JP 16" edition F9nnis

avsunyy Midwenmsdnddlumsiariguanyuzianzyessn)

1. YSunaaaendagy 90.0 — 110.0% of the L.A. of Acetylcysteine

2. Identification a9 ci'mmm‘i"s:q‘lu Finished product specification

3. pH a7 mumuﬁ‘s:q'lu Finished product specification

4. Microbial limit test m’mmumuﬁth Finished product specification

5. Moisture content m'mmumuﬁj:qlu Finished product specification
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1.ﬁ’rummwdmtanmsn’n'lﬁ%”uaguymrifunnﬁmm’h%’umw‘iaﬁwﬁwluﬂs:ma'lwu uazdIUAY (declare)
UNRINE®
1.1 Wwihngmelunadoudisuen (o2 ne.3 no.4 ufudnsal)
1.1.1 lunsdifdusnfndaludsandlng manods no.2)
11.2 'lunsrﬁﬁtﬁumﬁmﬁww‘u‘ammﬂaus&q (manaia nw.3)
1.1.3 lunsdifduevindraindsdsang (manadls ne.a)
1.2 ludwsdunzifoue no. 1 vasfiauanan wianeandseiadansnunugunna
nAaS Tt unziswl T (finished product specification) nsr.ﬁ'?iagszuiﬁenWSLﬂsﬂuuﬂmufﬂmﬁ'mﬁu

aBunLIaNT TN wEnon1sYeud luuwiau finished product specification
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2. Tunsdifigmaaludszmalng fuiadasiidiwmmndd gniidesUsasmnasIunIHAREMIRANIN T
AFMINAIUMINAAINVBINTINTNFDITUY (GMP) lunanauiianass
Tunsdimidugningronayszna guiadasiiiiwnmmwinemiifesisasnasyumnniama
ARSI S 3Tia lunsHE ALY a3uszinerida w3a Certificate of pharmaceutical products

3. mﬁtimam"aclLﬂumﬁu?ﬁmﬂuﬁwﬁem?aﬁunm‘iwmﬂ (UFRNDNRIIIVTDI)

4. mtmmwmmanmﬁﬂmanum,maommauaﬂm
4.1 wamIaTvTigIMWHAAATIIaIENER (Certification of analysis) lumsunamﬂumamo
42 wamiasRAeTeRgumMwiagdy (Raw material) vpadandAAlFlumsndam n; nwamwamm uaz

gl:'wﬁmmnﬂumﬂmummnu ua%ﬁmummnummammae (Ll.ﬁﬂleE]ﬂﬁ'lﬁ]J?EN) maouammmﬂamu( )

1. YSanuaendngy 98.0% - 102.0% of Acetyicysteine | 98.0% - 101.0% of Acetylcysteine
(Calculated on the dried basis) (Calculated on the dried basis)

2. Identification ATIVNU AT

3. Specific optical between +21° and +27° between +21° and +27°

4. pH 20-28 20-28

5. Loss on drying NMT 1.0% NMT 1.0%

6. Residue on ignition NMT 0.5% -

7. Heavy metals NMT 10 ppm NMT 10 ppm

8. Zinc - NMT 10 ppm

9. Related substances - By liquid chromatography
-Impurities A,B,C,D : for each impurity
NMT 0.5%
-Any other impurity : for each impurity,
NMT 0.5%
-Total impurity : NMT 0.5%
-Disregard limit : NMT 0.05%

10. Sulphated ash - NMT 0.2%
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Ifinaspunimeseuamundsdniu Ysp 35 wie BP 2013 Ald
2. NMT = Not more than
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6.2 mnna’mﬁ‘a‘auau a:ﬁaoa‘qahmewn"nn'lu%’maqNammsm’amﬂ:ﬁuﬁuﬁdmawaog‘l’uam
6.3 1un'srﬁ17i'nﬁwﬂ’6msﬁ1n'ﬁqiud”:af_i'mmﬁdwauﬁadmna’nﬂﬂ:v\’qmmw MWUBTITT
ﬁ'mﬁ'o?«as"awad‘lar.homTﬂmj.'mﬂﬁ):v'faqdmw?iuSnmué’m’mﬁwﬁ'wﬂm’ﬁﬁmﬂﬂ;ﬂﬁ:ﬁua:tﬂu
HivAavevsldislumsanaiianzigunin 'lunstﬁ*?iwu'z"\m'hjxﬂu"lﬂmuqma"nwmmm: niETTNT
Ve uindalnifidianasgmadweulilsmenuna Tanlidadldsola 9 mulu 30 Fuiy
nniuildsuussanlsmenauas 'nammﬁw%‘laﬁi’uﬁmsmmﬂauaﬁmmﬁ'sndwwaa;‘{muu.a:/vﬁa
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6.4 Q-mua:m’”ao%’uu,ﬂﬁlﬂumtﬂam'lna’v\m 27y n?aLﬁmﬁﬂn*rsl‘a‘auamwd'mﬂs:n'rﬂm‘] riaudnue
7. 1@NATAUY
7.1 lunsdidunsifionmuunnnin 2 9 sxdsadidiummeanunanisdine Long term stability anaifi
fwRudlunzifonenanuaa wazldsunisasuwniisesenasnngiismaasuisn
7.2 lunsd@tunatoumuniasnii 2 9 ssdasddiummaenamIAnEaNNAIRIvBIEEANEN
Wudnlunafsuenanusas uazldsunmsnsuasusasenasnngiisuiavasuisn

nagme : 99N
1 = The United States Pharmacopoeia 35

2 = General requirement 984 Finished product Eﬂuuu Powder
3 = British Pharmacopoeia 2013
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