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‘ Acetaminophen 120 mg./5ml.
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FOIC-AN-088 REV.DY

CE,ELTIFIGATE oy AI.\IALI’S_‘IS

PRODUCT DIMENHYDRINATE TABLET

LIC NO. 18276401
MFG.DATE :04/02/2]
Composition

Enchtablétoanfing = - o nr e e

Dlmenhydsiaate.  ~ -~ o - - S0.mg

REG.NG. 1A (689729

CERTNO, 640222

EXP.DATE 04/022

8-Chiorotheophyliine

Rengit of menn welght™ -

Eniformity of welght

VUniformity of dosnpe uniis

Plssolutton

Confent Uniformity

An amopnt of 8:Ciiloratheophiylline that is between 434 - 42.5% of the amount 6
Dimenhydrinate.

15261714 mg -

- 7.5 Y

The:scoeptance vilue (AV).of-the first 10 dosage units i,
less fhiati o equal t615:0 (Ly) % T

Not Jess than 75 %.(0) of the labeled:smount of Dimenhydrinate
(QI,H,['NQ-_C,H-,QN,,O,'_) is ;lis_solbgd, in:43 niinutes,

Test Items ~ Specifications | . - Tesiily
Appearance A yellow, round ,convex tabief with 2 brédkdine -on pnf:- slde. Conforms
Tdentification The.relative retention times of the S—dhiorbti{eophyil]}:é -éﬁd'—_d.’iphenhyd}anﬁnepeaks Conforms

in the chromatogram of the Assay préparation comospond tathose
i the chromatograri of the Standard prépisation as Sbtdined inthe Assy.
Assiry of ) :
Dimenhydririate 906+ 1 10.0 % bF ihe Jabeled ainotint of Dienhydrinate{G,, H,NO-CH,CIN0,} 085 %

46 %
1676 g
Max=  G:8%

Min=  -L&%

5.0%

Max= 109%-
K= 101%

Cariclusiori: "The product sonforis tathe:abive specifications

Released Date: 03/04/21

5’

fAgsurance Manager




F-QC-AN-039 REV.01

micm . (3414 vhin mnﬂ o
a a T.MAN PHARMA COMPANY LIMITED

69 WEUUN‘Q'IH'I’!UU 14 il‘U'NltﬁNﬂ‘? AL N‘qumuu I'I‘iwllﬁﬁ N‘H'!uﬂ‘i 10150
T MA.N 69  Soj Bagkhunthinnid., Samaedum Bnng,l.immluan.ﬂ'mgkok 10550, Thailaud,

B 0-2415-1007, 0:2894-0234-6, 0-2416- 4688 024153030 FAX 0-2416-1241

CERTIF‘ICATE OT A.NALYSIS

PRODUCT :THOHO SYRUP S C " REG.NO. :lATI6/28
L/C NO. 1466435 : , 'CERT.NO. : 640529
MFG.DATE :31/03/21 : : EXP.DATE :31/03/24
_#__7_Compmutlo .;,,-.-,Each S ml contamL:
B Acetammophen Lo 0.0 g
Test Ttems B " Specifications. | Results
\ Appesrance Orange-colored syrup. ) o _ Coriforms
{1dentification A: The refention time of the ‘majo’,r.peak of the Assay preparation Conforms

corresponds to that of the Staridard preparation,

as obtained in the Assay,

Assay _
Acefaminophen 90,0 - 110,0 % of the IaBe}ed ammount-of ‘Acetatninophen 105.6 %
(CHNG,). .
Microbial Enumeration The total aerobic microbial.count does nof exceed 1{)2 cful per m[. Less thane 10 efu /-mL

| Tests and Tests for Specified | The total combined moulds and yeasts count does

Microorganisms not exceed 16" ofu permL, Less thane 10 cfu/mL
Absence-of Escherichia coli per mL. -Absent

Deliverable volumc (60mi) The average volume of*liquid obtained from the 10 containers is- |Max = 62 mL
NLT 60 mL, and the volume of nocontainer is less than 57 mL.  [Min= 60 mL

Average=  6l.1mL

pH Between 3.8 and 6.1, 577
a\
§ RO
Conclusion {The product eonforms to the above specifications A I
: £
Reteased Date: 16/04/21 , ‘MANO:,
Approved by....... e M lity Assuranece Manager’

N, §EH gRTTuse 453 ()
lobad
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