LAMPIRAN A
CARA PERHITUNGAN RESOLUSI ANALIT

Diketahui :
Jarak yang ditempuh parasetamol (£,5] 16,21
Jarak yang ditempuh klorfeniramin Maleat (., :0,47
Lebar dasar kromatogram parasetamol (W2) 11,4
dasar kromatogram klorfeniramin maleat (W1) 10,7

20ty 2(621-047)
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LAMPIRAN B
CONTOH PERHITUNGAN KONSENTRASI PADA UJI AKURASI
DAN PRESISI

Penimbangan parasetamol : 250,1

Pembuatan simulasi sirup :
250,1 mg parasetamol + x mg klorfeniramin maleat + y mg
fenilpropanolamin HCI + matriks sirup ad 10 mL aquadest

|

Pipet sebanyak 4 mL ad 10 mL etanol 96% p.a

Perhitungan kadar sampel sebenarnya (pg/mL) :

volumes yang dipipet {ml ) . 10040

= == b nnb ®
el e
4 100(

= — 75 —
10 © 2301 % 7,

= 10004 pg/mL

Perhitungan kadar sampel sebenarnya yang ditotolkan (ug) 5 pL :

= penotolan 'f,|..|.]_.:] * Kadar sebenamya (ug'mlL]
100004 us
1000 L
=50,02 pg
Persamaan kurva baku parasetamol : y = 147,6536 + 19459, 6807 x

:5“LX

Konsentrasi yang sebenarnya : area = 26841,00 —p #=49,99 ug

Kadar pengamatan (ug) 59
® 100% = < = 100% =00.04%
Kadar sebenamya (ug) 50,02 '

% rekoven =
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LAMPIRAN C
PERHITUNGAN AKURASI PRESISI PARASETAMOL

n=100%
%
Replikasi Luas Area ) (x-%)2
rekoveri
1 26841,00 99,94 0,0081
2 26810,90 99,65 0,0400
3 26811,10 99,62 0,0529
4 26848,55 99,96 0,0121
5 26844,15 99,98 0,0169
6 26850,39 99,95 0,0100
99,85 2=0,1400
|IE{x—£]3 01400 ”
SD= | = | = 0.1673
N n-1 N 6-1
KV sD 100% 0.1673 100%=10.1676
r= 2 100% = %100% =0.167
% °” 59985 .

 Ew) _(9985-100)
T.th_Ung_ EDK’ = I:I]-E_"‘glzf =-2.1962
V& Vs
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LAMPIRAN D
PERHITUNGAN AKURASI PRESISI KLORFENIRAMIN MALEAT

n=100%
. % -
Replikasi Luas Area ) (x-%)2
rekoveri
1 466,98 99,96 0,0004
2 465,48 100,00 0,0004
3 465,90 99,96 0,0004
4 466,41 99,97 0,0001
5 465,90 99,96 0,0004
6 464,59 100,05 0,0049
99,98 ¥=0,0066
T(x-£)? [0.0066
3D= | ! =0,0363
4 Bl A 6-1
RV = 2 x100% = S x100% = 0,0363
re 2 - = P
2 " a00g e

. (f-u)  (99.98-100)
t hitung = Sy = 00363, =-13496

Wn V6
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LAMPIRAN E
PERHITUNGAN AKURASI PRESISI FENILPROPANOLAMIN HCL

n=100%
%
Replikasi Luas Area ) (x-%)2
rekoveri
1 2651,01 99,98 0,0004
2 2649,14 99,97 0,0001
3 2643,90 100,00 0,0016
4 2649,26 99,98 0,0004
5 2647,23 99,97 0,0001
6 2646,41 99,87 0,0081
99,96 2=0,0107
TeR  fo.0107
SD= | = | =0.0462
N n-1 - 6-1
g
EV= —]—=100% =100% =10,0463

~ 99.96

_ (®&w)  (9996-100)
= V5
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LAMPIRAN F
SERTIFIKAT ANALISIS PARASETAMOL

WA ERAE
CHANGSHU HUAGANG PHARMACEUTICALS CO.,LTD.

t# 3 # & £ (ORIGINAL)
Certificate of Analysis (ORIGINAL)

=) = o
;:udum Nmf i:jff;inﬁﬁlﬁal grade &Pikﬂ‘g . 25kgs/drum
gﬁlch No% | DKS1001612 ﬁQuamityﬁ 1000kg
féazfaiur?]baze \ 24IR0IR f_ng Da;:f 25-01-2014
& Sii]ir:é | BP2002/USP26

L/C NO.:225LC90193B
DATE:NOV 11,2009
INVOICE NO.:CSHG100125

DATE:JAN 25,2010
% R | T “ %
Contents | Specification Results
23 i EEEREER atudfitHnR
Characters White crystalline powder White crystalline powder
® # ABCDEEBERM AB.CDE BIERE
1dentiication AB.CDE Positive AB.CDE Positive
H & Melting range 168-172°C 169-170'C
FB5 4K Related substance Complies Complies
1L Chloride <0.014% Complies
Bl E Sulfac <0.02% Complies
444 Sulfide Complies Complies
/B Heavy metals <0.001% Complies
BT E AT <0005% Camplics
Free p-Aminophenol |
MRZBERE <0.001% Complies
chloracetanilide
B Complies Comiplies
Readily carbonizable substances .
HHERERRA Complies Complies
Organic volatile impurities 2 b
ki Water <0.5% 0.08%
R ¥ Residueon igniton__ 1 - <0.1% 0.02%
& il Assay §9,0-101.0% 100.6%
% BP2002/USP26 Mt B H S 4R5E
It complies with requirements of the BP2002/USP26
B,
Inspector:  Zhao ligin Wang ging
il 12
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LAMPIRAN G
SERTIFIKAT ANALISIS KLORFENIRAMIN MALEAT
<’

# ; SUPRIYA LIFESCIENCE LTD.

(Formerly known as Supriya Chemicals)

QCA-F-02
Rev. No. 01
CERTIFICATE OF ANALYSIS
[Name :_|Chlorpheniramine Maleate USP 1
Manufacture :_[Supriya Lifescience Ltd.
Baich No. : [SLL/C/1009103 A.R.Number : |SLL/AR/09/06529
Batch Size : [529.0 kgs " |DrugLicenseNo. | : |KD-129 °
Date of Manufacturing :_|September-09 Date of Sampling : | 03/10/2009
Date of Expi :_|August-14 Date of Release : | 05/10/2009
Qua z Samiled i |60 gms By : |SBY
Tests Specification & Limits Results
Description White, odorless, crystalline powder ‘White, odorless,Crystalline powder
Solublity Freely soluble in water, scluble in Freely soluble in water, soluble in
alcohol ,and in chloroform ,slightly aleohol, and in chloroform, slightly
soluble in ether , and in benzene soluble in ether, and in benzene
Id The IR absorption spectrum for the Complies
Infrared Absorotion (IR) sample shall be corresponds to the
reference standard spectrum.
Melting Point Between 130°C and 135°C 132.6
Loss on Drying Not more than 0.5% 0.16
Residue on Ignition Not more than 0.2% 0.04
Related Compounds The total relative area of all 0.50
extraneous peaks ( except that of
the solvent peak and maleic acid, if
observed ) does not exceed 2.0%
Assay (on dried basis) NLT 98.5% and NMT 101.0% 99.67
Residual Solvents
Isopropanol Not more than 5000ppm 194
O-xylene Not more than 2170ppm Not detected
Methanol Not more than 3000ppm Not detected
|
.:?J/
Analysed By

Corporate office : 207,208, Udyog Bhavan, Sonawala Road, Goregacn (East), Mumbai - 400 063. Maharashtra, India.
Tel: +91 22 40332727 / 66942507 Fax:+9122 26860011
E-mail: supriva@supriyalifescience .com Website: wwwupriyalifescience.com

Factory :A5/2, Lote Parshuram Industrial Area, M.LD.C., Tal.- Khed, Dist.- Ratnagiri, 415 722. Maharashtra, India.
Tel: +91 2356 272299 Fax: +912356272178 -

GOVT. RECOGNISED EXPORT HOUSE
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LAMPIRAN H
SERTIFIKAT ANALISIS FENILPROPANOLAMIN HCL

CHENG FONG CHEMICAL CO., LTD.

Office : 8F., No.2-2, See. 2, Nanya W. Rd., Banciao City, Factory : No.19, Gong 4" Rd., Dayuan Township,
Taipei County 220, Taiwan (R.O.C.) Taoyuan County 337, Taiwan (R.0O.C.)
E FI F AN

Product : PHENYLPROPANOLAMINE HYDROCHLORIDE USP 32
Lot No : 00201 , Quantity: 50 kg x 10
Manu. Date : Feb. 06,2010 | Retest Date : Feb, 06, 2015 I Date of Analysis : Feb. 09, 2010

ITEMS SPECIFICATION RESULTS
White, crystalline powder, having a
& it slight aromatic odor. Is affected by N
Description light, Freely soluble in water and in Conforms
alcohol; insoluble in ¢ther,
Identification
A IR Accord with the standard spectrum Accord
B. UV Meets the requirements Conforms
C. Melting range of
kL 101 ~ 104 °C 103.7 °C
phenylpropanolamine d
Melting range 191 ~ 196 °C 192.8~195.0 =C
pH 42~5.5 5.03
L.oss on Drying NMT 0.5 % 0.06 %
Residue on ignition NMT 0.1 % 0.05 %
Heavy metals NMT 0.002% Pass
Limit of cathinone hydrochloride | NMT 0.10 % 0.068 %
Limit of amphetamine hydrochloride NMT 0.001 % 4 Undetected
There is no potential for
Organic volatile impurities Meets the requirements - ::»L\”w: ~=!‘L:r:n\‘!:‘.'\
2 manufacluring processes
Residual solvents Methanol: NMT 1000 ppm 38.6 ppm
Assay 98.0~101.0% 99.71 %
PLANT MANAGER DIRECTOR Q.C. ANALYST
/|
Bl H . d\«z\w\d% )ar// | T
. Y
W

s

Office : Tel: 886-2-29667811~3 Fax : 886-2-29669575 Web Site : hup://www.cl-chemical .com 1w
Factory ©  Tel : 886-3-3868383~5 Fax : 886-3-3869476 E-mail  : cheng fong@msa.hinet.net
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