LAMPIRAN

Lampiran 1.Perhitungan Uji Kesesuaian Sistem Teofilin

DATA TEOFILIN

Replikasi RT Area TF K’ N Plates Rs
1 9.67 9028075 121 4.07 6214 | 24.14
2 9.71 | 9013980 1.21 | 4.08 6566 | 24.26
3 9.69 9026300 1.20 4.09 6270 | 24.38
4 9.69 | 9020409 1.20 | 4.09 6286 | 24.59
5 9.70 9014320 1.20 4.10 6288 | 24.72

Jumlah 48.46 | 45103084

Rata-Rata 9.69 | 9020616.80 1.20 4.09 6325 | 24.42

SD 0.013 6551.02

Syarat <% 2 <%2| <15 2-10 >2000 >1.5

RSD 0.07

Kesimpulan MS MS MS MS MS MS

6551,02
9020616,80

Simpangan baku relatif luas area = % x 100% = x 100%

=0,073%




Lampiran 2. Perhitungan Uji Kesesuaian Sistem Efedrin HCI
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DATA EFEDRIN HIDROKLORIDA

Replikasi RT Area TF K’ N Plates | Rs
1 1.91 6344 | 1.331 0.75 2507 5.27
2 1.91 6138 1.240 0.76 2518 4.87
3 190 | 6135 | 1.388 | 0.75 2563 5.10
4 1.91 6186 1.357 0.76 2789 541
5 1.90 6129 1.420 0.75 2877 5.68

Rata-rata 1.91 6186 1.347 0.75 2651 5.26

SD 0.004 | 91

SYARAT <%2 | <%2 <15 2-10 >2000 >1.5

RSD 1471

Kesimpulan | MS MS MS TMS MS MS

Simpangan baku relatif luas area

_sp _ 91
=22 x 100% = 5755 x 100%

=1471




Lampiran 3. Perhitungan LoD dan LoQ Teofilin

Teofilin
Konsentrasi Luas Area Yi (yi-yi)?
75 5170250 5150518 389351824
100 6865842 6851268 212401476
125 8452107 8552018 9982207921
150 10291005 10252768 1462068169
175 12020260 11953518 4454494564
200 13615117 13654268 1532800801
Jumlah 18033324755
S 4508331189
SD 67144,11
LoD 2,96
LoQ 9,87
S - 2(yi- }_’)2
N-2
= PRS0 - 4508331189
S(ylx) =vS
=+/4508331189
= 67144,11




LoQ

3 X 67144,11
=———=296
68030
_ 10 xSD
b
10 X 67144,11
=——F=9,87

68030
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Lampiran 4. Perhitungan LoD dan LoQ Efedrin hidroklorida

Efedrin HCI
Konsentrasi | Luas Area Yi (yi-yi)?

7,5 4094 4087 56
10 5557 5496 3727
12,5 6813 6905 8538
15 8229 8315 7370
17,5 9892 9724 28123
20 11076 11134 3335
Jumlah 51150
S 12787
SD 113,08
LoD 0,60
LoQ 2,01

=220 = 12787

S(y/x) =4S
=/12787

=113,08



— 3x113,08 — 0,60

563,78

10 xSD
b

LoQ =

10 x 113,08
=————=201

563,78
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Lampiran 5. Perhitungan Uji Presisi Teofilin

Teofilin
Korz;epr};rasi Replikasi Luas Area
1 8069619
2 8044792
3 8053334
125
4 8044104
5 8036108
6 8099879
Rata-rata 8057972,67
SD 23483,7
RSD 0,29
Syarat <2%
Keterangan MS
Simpangan baku relatif luas area = % x 100% = % x 100%

=0,29%



Lampiran 6. Perhitungan Uji Presisi Efedrin Hidroklorida

Efedrin HCI

Korzf)epr};rasi Replikasi Luas Area
1 6548
2 6373
3 6665

12,5

4 6408
5 6589
6 6400
Rata-rata 6497.16
D 120
RSD 1.85
Syarat <2%
Keterangan MS

120
x 100%
6497,16

Simpangan baku relatif luas area = % % 100% =

=1,85%



Lampiran 7. Perhitungan Uji Akurasi Teofilin
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Konsentrasi (bpj)
zegg?fri]ﬁ ReP- | | Lias Area e % Rata-rata
P . likasi Teoriti | Pengukura Recovery (%)
(%) 5 n
1 6786816 | 100 99,053 99,05
80 2 6815387 | 100 99,473 99,47 | 982
3 6547159 | 100 95,530 95,53
1 8641787 | 125 126,320 | 101,06
100 2 8718229 | 125 127,443 | 101,95 | 101,49
3 8639149 125 | 126,281 | 101,02
11 10461456 150 | 153,068 | 101,2459
120 2| 10719004 | 150 | 156,853 | 101,7352 | 9983
3 9525000 150 | 139,302 | 99,8998
Rata-rata 99,78
Contoh perhitungan:
Konsentrasi Pengukuran : x = ybi
_ 6786816—48268
- 68030
= 99,053
% recovery : <= = PREYE 5 10005 = 22552 10096 = 99,05 %

kadar teoritis
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Lampiran 8. Perhitungan Uji Akurasi Efedrin Hidroklorida

Konsentrasi (bpj)

E;Z;?fqg Replikasi Luas Teoriti % Rata-rata
(%) Area e(;“tl Peng:kura Recovery (%)
1 5357 10 9,755 97,54
80 2 5735 10 10424 | 104,24 | 98,02
3 5277 10 9,612 96,12
1 6053 | 12,5 10,988 87,90
100 2 7063 | 12,5 12,780 | 102,24 | 99.66
3 7529 | 125 13,606 | 108,85
1 7738 15 13,977 93,18
120 2 8024 15 14,484 96,56 | 9910
3 8954 15 16,134 | 107,56

Rata-rata 99,35

Contoh perhitungan :

Konsentrasi Pengukuran : x = yb—a

% recovery :

kadar pengukuran
kadar teoritis

_ 5357 + 141,85

563,78

=9,755

9,755

% 100% = TS 100% = 97,5




Lampiran 9. Perhitungan Kadar Sampel
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Luas Dosis D;)rs]w Kadar
Sampel Nama Etiket yang. sampel
Area (mg) dianalisis %)
(mg)
Teofilin 8947777 130 130,86 101
1 .
Efedrin 12,18
HCl 6724 12,5 97
Teofilin 8782973 130 128,39 99
2 .
Efedrin 12,34
HCl 6816 12,5 99
Teofilin 8628620 130 126,13 97
3 <
Efedrin 11,96
HCl 6600 12,5 96
Contoh perhitungan kadar sampel :
Data bobot tablet
No Bobot Tablet (mg) No Bobot Tablet (mg)
1 330 11 331
2 328 12 330
3 330 13 328
4 331 14 329
5 330 15 330
6 330 16 330




20

7 330 17 328
8 330 18 328
9 329 19 328
10 330 20 330
Rata-rata 329,5mg

Rata-rata bobot tablet : 329,5 mg

1 tablet mengandung Teofilin 130 mg — Efedrin 12,5 mg dilarutkan

dalam labu 25 ml sehingga :

130 mg/25 mL = 5200 bpj

12,5 mg/25 mL =500 bpj

Diencerkan menjadi konsentrasi 130 ppm dan 12,5 ppm di dalam

labu 10 mL

a. Teofilin:

b. Efedrin HCI :

V1 xN; =V x Ny
V1 x 5200 bpj = 10 mL x 130 bpj

1300
V1 =—

" 5200

=0,25 mL =250 pL

V1ixNi =V x Ny
V1% 500 bpj =10 mL x 12,5 bpj

125
V1 =—

" 500




1.

= 0,25 mL = 250 uL

Perhitungan faktor pengenceraan

_ V.labuawal

Faktor pengenceran x vol. labu

- V.pemipetan

_ 20ml
0,5 ml

=1000

Perhitungan kadar sampel

X 25

Perhitungan kadar sampel menggunakan rumus :

Dosis yang dianalisis

_ 8947777 — 44252
68046

Konsentrasi terbaca =130,85
Dosis yang dianalisis (mg) = Konsentrasi x Fp

=130,85 x 1000
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Kadar = Dosis di etiket X 100%
Bobot sampel yang ditimbang : 334 mg
Bobot rata-rata tablet : 329,5 mg
Jumlah zat aktif per tablet : Teofilin = 130 mg
Efedrin HCl = 12,5 mg
a. Teofilin
Persamaan regresi 'y = 68046x + 44252
Luas area : 8947777
Konsentrasi teoritis : 130 bpj



22

=130850 pg
=130,85 mg

Dosis yang dianalisis
Kadar = RO YEB SNl
Dosis di etiket

X 100%

= 13985 & 100%
130
= 100,65 %
Efedrin HCI
Persamaan regresi 1 y=602,27x — 593,28
Luas area 16724

Konsentrasi teoritis  : 12,5 bpj

_ 6724+ 593,28
602,27

Konsentrasi terbaca : X =12,18

Dosis yang dianalisis
Kadar = S YAmE A e
Dosis di etiket

X 100%

_ 12,18

_T,S X 100%

=97,44%



Lampiran 10. Spektrum Teofilin

Spectrum Peak Pick Report
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Diata Set 30 ppm tecfilin dalam air - RawData
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Lampiran 11. Spektrum Efedrin HCI

Spectrum Peak Pick Report
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Data Set 10 ppm efedrin hel dalam air - Rawlata
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Lampiran 12. Kromatogram UKS, LoD dan LoQ

a. Replikasi 1

==== POLITEKNIK KESEHATAN BANDUNG ====
UNIT LABORATORIUM - LABORATORIUM TERPADU

Acgured by DEA NADW ULFA

Sample Name STANDAR

Sampie ID TEOFILINEFDRIN (12812 5)1
Inection Vokme - 20

Do Fike Name sandar 19 (12592 511 kd
Method Fie Name oka 30042018.kkm

Bateh Flie Name 20180102 kb

Repert File Name Deladt ke

Data Acquiesd - 19 FEBRUARY 2018
<Chromatogram>

Clromatogean
Urkaoran Sample DADATA FILE WPLOTANUN 2018 s0ofi bn-sfednn-dea shastandy t9 (1251251 Jed

mv
s 3
H
20
g
0 1Det.A Cal
0N 28 50 5 100 125
mn
| ILA b1/ 2680
DIDATA FILE HPLCATAHUN 2018 Unofin-afedrin-des'uks\etandor t-e (12512 511 ked
Detecior A
Nome  Ret. Teme  Area  Theoretcsl Piated Resokmon Tafing Facior  HETP &
efedrin 19008 6344 2506 801 526 133t 59835 2782

sechin 8574 020075 6212.976 26138 1210 2410 T80



b. Replikasi 2

==== POLITEKNIK KESEHATAN BANDUNG ====
UNIT LABORATORIUM - LABORATORIUM TERPADU

Agguired by DEA NADW LILFA
Sampk Nama STANDAR
Eample ID TEOQFILIN:EFDRM (125:12.5}-2
Ingection Volme 20
Dita Fiks Mama stardnr -4 (12512 512 ked
Method File Mame - ok 300408 kem
Batch Fils Name 20180702 kb
Fapon Fiks Mama Dl ber
Diaia Acquired - 18 FEBRUAR] 2118
<Chromatograms
hroralogran
Linksown Sample DADRTA FILE BPLCTABUN 201 o0 filin-sfodrn-Sea ko sbandar g {12512, 95-2 led
ar
i - .
i
)
2
¥ = 1Dt Ol
na s i 5 I 125
min
| Dot A Ol J 2650
DADATA FILE HPLCTAHUN 2018 sofin-efedrin-desiuks standar 18 (125-12 512 ked
Dafaiior &
Hams Ret. Tme Area Thearetcal Plate® Rexcifion  Tafing Facior,  HETP K
Efadrin 1910 Bi38 2518.075 4574 1240 5a 260 2 7Ed

Toofiin BT 03880 G258 2823 1206 ratal ] 7248

26
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c. Replikasi 3

==== POLITEKNIK KESEHATAN BANDUNG ====
UNIT LABORATORIUM - LABORATORIUM TERPADU

Apquired by DEA NADW ULFA
Sampk Narme ETANDAR
Eample IO TEQFILIMEFDRM (125:12.51-3
Injection Vohame 20
[ Fils Nama stardar -4 (125-12 513 led
Method Fie Mama - oka 30042018 km
Batch File Mame 20EN02 kb
Riapor Fike Nama Dalidi. et
Doty Acquired - 18 FERRLAR 2HA
=Chromatogram=
Chaogmn
Urkenorwn Samply 02068 T4 FILE HPLCTASILIN 201 Segnfiln-sfodnn-dea sheisiandar -0 125125 led
v
L] £
1
40
i
[ 10wt O
an 5 i 5 1 125
min
| Dt A Ol 248nm
DADATA FILE HPLCATAHLUN 20784safin-afadrin-des'y ks istandar -8 (125-12 51 led
Dhatiaoio
Name Ret. Tme  Ama Theoretca! Plte# Resohdon  Taling Faclor  HETP K
adwdrin 1903 B&35 FEEI1BE 5.0 1.388 52 221 2723

feafiin BEE SORE30 [vi-e L1 283 1208 Z1E6 rean



d. Replikasi 4

==== POLITEKNIK KESEHATAN BANDUNG ====
UNIT LABORATORIUM - LABORATORIUM TERPADU

Apquired by DEA NADW LULFA

Sampls Nime ANDWR

Eample 1D TEQFILIN:EFDRM [ 125:12.5)-4
Injecion Volome - 20

Dusa Files Name shandar -4 (12512 514 ked
Method Fle Mama - ok 30042018 kem

Batch Fils ama 20180102 kb

Rt File Mama Daladi.ler

Dty Acquired - 18 FEBRUARI 2018

i A (Rl

<Chromatagrams
Chromaligmn
Unigaorwn Saraple (D0 T4 FILE SPLLTANLUN 3015 el fin-afecrin-deatshaisiandar i-g 1 33-11, 344 bed
[
E11] x
i
rt
i
[
an 5 in 73 I 125
min
| Det.A Chil 1 2850
[HDATA FILE HPLCATAHUN 208 Usofiin-sfedrin-desfulalsandar -8 (125-12.514.kcd
Dtoace &
HMam=  Hel Trme  Ama Theomical Pate® Reschaon  Taing Faclor HETH
adadrin 1.808 Bi88 Z7ag.147 5407 1.357 ELYT
feahin BN S04 L LE ) 28 50 120 22862

¥
2758
7544

28
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e. Replikasi 5

==== POLITEKNIK KESEHATAN BANDUNG ====
UNIT LABORATORIUM - LABORATORIUM TERPADU

Anguired by DEA NADW ULFA
Samph Nama AHDAR
Eampiz 1D TEOFILIN.EFDRM {12%:12 5.5
Ingection Yoleme - 30
Ciata Fils Narmn standar 8 (125-12 515 ked
Method File Mama - ol 30042098.kkm
Batch Fils Mame 2N kb
Pt Filki Maima Dl ker
Diata Acquired - 18 FEBRLAR 2018
«Chromatagram:=
Chromaogmn
Unkniran Sampln DADRATA FILE NPLCTTABILN 200 Sen filin-ofodrin-deskaisandar 5 (13312508 bed
[
s 1
]
L]
i
i 10wt Tl
L 1] L 3 L 125
mn
| Dt A Chl 7 2680m
CHDATA FILE HPLCTAHLIN 3018 Unofin-afadrin-desiy ka'standar te (125-12 515 kcd
Dietimior &
Hams Ref, T frea Thegreical Plale® Fesghaon  Tanng Facior  HETRP &
afudrin 1801 B39 ZETE.O15 55TE 1.420 52 130 2748

“eakiin 8. 04N wany.2e . TE 1.186 Fralll] Tedg
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Lampiran 13. Alat-alat yang digunakan

KCKT : Shimadzu Prominance
LC-20AT

Kolom : ODS-3 Cys (150 x 4,6

mm)
Detektor: UV

Sistem pompa : Low pressure

gradient

Sistem elusi : Fase terbalik

Spektrofotometer UV-Vis Double

Beam
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Sonikator

Neraca Analitik
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