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% AR ¢ 5% Sodium chloride ophthalmic solution AR &7k
B BERESRRE:

Each 10 mL contains: - _% _‘l 9 I
: : . : o -
Sodium chloride (Sigma-Aldrich, USP grade) 05¢g ——

Water for imigation HRE 10 mL (Master formulation record)
RBGERE -
1. fFEERR N AGE B water for irrigation © -
22 fn A TH

2. PEE sodium chloride -

3. #f sodium chloride AL » DI R BFE 2 52 96 -

4. WSS WeRS AR o 1 water for irrigation ZEEEHY - MPEEEIRS -

5. LL0.2 pm IR ER - /S SR a SRR IR 22 o -

6. ¥ BIAEE - I EARERRIAL -
FEMZERmERaE - &1 ~ BEAS ~ BAR ~ Bk B B 0.2 pm JEAE -
BIEE3848 ¢ 10 mL/btl
BEEBTLOE | ARINIRZE (ME - Sk LDPE » & K HDPE) ~ 2fi{r -
EEAE  FIEKIE -

FRERE : MEKIE : 3 3-4 /NRFEGIR 1-2 3 -

{EFRRARR @ B IR 6 el H - Bildh gl FH PR 28 K -
EBLETEIE | B ayHRES K 2ATRIEL -

25 LR :

1. Klasco RK (Ed): DRUGDEX® System (electronic version). Thomson Micromedex.,
Village, Colorado, USA. Available at: http://www.thomsonhe.com (cited:07/30/2016)

2. T AR Bimbo AL . BEREEYHE 7 F X b 2. 2005, p.110.
fis&% . HDPE (high density polyethylene) » LDPE (low density polyethylene)
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5% Sodium Chlonde Ophthalmic Solution
Each 10 mL bottle contains : I E
\\‘D {

Sodium Chloride 05 g

Watr o lection g2ad 10wl (Compounding record)
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::;mm Rﬁﬂ‘: L E.E 3 A 0 EEE
(Sugmart-Aldrich. USP) — - Z
Water for Imigation 0 FJ?Fﬁ?"\ﬂc4;EzI$Z;$§ni3ﬁ§%

(k% * GMP) bel - NI
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N4
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S8 4 A F1 |1 Sodum Chlonde 2/ % 4 § Water for
Ea195

TR T RE T Imgation v ER 4 ¥ « M - RITM -
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nn 78 1%

Suction machine 3. % 02 um VacuCap - J& & MA R4

0.2 um VacuCap 2, ) . '
B :lfflﬂ.n PP RET BT SES TN

‘ 4 AR RAHALSORET R -
SHRTABARY Lpewws ko tBAAFRRR
(multipette & PR

combitips)

5. 10mLREeR@Ey LA 10ml -
BraERs RE(tNA6 ®A) 2
# i 0.7y -

L3 28 ) mL SRk
FuA# 10mlbtl £ bd A% 10mLbd £ bd

BN

Kaf—sussaf Ridcdi g Wik

M & A AR ABAN

Hypertonic saline solution m corneal edema. Marisi A: Aquavella JV, Annals Of Ophthalmology
[Ann Ophthaimol], ISSN- 00034886, 1975 Feb; Vol. 7 (2), pp. 229-33; Publisher: American
Society Of Contemporary Ophthalmology,

£ ik \iwﬁacmtypthvm&cmﬂdmmtﬁui’ sodium chloride treatment in corneal
edema after surgery Ho Wang Yin G; Sampo M. Soare S. Hoffart L. Journal Frangais
D'ophtalmologie [J Fr Ophtalmol]. ISSN: 1773-0597, 2015 Dec: Vol. 38 (10). pp. 967-73
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° Speciﬁcation Specification
ERFHEE Potassium Chloride, Crystal usp. -Fc.c.

0 E i‘? lllll_ Product No. 1111
I H:II = '? N
AA |7~} Specifications current as of: Nov 24 2016

% IE\ II~¢ FET /E‘j\. *ﬁ TEST SPECIFICATION

Appearance White crystals
AN EE Assay (KC1) (dried basis) 99.0 - 100.5 %
AR S 1F2 * <«
Acidity or Alkalinity Passes USP Test

Calcium and Magnesium Passes USP Test
Heavy Metals (as Pb) NMT 10 ppm
Identification A — Potassium Passes USP Test

. Identification B — Chloride Passes USP Test
» Certificate of |

% _ Bromide (Br) <=0.1%
AR AR analysis ' & e Todides (I) <=0.005 %
Loss on Drying <=1.0 %

COA Sodium (Na) Passes USP Test

ST 3 S oo

m'f j-g’ X IE For Manufacturing, processing or repackaging

Meets U.S.P Requirements

1‘ EEJ Z*N\ "%ER | % Meets F.C.C. Requirements
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Certification of analysis

Product Name: Potassium chloride for analysis

Batch KAA123

Spec. Values Batch Values
Assay (argentometric) =:99.5 99.9
In water insoluble matter = 0.01 = 0.01
pH-value (5 % ; water) 5.5-8.0 5.6
Bromide(Br) = 0.05 = 0.05
Todide (I) = 0.002 = 0.002
Phosphate (PO4) = 0.0005 = 0.0005
Sulphate(SO4) = 0.005 = 0.005
Total nitrogen (N) = 0.001 = 0.001
Ba (Barium) = 0.001 = 0.001
Ca (Calcium) = 0.001 = 0.001
Fe (Iron) = 0.0003 = 0.0003
Mg (Magnesium) = 0.002 <0.001
Na (Sodium) = 0.02 = 0.02

Date of release (DD.MM.YYYY) 07.11.2014
Minimum shelf life (DD.MM.YYYY) 31.08.2019
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& USP 39 Monographs Potassmm Chlorlde
DEFINITION
,1 ~ Potassium Chloride contains NLT 99.0% and NMT

"~ 100.5% of KCI, calculated on the dried basis.
ASSAY

~ Acceptance criteria: 99.0%—-100.5% on the dried %I
basis
Certification of analysis
Product Name: Potassium chloride for analysis

Batch KAA123
Spec. Values Batch Values
> Assay (argentometric) = 99.5 % 99.9 %
In water insoluble matter = 0.01 % = 0.01 %
pH-value (5 % ; water) 5.5-8.0 % 5.6 %
I M PU R I T I ES Bromide(Br) = 0.05 % = 0.05 %
TIodide (I) = 0.002 % = 0.002 %
« ALU M I N U M (206) . Phosphate (PO4) = 0.0005 % = 0.0005 %
Acce ptan ce Crite ri a: Sulpha‘fe(SOﬂr) = 0.005 % = 0.005 %
Total nitrogen (N) = 0.001 % = 0.001 %
Ba (Barium) = 0.001 % = 0.001 %
Ca (Calcium) = 0.001 % = 0.001 %
Fe (Iron) = 0.0003 % = 0.0003 %
Mg (Magnesium) = 0.002 % <0.001 %
Na (Sodium) = 0.02 % =0.02 %

Date of release (DD.MM.YYYY) 07.11.2014
Minimum shelf life (DD.MM.YYYY) 31.08.2019




Fi

IMPURITIES
-+ SODIUM

Acceptance
criteria: Sample solution
tested on a platinum wire
does not impart a
pronounced yellow color to
a nonluminous flame.

- JODIDE
Acceptance criteria; NMT
0.005%

- BROMIDE
Acceptance criteria; NMT
0.1%

« CALCIUM AND

MAGNESIUM
Acceptance criteria: No
turbidity 1s produced
within 5 min.

=

=

=

Certification of analysis

Product Name:

Batch

KAA123

Potassium chloride for analysis

Spec. Values

Batch Values

Assay (argentometric)
In water insoluble matter
pH-value (5 % ; water)

Bromide(Br)
Iodide (I)

Phosphate (PO4)
Sulphate(S04)
Total nitrogen (N)

Ba (Barium)
Ca (Calcium)
Fe (Iron)

Mg (Magnesium)

Na (Sodium)

= 99.5
= 0.01
5.5-8.0
= 0.05
= 0.002
= 0.0005
= 0.005
= 0.001
= 0.001
= 0.001
= 0.0003
= 0.002
= 0.02

99.9

= 0.01
5.6

= 0.05
= 0.002
= 0.0005
= 0.005
= 0.001
= 0.001
= 0.001
= 0.0003
<0.001

= 0.02

Date of release (DD.MM.YYYY) 07.11.2014
Minimum shelf life (DD.MM.YYYY) 31.08.2019




UP 39 Monographs:
Potassium Chloride
« Heavy Metals (231)

Sample solution: 2.0 g in

25 mL Of Water ’I’ ;:E TI:' / ~ 1; ’%ER }5\2 I\E % E/\j ¥U Eg

Acceptance
criteria: NMT 10,ppm Certification of analysis

Product Name: Potassium chloride for analysis
Batch KAA123
ﬁ ub ﬁ*g Spec. Values Batch Values
Assay (argentometric) = 99.5 % 99.9 %
In water insoluble matter = 0.01 % = 0.01 %
pH-value (5 % ; water) 5.5-8.0 % 5.6 %
Bromide(Br) = 0.05 % = 0.05 %
Todide (I) < 0.002 % < 0.002 %
Phosphate (PO4) < 0.0005 % < 0.0005 %
LOSS ON DRYING (731) . Sulphate(SO4) = 0.005 % =< 0.005 %
N ‘ Total nitrogen (N) = 0.001 % = 0.001 %
Dry a sample at 105~ for 2 Ba (Barium) < 0.001 % < 0.001 %
. Ca (Calcium) < 0.001 % < 0.001 %
L] L] . S 0, )
ltS Welght. Mg (Magnesmm) = 0.002 % <0.001 %
Na (Sodium) = 0.02 % =0.02 %

Date of release (DD.MM.YYYY) 07.11.2014
Minimum shelf life (DD.MM.YYYY) 31.08.2019
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5% NaCl Oph.Soln10 mL/btl
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BERAGR ¢ USP <795>

106032 (R

5% NaCl Oph.Soln10 mL/btl
MR MR (B4R 28 R)
A B 4B A B PR ¢ 106.00.22

BLEE © 1060322

5% NaCl Oph.Soln10 mL/btl

W B (B 4148 28 %)
F B 2448 A B PR 106.0022

L T 1060322

5% NaCl Oph.Soln10 mL/btl

BRI : (W 448 28 %)

A B 5 4E A B PR © 106.00.22

B3 © 1060322

(F 444k 28 %)

A B 3445 7 9 PR 106.00.22
BB 1 1060322

w0 106032 [hg)

5% NaCl Oph.Soln10 mL/btl

1A B PR (P4 28 X)
A0 3HE R HI R C 106.00.22

it : 1000322 L]

5% NaCl Oph.Soln10 mL/btl

A ER (M3 28 X)
AR HEM R 1060922
L3 © 1060322

5% NaCl Oph.Soln10 mL/btl

1R A B PR (P44 28 X)
A 3 A B PR ¢ 106.00.22
L3 © 1060322 ;

5% NaCl Oph.Soln10 mL/btl

MR (B 4+i% 28 X)
AR 3HEN B R 106.09.22
L5 0 1060322

5% NaCl Oph.Soln10 mL/btl

145 B MR _ (B4 28 R)
A B AHE A B PR : 106.0022
BB T 1060322

5% NaCl Oph.Soln10 mL/btl

TLE LT (W34 28 %)
A B 4E48 M B PR © 106.09.22

w 106032 R

5% NaCl Oph.Soln10 mL/btl

W B (B 4448 28 %)
F B 246 A B PR 106.0022

599 NaCl Oph.Soln10 mL/btl
1k M PR : (3448 28 %)
A B F4E A B PR © 106.00.22
$LIE ¢ 1000322 6

HLEE ¢ 1060322




Va4 "

Weight Average
Individual Individual Total Physical
Dosage Form Dosage Unit Dosage Unit Preparation pH  Observation®

Bulk powder
Powder papers
Capsules
Tablets
Troches
Liquids
Ointments
Suppositories
Gels

i e et P @ ol e ad el
L2 2 2 2 2 2 2 2

*Appearance, odor, taste, texture.

=S Enﬂ%ﬂﬂ ﬁﬁﬁ%ﬁ%‘% %m,\Efﬁ”* pH

ER2R ¢ The Art, Science, and Technology of Pharmaceutical Compounding, 5% ed.
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Quality Assessment Form for Oral and Topical Liquids -

Product _ . Date

* Lot/Rx Number Form: Solution Suspension Emulsion

Theoretical Actual Normal Range

Weight/volume
pH
Specific gravity

Active drug assay results

Initial assay
After storage No. 1 :
After storage No. 2 3 HE ART SCIENCE :

Color of product’

Clarity (solution) Clear 1

Globule size range (emulsion)
(estimated, mm) <1

Rheologic properties
(pourability, settling,
resuspendability) Good 1 2 3 4 5 Poor

Sample set aside for physical stability observation? Yes ___ No___
If yes, results - Observation

35
B3R ¢ The Art, Science, and Technology of Pharmaceutical Compounding, 5% ed.
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5% K1 oral solutionZ f5E FHEARR -
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ERI2KR © Handbook of Extemporaneous Preparation, 15 ed.



o EFRRENZ : FI EFEZIRRIATR

0 ZIRREBH AESE R -
iR i




SSHE

0 IR BB R ETRIEETERNIE I
HENREEBNER 05C B2 4D £

ER2R ¢ Handbook of Extemporaneous Preparation, 15 ed.
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BDRIERAESE AR (—) Captopril 5 mg/pack

(—) 5% NaCl oph. solution ~ (=) 0.3% Lugol’s
oral solution Ztﬁg FEAS N AIIREEIRE -+ - 3l

ABITmEIRE - BERISRRRE ?
IMNER % (2L

SRR

TERHEARNE
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