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®. | rabeprazole sodium | o tablet @OD.cOEM oo,000 | @,beE,000.00 iﬂmﬁma%’m%’a
o mg gastro- ﬂ’?wéjﬂf:jﬂ
resistant tablet melusseziig
GaN
Ysuuseune
b. | iron sucrose eoo & ml Ex.0Dc0 ®©&,000 Qob,cab.oo | TIAMALTATE
meg/& ml solution ampoule ﬂ%ﬂ%ﬁﬂ?jﬂ
for injection mulusseziian
RN
Yauuseuned
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AMANBZIANIZUDIEN
Rabeprazole sodium 20 mg Gastro-resistant Tablet
(GPU 856355)

Foen Rabeprazole sodium 20 mg Gastro-resistant Tablet

2. pasuliATaly
2.1 3Uuuu
2.2 duseneu
2.3 MIULUTIY

2.4 28170

Dugdindmiusuussmuriianusiensalunsziwize1mis (Enteric coated tablet)
Tu 1 i Uszneumesen Rabeprazole 20 mg

UTTYluunUnevgiiunnend vise Blister pack Unalinuazussyinaitostiuneauay
AT

RANNUUUTTIAMIRBIsEYTenT dauusenoufendifty Auuse Yunde Yudueny
wuikdnuaziaunzilouiiuelfognednian
AAINVUNYULUTIYI0819 R 8fdT8 Y081 daudsznaufendidny AauLss

TUAUDILKALLAVINER

3. AuaudAnamaiia

nan1snsaa3tAs1einuatmluluniy Finished product specification wag Drug substance

specification 18919893 10LAdUA1TUATUREIAY FaldanneifounonmenITUNITOIMITHASE NTENTI

a15130ug sl LndushTunldsndedenduatuniiieuimielndniinssrundusisuladfunis au
UzNIANTENTIEIGITUAY 1509 SeUTue (aUuil 2) w.e. 2562 asiuil 3 nsngau 2562 (asuszniely
T1URAYUNYIIUN 26 NINYIAY 2562)

Finished product specification:

k) Test items Specifications

1 | Identification mmci’lumm‘ﬁ'izﬂu Finished product specification

2 | Assay 95.0 - 105.0% of the labeled amount of Rabeprazole

3 | Loss on drying Not more than 2.5%

4 | Uniformity of dosage units mw&humuﬁﬁzﬂu Finished product specification

5 | Dissolution mi’sﬁ]ﬂhummﬁwﬂu Finished product specification

6 | Related substance/Total m’mmummﬁszﬂu Finished product specification
degradation product

7 | Microbiological test mam\hummﬁixﬂu Finished product specification

8 |E.coli ATIaliny
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- Drug substance specification 915019 0lUAATIEVVBIRHER drug substance wiBlUAATIZN
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Rouludu
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AANBULIANIZ VDN
Iron Sucrose 100 mg/5 ml solution for injection
(GPU 816992)

%81 Iron Sucrose 100 mg/5 ml solution for injection
2. AuaNTANIlY
2.1 gUuuy Juedausiaaniteansazansla dirmna Fadu complex vas Ferric hydroxide

1%

AU sucrose

22dmdszneu lu 5 faf8nsUseznausiedae Iron hydroxide sucrose complex equivalent to

elemental iron 100 mg
lLaifinstinans antimicrobial agent, chelating agent, dextran, gluconate #5015
ou)

23 MYurUssy  UTIRUNTUBUSIRRnaausrnieoslant lundesnseaunsenuustestuuas

2.4 810

aanuuUssYTusifessyydenn dwussneuiierdifey mnuuss Jundn Yudueny
iwuinanuastaunzdousiuelfoshadaian
AAINVUN1YUYUTIQEI0E1WBEfasyyToen drulsznoudisndify Auuse
fuéumquauamﬁmﬁm

3. AuaulAnImala

wamsm’m‘imeﬁammmﬁulﬂmm Finished product specification tag Drug substance
specification 919899 nindusfuatuiiisaiy deldaanzidouronnenIsun1semIsuazen NTENsas
A51304G 198 wdisuiilierdateafuatuiieusiwielminiunnsgundasiuladdumils s
UsBNANSENTI9E5150gY 1309 seusuen @iuil 2) we. 2562 asudl 3 N3NNI 2562 (asUsenialy
ﬁ%ﬁﬁammunwﬁuﬁ 26 NINYIAU 2562)

Finished product specification:

49 Test items Specifications
1 | Identification
- Iron The resulting solution is red with potassium thiocyanate TS
The red color is discharged with mercuric chloride TS
- Sucrose The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution, as
obtained in the Assay for Sucrose
- Molecular weight Mw: 34,000 — 60,000 Da
determination My: Not Less than 24,000 Da
Mw/My : Not more than 1.7
mafd Ao I gl
wnndugenuaiing lvelnua wndunsndelin angesudna
UsesIunIsunig NFIUNT
S e, L RN e M 2700w
Wndunsvdlafing weddni WndunTVEInInUa NEIAdy wndunsviu s3sulngm
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i) Test items Specifications
Assay
- Iron 95.0 - 105.0% of labeled amount
- Sucrose 260 - 340 meg/ml
3 | Content of chloride 0.012% - 0.025%
4 | pH 10.5 - 11.1 at 20°C
5 | Bacterial endotoxins test Not more than 3.7 USP EU/mg of iron
6 | Extractable volume (Volume | Not less than labeled amount 5 ml

in container)

7 | Particulate matter
- Particle size > 10 um

- Particle size > 25 um

Small volume (100 ml or less)
Not more than 6,000 particles/container

Not more than 600 particles/container

8 | Sterility

M3196UAMNTEYLY Finished product specification

9 | Turbidity

44-53

10 | Osmolarity

1,150 - 1,350 mOsmol/L

11 | Specific gravity

1.135 - 1.165 at 20°C

12 | Alkalinity

0.5-0.8 ml

13 | Limit of Iron

Not more than 0.4% w/v

14 | Absence of molecular weight

Fe (II) and Fe (lll) complexes

In the polarograms obtained in the test for Limit of Iron

[Fe(I], no additional peaks are found

NUELUR
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- Drug substance specification ﬁmmmnﬂiﬁmi’]”ﬁmmﬁwﬁm drug substance #IBlULATIEY
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AMANYLIANIZVBIY
Sulfasalazine 500 mg Gastro-resistant Tablet
(GPU 988060)
1. Foen Sulfasalazine 500 mg Gastro-resistant Tablet
2. AuandAnaly
2.1 JUnuy \ugudadmiusuussmusianusiensalunszimizenms (Enteric coated tablet)
22 dwlsenay  lu 1 e Uszneusesen Sulfasalazine 500 me
23 sy usstlunvuzdaain Jestumnui
YNAUTIINFRtas 100 Wn iisldiuiniesdneuuundesdnlugi
2.4 221N ABNUUUSTYAIRDIsEYTosn ddsenaudendify Auuse Tukdn i’uf?;umq
ALz dsuh el ioshadaiay
AAINVUN1YUTUTIE0E1Bededseylionn diudsznaufendidy A1uLss
‘Yu?TuquLazLaﬁuﬁwam
3. puantAnIwmaila
nan1snsradtasigiaua miluluniu Finished product specification Wag Drug substance
specification 819899 nLndusi3uatuiieatu FeldaansourennznITuNIToMITLALEN NTENTI
AN5I0UAY il s $uilirsdsoaduatuiiiisunimiolminiunsgunduiulamsunile au
UsEMANSENTIAIs150gY 309 Syiiue RUufl 2) wa. 2562 astuil 3 nsnQIAN 2562 (asusenely
s Tuil 26 nIngIAy 2562)
Finished product specification:

h) Test items Specifications

1 | Identification The visible absorption spectrum of the Sample solution
corresponds to that of the Standard solution, as prepared in
the Assay.

Assay 95.0 - 105.0% of the labeled amount of Sulfasalazine
3 | Performance tests

- Uniformity of dosage units Acceptance value of the first 10 units is less than or equal to
15.0%

- Dissolution Acid stage

Not more than 10% of the labeled amount of sulfasalazine
is dissolved in 120 minutes

Buffer stage
Not less than 85% of the labeled amount of sulfasalazine is

dissolved in 60 minutes
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