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Sulfasalazine 500 mg Enteric coated tablet
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Sulfasalazine 500 mg Enteric coated tablet
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2.2 guilsznay  Usznauaauaaen Sulfasalazine 500 mg
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3.1 Finish product specification

(1(2)

Qmauﬁamamﬂﬁﬂ

BP 2013

USP 35

1. USanmdandnty

95.0-105.0% of the L.A of Sulfasalazine

95.0-105.0% of the L.A of Sulfasalazine

: u,ammmzmahimnn'h 10% of L.A of
Sulfasalazine lu 120 Wi

Buffer stage

2. ldentification ATITEU AN
3. Related substances By liquid chromatography -
- the area of any secondary peak : NMT 1.0%
- the sum of the areas of any such peaks :
NMT 4.0%
4. Salicyiic acid and sulfapyridine NMT 0.5% of each -
5. Dissolution Acid stage Acid stage

- wassmsazanelisnnnida 10% lu 120 wif

Buffer stage
- wgadnIazae laitipanin 85% (Q) lu 60

w13 YaInT)

; waasnmIazanelaliasndn 75% (Q) of LA wifl
of Sulfasalazine 14 45 Wi
6. Uniformity of dosage units AV ATIINI
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3.2 Drug substance specification

(1(2)

AMANTANIINARA

BP 2013

USP 35

1. dSnmaaendngy

97.0 - 101.5% of Sulfasalazine

(Calculated on the dried basis)

97.0 - 101.5% of Sulfasalazine

(Calculated on the dried basis)

2. ldentification

ATITHIH

FTIINW

3. Related substances

By Liquid chromatography

- The sum of the intensities of any secondary

- Impurities A,B,C,D,E,F.G,| : for each spots : NMT 4%
impurity, NMT 1%

- Impurities H and J : for each impurity,
NMT 0.5%

- Total : NMT 4%

4, Chlorides NMT 140 ppm NMT 0.014%

5. Sulfates NMT 400 ppm NMT 0.04%

6. Heavy metals NMT 10 ppm NMT 20 ppm

7. Loss on drying NMT 1.0% (105°C, 2 hours) NMT 1.0% (105°C, 2 hours)
8. Sulfated ash NMT 0.5% -

9. Residue on ignition - NMT 0.5%

winunq - midiisemzidouudimaiu waive) remaseyTieTzinemsle Iiuusasenmmsnguaana i idiuayiisg
- Drug substance specification Ransananiyd Lﬂi’lzﬁmm%ﬂﬁﬂ drug substance #W3aluAlaTzv drug substance 189
a o ar @ P - @ o g
Hudaenduiag atuleadinit Sefinsensiinreiaynidaiidinue

Gouludug
1. a'i’ummwciml,anaﬁnﬁ'l@ﬁuags:ywm‘irumLﬁmw'hi”umLﬁaa‘immﬂluﬂszlmﬂvlm UazEIUAY (declare)
UWREIHAR ’
1.1 1uéwé’tyms’f‘jrwmﬂaw‘h§um (8.2 N8.3 NE.4 UFINANTOR)
141 lunsdifiduondinioludszinalng nansds ne2
11.2 ’LunsrﬁﬁlﬂumﬂnﬁwLﬁanmm\mﬁq wupile ne.3
1.1.3 lunsdifudusningranaslssne nanoiis no.4
12 ludatunsdousn ne.1/p.1 vaseiiauaTan wisumuaziuaRademInugug unwuaIHIAr
anuAdunzifion (finished product specification) whztarinuag WY IRRAL (drug substance specification)
nsfﬁﬁagszvxdwamsLiJﬁﬁuLnJaaLLn”lmﬁmﬁu =@ aIUUVLDNETEUUININEN BN TVALT I (8.5) NIWTaN
finished product specification LLaz/%38 Drug substance specification Tapwaun lunawindszmeadszniana
Siannsafing uazliAiu 2 9 a Judsemadszmenandidnnsafing
2. 1laNEIITUIBINIATFTIMAIHAAEN

................................................................... Usemuntenssunng
(wefSauyy aaTiw)
~
. . N~
NITUMT GRET2) . S nITNMT

(W93l ya33nT)

(WNEMIWTS MgyawIwil)

wiAN2/5 umsﬁrqnﬁaomsso



2.1 nsdnguaalulsznalng AniadasfiienmsivseunaspumIndaenaamsninosiuas 3 n e iu
MINGaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswiaenu PIC/S participating authorities
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