Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHUOHUKAT AHAJIHU3A

Page 1 0f4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepna Ne: 485044

Batch Quantity / O6bem cepun:

5850packs / ynakosox

AR No / Ananuruvecknii oruer Ne: ARF/066/2025 Date of Analysis / Jlata anammza: 04.03.2025

Date of Mfg / lata nponssogcrsa:  02/2025

Date of Expiry / I'onen jo:

01/2028

Analysis performed according ND / Ananns nposengn mo HII: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThl

Test / IlokasaTens

Specification / Hopma

1 | Description / Omucanue

Complies / CooTBeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / TLtockue kpyripie TabNeTKH O
CKOLICHHBIMHI KPasMH OT KOPHYHEBOTO 70 TeMHO-
KOpPUYHEBOTO IBETa ¢ BKpaIuieHHaMu. Ha ogroM
cropone TabieTkd BeIaBIeHo ¢noBo «CIPLAY, Ha
IpYTOH - THHYA pa3jioMa.

2 Identification / IToamMHHEOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTByeT OxpamiBaaie aMMHAYHOTO PAacTBOPa B KpPacHLIH
AHTPaXUHOHOBLIE ITTHKO3HIBI Sy :
2b) | Methyl Parahydroxybenzoate Complies / | Retention time of the principle peak in the
(HPLC)/ CootBetcTByET chromatogram of the sample solution should
MermunmaparuapoxcubeHsoar | corresponds to the retention time of the principle
(BDIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
YOEPXKHUBAHHA OCHOBHOTO IHKA HAa XPOMATOIPaMMe
HCIIBITYEMOr0 PacTBOPa JODKHO COOTBETCTBOBATE
BPEMEHH yJIePHHUBAHNA OCHOBHOIO MHKA Ha
XPOMAaTOrpamMMe CTaHAAPTHOTO pacTBopa
MeTHInaparuapokcadensoara (pasmen
«Metunnaparugpoxcubensoar).

Average weight / Cpennss
macca

(%)

192.91mg/ 192,91mr

189.99 mg +7.5% / 189,99 mMr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpofykT cootseTcTByeT TpeGoraHuaM HJ

Conclusion : APPROVED /
3akntouenue: O0OBPEHO

Checked by QC In-Charge /
[okymeHT nposepex OKK: 5W7t"‘9

Approved by QA In-Charge /
NokymeHT onobper OOK:

B

Date /

Iy i
[Jara: 4t.0%: 202 8

Date /

0L+ 0%.2025
Harta:
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Cipla

CERTIFICATE OF ANALYSIS
: CEPTHOHKAT AHAJI3A
. Page 2 of 4/ Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAE®, TABJETKM 13,5 wmr
Batch No / Cepnsa Ne: 485044 Batch Quantity / O6bem cepun:  5850packs / ynakosox
‘AR No / Ananutinyecknii oruer Ne : ARF/066/2025 | Date of Analysis / lara ananmza: 04.03.2025
Date of Mfg / lara nponssoacrsa:  02/2025 Date of Expiry / T'onen no: 01/2028

Analysis performed according ND / Ananus nposeaén mo HA: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / [loxkazaTenn

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee +7,5
OnHOpOJHOCTH 1O Macce %
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%
5 | Less on drying / Tloteps B 2.4% NMT 6.0 % / He Goaee 6,0 %
Macce TPH BBICYITHBAHHK
6 | Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopenue He menee 70 % (Q) cerno3uaos yepes 120 Muu
7 | Uniformity of Dosage units / AV=355 The acceptability index forn =10 AV <L1.
O[HOPOMHOCTD IO3UPOBAHHMA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV = L1. All values of xi must satisfy the
inequality: '

[M-xi| 0,01 x L2 x M.

Ll =15.0; L2=25.0.

[TokasaTens mpreMaeMocTh ama n=10 AV <L1.

B cnydae, ecnivt 3Hauenne AV npesbimaer L1,
IPOBOIAT HCOBITAHHE Ha cieayomux 20 obpaszuax.
Jns n=30 AV <L1. Bce 3na4eHus Xi A0JKHBI
YHOOBIETBOPATE HEPABEHCTBY:

M-xi| 0,01 x L2 x M.

L1=15,0;1.2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KomnuecTBeHHO® Onpenenenne 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriexrpodoTometpust) Ot 12,15 po 15,53 Mr (o1 90,0 no 115,0 %)

14,06Mr/Ta6 CCHHO3H/IOB B IIeépecyeTe Ha ceHno3ua B B onHo
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumevaHue: Mpoaykr cooreeTcTBYeT TpebosaHuam HL | 3aknioyenme: OQOEPEHO
Checked by QC In-Charge / %},J Approved by QA In-Charge / %#f
[okymeHT npoeeper OKK: ‘ HokymeHT ogo6per OOK: o
Date / Date / - .
. 0E£r03. 2025
fata; ©CA0d 2oxs NaTa:
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIW3A
- et Page 30f4/Crp. 3 uz 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA)IE®, TABJETKH 13,5 mr
Batch No / Cepnst Ne: 485044 Batch Quantity / O6bem cepun:  5850packs / ynakosok
AR No / Ananutnuecknii otaer Ne : ARF/066/2025 | Date of Analysis / lata anannza: 04.03.2025
Date of Mfg / lata nponsBogcrea:  02/2025 Date of Expiry / T'ogen no: 01/2028

Analysis performed according ND / Awanms nposenén mo HII: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne ; Result / PesyabTaTh! Specification / Hopma

Test / IlokazaTenn

9 | Content of Methyl 0.04 Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
‘| Conepixanue
MeTHINAparuapokcHOen3oata 0,041Mr/1a6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Muxpo6GHonorfdeckas yucTora

10a) | Total Aerobic microbial count / 30
Ob1mee 9ncio a’spoOHBIX Not more than 10* cfu/ g / He Goxee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould . Not more than 10* cfu/ g /He Gonee 10° /r

count / O6miee gucio

<10

MAECHEBBIX M IPOMKIKEBBIX

rpuboB '
10¢) | Bile tolerant gram-negative Absent /OtcyTteTByIOT Not more than 10*/ g / He Gonee 107 /r

bacteria/ Ycroitaussie k

LNEeliCTBHIO JKeT9u

TPaMOTPHLATE/bHEIE OaKTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OreytetBue 8 1 1 :
10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrctBue B 1
109 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcytcTBHe B 10 g
Remarks : The Preduct conforms to ND/ Conclusion : APPROVED /
Mpumeyanwme: Mpoaykr cooTBeTcTBYET TpebosaHuam HA | 3aknioueHne: OJOBPEHO
Checked by QC In-Charge / yf bo Approved by QA In-Charge /
[okymeHT nposepeH OKK: e [okymenT opo6pen OOK: %5;’5/-\{
Date /| ' Date / S e €

Y LvO2, 2~

fara: ©H oLy fata: i
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Cipla

Page40f4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJE®, TABJIETKH 13,5 Mr

Batch No / Cepust Ne: 485044

Batch Quantity / O6bem cepun:  5850packs / ymakosok

AR No / Ananurndeckuii oruer Ne : ARF/066/2025

Date of Analysis / {aTa anammza: 04.03.2025

Date of Mfe / lata upomssoactea: _ 02/20235

Date of Expiry / T'oges po: 01/2028

Analysis performed according ND / Ananns nposenén mo HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaTnl Specification / Hopma
Test / [lokazaTens ’
11 | Package / Ynakoska Package / Vnakoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / T1o 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
GrmucTep U3 MIEHKH TabneTox B GnucTep K3 MICHKH TPEXCIOHHOH
TIOTHBHHHIXJIOPH THOH (MIBX/MI2MBIAX) u amomunuenoit Gomsru. [To 2
(TroHATUNCHOROH/ win 3 GrcTepa BMECTE C MHCTPYKIHET O
[OMUBHHITHACHXIOPHAHON) U |IPHMEHEHHIO B KAPTOHHYO nauky. ITo 20 rabnetox
amoMuHEieBoit GorsrH, Mo 25 B GUIHCTEp W3 TNEHKH MOJMBHHHIIXIOPH/HOH
GANCTEPOB B KAPTOHHYIO AYKY  |(TOTHITHICHOBOI / NOIHBUHATHACHXIOPHAHOI) I
¢ BIIOJKEeHHEM 25 HHCTPYKLUHUiT amOMHHKEBOM dobru, o 25 GIUCTEPOB B
[0 IPHMEHEHHUIO. KapTOHHYIO MayKy ¢ BIOXKEHHUEM 25 HHCTPYKIMIA 10
OPUMEHEHHIO,

12 | Labeling / MapkupoBka According to ND / n
B coorsercreun ¢ HJT

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe TpH TeMIlepaType He

XpaHeHUs Berme 25 °C.
14 | Shelf life / Cpok rogrocTH 3 years /3 roga J

Remarks : The Product conforms to ND/
Npumeuanwue: Mpoaykr cooTseTcTeyeT Tpebosaruam HI

Conclusion : APPROVED /
3akntoyeHue: OJOBPEHO

Checked by QC In-Charge / ;
NokymeHT nposepeH OKK: e'ib‘c

Approved by QA In-Charge /
DoxymeHT onobpeH OOK:

B

Date /

[ata: ©FT 0% 2028

Date /

(93 Mol o e I D o ir B3
HaTta:

FMQC003-15-10
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