CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAJIE", TABJAETKH 13,5 mr

Batch No / Cepus Ne :

485163

Batch Quantity / O6bem cepuu:

584ipacks / vnakosok

'AR No / Auaautnuecknii oruer Ne : ARF/245/2025

Date of Analysis / lata anaansa:

11.11.2025

Date of Mfg / Jlata upoussoacrsa:

10/2025

Date of Expiry / 'oaen jio:

09/2028

Analysis performed according ND / Ananaus nposeaén no HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

|
|
|

Result / Pesyabrarsl

Specification / Hopma

|

SRS

No
Test / lNokazatenn
1 Description / Onucanue Complies / CoorBercTBYeT Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPL A
monogram embossed on one side and central break- |
line on the other. / ITnockne kpyrisie TadieTkH co
CKOIICHHBIMH KPaAMU OT KOPHYHEBOIO 10 TEMHO-
KOPUYHEBOTO LBETA ¢ BRparuieHusMu. Ha oanoil
CTOpoHe TabneTkH BhinasaeHo cnoso «CIPLA», na
APYToif - JINHKA pasioma.
2 | Identification / [ToamuHOCTL
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeTcTBYeT Okpaimpanie aMMHaqHOr0 PAcTROPA B KPacHbIil |
AHTPaxMHOHOBBIE [JIMKO3HIbI - i
IIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrayer chromatogram of the sample solution should

MeTuanaparuapokcubensoar
(BOXKX)

corresponds to the retention time of the principle !
peak in the chromatogram of the Methy| '
Parahydroxybenzoate standard soluiion (refer test 1
«Methyl Parahydroxybenzoate») / Bpems ‘
YAEPKUBAHUA OCHOBHOTO MMKA HA XpoMmarorpavve |
HMCIIBITYEMOIO PACTBOPA JIOIKHO COOTBETCTBOBATL i
BPEMEHH YIEPHKHBAHHS OCHOBHOIO 11MKA HA |
XpomarorpaMmme CTaHAapTHOIro pacTBopa i
MeTuiaparuapokcubersoara (pasien
«MeTtunnaparuapokcudensoar).

~
2

Average weight / Cpennsis
Macca

190.20mg / 190.20mr

189.99 mg +7.5% / 189,99 mr +7.5%

Remarks : The Product conforms to ND/
MNpumeyanume: Mpogykr COOTBETCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenune: OOBEPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

=f b

Approved by QA In-Charge /  ~/ =
NokymeHT ogobpeH OOK: /{l{a/_,

Date /
[aTta:

-
i = 115 2004

Date /
[ata:

W20y

FMOQC003-15-10

Cipla L1d..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.
At: Simchem Pvt. Ltd., Plot No. 60-65. Tuem Industrial Estate. Tuer. Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHKAT

AHAJIH3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJETKH 13,5 mr

{Batch No / Cepust Ne: 485163

Batch Quantity / Odben cepun:

584ipacks / ynakosok
. —

'AR No / Anagntinaecknii oruer Ne: ARF/245/2025

Date of Analysis / lata anaansa:

11.11.2025

Date of Mfe / Tara nuponssoacrsa:  10/2025

Date of Expiry / I'oaen 1o:

09/2028

Analysis performed according ND / Ananns nposeaén e

» H/1: 11 N013745/01-180522, amend No. 1 dated

09.07.2024 / TT N013745/01-180522, u3m. Ne 1 o1 09.07.2024

|

Result / PesyibTarni

Specification / Hopva

OAHOPOAHOCTH 103HPOBAH sl

- Test/ INokasarenn

4 Iniformity of weight / Coﬁmlies / CootercrByer 18/20 tablets NMT = 7.5 %/ 18/20 ne donee + 7,5
OAHOPOIHOCTS 110 Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / [Toteps & R 2.3% NMT 6.0 % / He Gonee 6,0 %
Macce NPH BuICYUIHBAHHH

6 Dissolution / 77-87% NLT 70 q_(()_) of sennosides in 120 minutes
Pactropenue He smenee 70 % (Q) cennosznaon vepes 120 MuH

7 | Uniformity of Dosage units / AV =57 The acceptability index forn = 10 AV < L1.

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.

Lil= 1500 1.2 =25:0:

[Mokaszatenn npuemnemocty s n=10 AV < LI.

B cnyuae. ecan 3xauenne AV npeesiiaet L1,

| npoBoaAT kcnbiTanue Ha caeayommx 20 odpasuax.
Jas n=30 AV < LL1. Bee 3Ha4eHus Xi JOAAHBI
VAOBIACTBOPAThH HCPABEHCTRY !

M-xij < 0,01 x L2 x M.

Ll=150:L2 =2540.

Assay (Spectrophotometry)
Konuvectsentoe onpeieienme
(Cnexrpooromerpus)

14.08mg/tab /

14.08Mmr/1ab

From 12.15 to 15.53 mg (from 90.0 1o 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 10 15.53 mr (01 90,0 10 115.0 %)
CEHHO3MIOB B [IEpecHeTe Ha CeHHO3HA B B 0aHOI

radJIeTRE.

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cootBeTcTBYET TpeboBarHuam H

Conclusion : APPROVED /
3aknoyenune: OJOEPEHO

Checked by QC In-Charge / /r
=t = L

Approved by QA In-Charge /

DNokymeHT nposepeH OKK [lokymeHT onotpen OOK p SN i 2
Date / \ D Date /
[ata: VAL el £ Jata: S

FMQCO003-15-10

Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 4000135, India.
At: Simchem Pvt. Lid., Plot No. 60-65. Tuem Industrial Estate, Tuem., Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of4/Crp. 3 usz 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE", TABJETKH 13,5 mr
Batch No / Cepust Ne: 485163 Batch Quantity / Odbem cepun:  3841packs / ynakoBor
- /AR No / Auaaurudeckuii oruer No: ARF/245/2025 Date of Analysis / Iata anaanza: 11.11.2025
Date of Mfg / lata nponssoacrea:  10/2025 Date of Expiry / I'ogen j0: 09/2028
Analysis performed according ND / Anaians nposeaén nmo H/L: [T N013745/01-180522, amend No. 1 dated
09.07.2024 /11 NO13745/01-180522, n3m. Ne 1 o1 09.07.2024 i
Result / Pesyabratni i Specification / Hopma
% Test / NMokazaTenn
9 | Content of Methy! 0.040mg/tab 10.028 —0.056 mg/tab. / Ot 0.028 10 0,056 mr/tab.
parahydroxybenzoate(HPLC)/ |
Conepratue
MeTHImaparuapokcdeHsoara 0.040Mc/1a6
(BOKX)
10 | MICROBIAL LIMIT TEST/ MUKkpoGHonOrifdeckas 4ncToTa
10a) | Total Aerobic microbial count / | B
Ob1uee 4KCI0 aapOOHBIX 20 Not more than 10" c¢fu/ g / He Gonee 10" /r
MHKPOOPraHn3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° 't O
count / OdLee yucao <10
IIIECHEBBIX W POMKIKEBBIX ‘
rpudos
100 | Bile tolerant gram-negative Absent /OTCyTCTBYHOT Not more than 10%/ g / He Gontee 10° /r
bacteria/ Ycroituusble k
AefCTBUIO ey
rpaMoTpuLaTebHble GaKTepun
I
10d) | Staphylococcus aureus Absent /OtcyteTRyroT Absentin 1 g/ OrcyrerBue B | \
e |
10¢) | Escherichia coli Absent /OtcyteTRYIOT Absentin 1 g/ OrcyrerBue B 1 r }
100 | Salmonella Absent / OTeyTeTBYIOT Absent in 10 g / Otcyrcreue 8 10 g 3

Remarks : The Product conforms to ND/
lMpumevanue: MNpoaykT cooTBeTCTBYET TpebOBaHMAM H/]

Conclusion : APPROVED /
3aknwyeHue: OOBEPEHO

Checked by QC In-Charge /
HokymenT nposeper OKK:

QF il =

[= e

Approved by QA In-Charge /
HokymeHT oaobper OOK:

/’}g;\\cﬁf

Date /
fara:

=
Wi ey g

Date /

[ata:

Wll-2e 8T

FMQC003-15-10

Cipla Lid..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013, India.
At: Simchem Pvt. Lid., Plot No. 60-65. Tuem Industrial I'state. Tuem. Pernem Goa -4033512




CERTIFICATE OF ANALYSIS

) CEPTHOHKAT AHAJIM3A
# - ) Page 4 0of 4/ Crp. 413 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr ]
_|Batch No / Cepust Ne: 485163 |Batch Quantity / O6bem cepun:  S841packs / ynakosox
AR No / Anasntuuecknii oruer Ne: ARF/245/2025|Date of Analysis / lata anaqusa:  11.11.2025
Date of Mfg / Jlata npoussoacrea:  10/2025 Date of Expiry / I'oaen no: 09/2028

Analysis performed according ND / Anaauns nposeaén no HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Result / PesyabTarnt L Specification / Hopya
No ;
Test / MMokasarenn
11 | Package / Ynakorka Package / Ynakoska - 20 tablets |Package / Viakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVCAE/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. / [To 20 Tabaerok B 25 patient information leaflets in a carton. / [To 20
OJIUCTEP M3 [JIEHKH TabneToK B OIMCTEP M3 NJIEHKK TPEXCI0HHOM
[TOHBHHUIXI0PHAHOIH (MBX/AT/MBJX) u amomusuesoii Gonbru. [Mo 2
(noaMITHIEHOBOTH/ HIIH 3 BaMCTepa BMECTE ¢ HHCTPYKIMEH 110
[OAHBHHUIHACHXIOPHIHOM) B |NpUMEHEHIT0 B KapTouuyio nauky. [1o 20 tabnetok
anfoMiHUeRoit doneru, no 25 B OJIMCTED W3 NJIEHKH MOJTHBUHIIXTIOPHIHOMN
GIMCTEPOB B KAPTOHHYIO TIAUKY | (MONMITHACHOBOM / NOMMBHHIITHICHXIOPHIHOM) 1
C BAOKEHHEM 25 HHCTPYKLMH anoMuHneBoii honeru, no 25 01UCTEPOR B
110 MPUMEHEHHIO. KAPTOHHYIO NAYKY € BAOAEHHEeM 25 HHCTPYKLMWH 110
NPUMEHEHHIO.

12 Labeling / Mapxnposka'i i According to ND /
B coorsetcteun ¢ HJL

13 Storage conditions Veaosus In a dry place, at temperature below 25 “C. ' B cyXom MecTe 1py Temreparype He

XpaHeHHs hime 25 °C.

14 Shelf life / Cpok roauoctu 3 years /3 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Npumeuanue: NpoaykT cootsetcTeyeT Tpebosanuam HA | 3akniouexne: ONOBPEHO

Checked by QC In-Charge / roved by QA In-Charge / i

y QC g (‘:'l[ Tor App y ge q{ Vst
HokymeHT nposeper OKK: e NokymeHT onobper OOK b Tzl
Date / = Date /
Ve e -
fera ! 71 2 Hara: . B .
FMQC003-15-10
il

Cipla Lid..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. L1d.. Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa 403512
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