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Gipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

HNpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No :

485152

Batch Quantity / O6senm cepun:  5850packs / ynakosox

AR No / Ananmurnyecknii orger No :

ARF/231/2025 | Date of Analysis / lara ananmnza: 27.10.2025

Date of Mfe / lara nponsgoactna:

10/2025 Date of Expirv / losen no: 00/2028

Analysis performed according ND / Apanns nposeaén no H/1: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / loxkazarein

Result / Peayastarhbl Specification / Hopma

Description / Onucanue

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. / [Tnockue kpyrible TabneTky co
CKOWIEHHBIMH KPAAMH OT KOPHYHEBOTO 110 TEMHO-
KOpHYHEBOI0 UBeTa ¢ BkpanneHuamu. Ha oauoi
CTOpOHE TabAeTKK BblIanIeHo cnoro «CIPLAY, Ha

| pYTOil - THHAA pa3noma.

Complies / Cooteercraver

2 | Identification / ITopnuHROCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTCTBYET Oxkpawsaine aMMHAYHOTO PAacTBOPa B KPAcHbIi
AHTPaXMHOHOBBIE ITIHKO3HILI SR
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooteeTcTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPHKMBAHKS OCHOBHOTO IMKA HA XPOMATOTPAMME
MCTIBITYEMOTO PACTBOPA N0JDKHO COOTBETCTBOBATH
BPEMEHM YAEPKHBAHHS OCHOBHOTO TTHKA HA
XPOMATOrPaMMe CTAHIIAPTHOTO PACTBOpa
MeTHAnaparnapokcibersoara (pasjen
«MeTunnaparunpokcubensoar).
3 | Average weight / Cpennss 189.07mg / 189.07mr 189.99 mg +7.5% / 189,99 mr +£7,5%

macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: MNpogykt coorBeTcTeyeT TpeboBanuam HL, | 3aknoyenue: O[IOEPEHO
Checked by QC In-Charge / f .8 Approved by QA In-Charge / >
HokymeHT nposeper OKK: A [okymeHT opobper OOK: /-ﬁ:ﬂ‘“,f’ g
Date / | Date / i %

.NO: A t AD 2018
[Jara: <o B bbb [ara: DTVAL gi

FMQC003-15-10

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




(cipla

.‘ CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJM3A
7 Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJE", TABJETKH 13,5 mr
Batch No / Cepusa Ne: 485152 Batch Quantity / QGbem cepun:  5850packs / ynakosok
AR No / Anpanutnvecknii oruer Ne : ARF/231/2025|Date of Analysis / lara anaznmza: 27.10.2025
Date of Mfg / lara nponssoacrea:  10/2025 Date of Expiry / I'oaen ao: 09/2028

Analysis performed according ND / Ananus nposeaén no H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaThbl Specification / Hopma

i Test / Itoxasatens

4 | Uniformity of weight / Complies / CooTgeTcTBYET 18/20 tablets NMT + 7.5 % / 18/2Q we 6onee + 7.5
OnxopoanocTh Mo Macee Y

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

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He Gonee 6,0 %

MAacce NPH BbICYIIHBAHUH

6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) ceHHo31I0B Hepes 120 miH

7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn= 10 AV <L1.
OnHOPOAHOCTE NO3HPOBAHHS In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < LI1. All values of xi must satisfy the
inequality:

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

L =1510:1 2=250,

[Toxazatens npuemaemoctu it n=10 AV < L1,

B cirywae. ecnu 3Hauenre AV npespimaer L1,
MPOBOAAT UCTIBITAHUE HA ceAyrolx 20 obpa3uax.
Jlnan=30 AV < L1. Bee 3Ha4eHus Xi J0JIKHbI
yHOBAETBOPATE HEPABEHCTBY:

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

L= 15.0; 1.2 =25,0.

8 | Assay (Spectrophotometry) ‘ From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuecrsennoe ornpejeneque 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpogoromerpns) Ot 12,15 no 15,53 mr (o1 90,0 1o 115,0 %)

14.03mr/Tab CEHHO3HOB B NepecyeTe Ha ceHHo3ua B B onHol
' TabneTke. |

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanwme: Mpoaykr cooteeTcTayeT Tpebosadusv H | 3aknwuenue: OQOBPEHO
Checked by QC In-Charge / {4 , ¢ Approved by QA In-Charge / 7 4. o f

2 e . | ‘i\(—"’ i
HokymeHT npoeeper OKK: DokymeHT ogobpeH QOK: ft{f;,»r
Date / Ll Date / AL Lt L
Havar ||| 8 LS Dara; pibdth bbb

FMQCO003-15-10

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




Csipla

B CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3of4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485152

Batch Quantity / O6bem cepuu:

5850packs / ynakoBok

AR No / Ananurnaeckuii oruer No :

ARF/231/2025|Date of Analysis / Jara ananuza: 27.10.2025

10/2025

Date of Mfg / dara npou3BoacTsa:

Date of Expiry / I'ogen j1o0:

09/2028

Analysis performed according ND / Anaaus nposeaén no HIL: I1 NO13745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Moxkazartens

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHImaparuapokcubensoara
(B2XKX) .

0.040mg/tab

0,040mr/1ab

0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoOnojioradeckas 4ncToTa

10a) | Total Aerobic microbial count /
OBuiee YnCa0 aAPOOHBIX 40

MHKPOOPTraHH3MOB

Not more than 10° cf/ g / He Gonee 10 /r

10b) | Total combined yeast and mould | Not more than 107 cfu/ g /He Gosiee 107 /r
count / OBuLee yucno <10 [
MUIECHEBBIX M IPOIKHEBbHIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Gonee 10° /r
bacteria/ Ycroituuehie k
NeHCTBHIO KeauH
rpamMoTpHuATENbHbIe GaKTepUH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OrcytcTteue B 1 1

10¢) | Escherichia coli Absent /OTcyTCTRYIOT Absentin 1 g/OtcyTcTBre B | [

100) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Otcyrcrene B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cootseTcTBYET TpeGoBaHUaM H|

Conclusion : APPROVED /
3akmoyenue: O[JOEPEHO

Checked by QC In-Charge / s Approved by QA In-Charge /| .., ~
[lokymeHT nposepeH OKK: '7:6»/ . [okymerT oaobpeq OOK: !ffgéﬁf.fﬂ-:'
Date / N Date / il ALl ot

Tvar || |12 T AP gl Tata: 10 0028

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page 4 0f4/Crp.4nu3 4

Product: SENADE TABLETS 13.5 mg

Hpoaykr: CEHALE", TABJETKH 13,5 mr

‘Batch No / Cepus Ne ;

485152

Batch Quantity / Odbem cepun:

5850packs / ynakoBok

AR No / Ananurnueckiii orvaer Ne : ARF/231/2025

Date of Analysis / lara ananuza: 27.10.2025

Date of Mfg / Jara npon3BOACTBA:

10/2025

Date of Expiry /T'oaen jo:

09/20238

Analysis performed according ND / Anam3 nposeaén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / [Mokaszare/is

Result / Pesynbratel

i Specification / Hopma

11 | Package / ¥Ynakoeka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil. 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 Tabaerox B
BucTep K3 TUIEHKH
MOTHBHHKIXJIOPHAHOMA
(MoONU3ITHIIEHOBOIH/
MONMBHHUIMAEHXIOPHIHOM) U
anroMuaHiesol donbri, no 25
GIUCTEPOB B KAPTOHHYH) NaUuKy
C BJIOAEHHEM 25 MHCTPYKIMH
10 MPUMEHEHWIO.

Package / Ynaroska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / Tlo 20
TabneTok B GaUCTED M3 NIEHKH TPEXCIOHHOM
(MBXAIDMB/AX) v anomunuesoii donsru. [To 2
uiu 3 Gnucrepa BMECTe ¢ MHCTPYKLLMEH 1o
MPUMEHEHUIO B KAPTOHHYIO rauky. ITo 20 rabaerok
B BIHCTEp U3 NIEHKY NOAMBUHUIXJIOPHIHOMN
(HOMHITHACHOBOM / MONVBUHHAMASHXJIOPHAHOM) 1
AMOMUHKEBOI donmbry, no 25 6nucTepos B
KaPTOHHYIO MAYKy C BIOKEHMEM 25 HHCTPYKUMI NO
NPUMEHEHHIO.

12 Labeling / MapknpoBka

According to ND /

B coorsercreun ¢ HJJ

13 Storage conditions / Ycaorus
XpaHeHus

In a dry place, at temperature below 25 °C. / B cyxoM mMecTe Py TeMOepaType He

Beime 25 °C.

14 | Shelflife / Cpok ronHocTH

3 years /3 roaa

Remarks : The Product conforms to ND/
NMpumeyanwue: MNpoaykr cooTeeTcTByeT Tpebosannam HI

Conclusion : APPROVED /
3axntovenune: OIOGPEHO

Checked by QC In-Charge / ALk
[okymeHT nposepeH OKK: ?fﬂ il

Approved by QA In-Charge / ] peal
LokymeHT opobper OOK: Frrt i

Date /

g
flava. 2 1-'® PP

Date /

Lara: -0 s o2y

FMQC003-15-10

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