Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg Hpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485199 Batch Quantity / O6nem cepun:  5845packs / ynakosok

AR No / AsanaTuyecknii order Ne: ARF/299/2025 | Date of Analysis / Jlata anaanza: 30.12.2025

Date of Mfg / lata nponssogcrsa:  12/2025 Date of Expiry / I'onen no: 11/2028

Analysis performed according ND / Anaaus uposenén no H/I: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / Peayabrarhi Specification / Hopma

Test / Tlokaszarenn

1 | Description / Onacanue 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. / [1nockue kpyribie TabaeTkn co
CKOIIEHHBIMU KPAsMHU OT KOPHYHEBOI'O 10 TEMHO-
KOPWYHEBOTO LBETA C BKpAIIeHnaMu. Ha oanoii
CTOpoHe TabneTky BuinasieHo cnoso «CIPLAY», Ha
APYTOH - IMHUS pa3ioMa.

2 Identification / TTopnuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET Okpalnsaiie aMMHAYHOTO PAcTBOPA B KpacHhIi
AHTPaXWHOHOBLIE ITTHKO3WM/IBI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByet chromatogram of the sample solution should
Metuanaparuapokcubenzoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACP/KUBAHHA OCHOBHOTO TMHKA HA XpOMATOrpamMmme
UCITBITYEMOTO PacTBOPa 0K HO COOTBETCTROBATD
BPEMEHH YAEPAHBAHHA OCHOBHOIO THKa Ha
XpOMaTorpammMe CTaHJapTHOrO pacTeopa
MeTHnapardapokcudensoara (pasen
«MeTtunnaparuipoxkcudeHsoar).

3 | Average weight / Cpeansis 190.20mg / 190,20mr 189.99 mg £7.5% / 189.99 wr +7.5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykr cooteeTcTBYET TpebosaHuam HI | 3aknoyeHue: OQOGPEHO
Checked by QC In-Charge / :W{_; v o2 Approved by QA In-Charge /

7 e f
HokymeHT ogoBpeH OOK. @/‘“"/

[okymeHT nposeper OKK:

,[D),:iea‘l o122 en 8 E:&;/ 2o \r2025
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Cipla

CERTIFICATE OF ANALYSIS
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CEPTUPUKAT AHAJTM3A

Page 2 of 4/ Ctp. 2 u3z 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485199

Batch Quantity / O6bem cepuu:

5845packs / ynakoBok

‘| AR No / Anannruueckuii oruer Ne : ARF/299/2025 | Date of Analysis / lata anaan3za: 30.12.2025

Date of Mfg / Jlara npounssoacTea:  12/2025

Date of Expiry / I'ogen j0:

11/2028

Analysis performed according ND / Ananu3 nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / II N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne
Test / INoka3zaTens

Result / Peayabrarsl

Specification / Hopma

4 | Uniformity of weight /
OJIHOPOIHOCTS 110 Macce

Complies / CooTBeTcTRYET

18/20 tablets NMT + 7.5 % / 18/20 ne bonee + 7.5
%
2/20 tablets NMT +£15% / 2/20 He 6onee + 15%

(OIHOPOIHOCTS JAO3HPOBAHHS

5 | Loss on drying / [lorepa B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BhICYIIWBAHUK
6 | Dissolution / 86-100% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHne He menee 70 % (Q) cenno3nnos vepes 120 Mux
7 | Uniformity of Dosage units / AV =62 The acceptability index forn =10 AV < LI.

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.

L1 =150;1:22=25.0.

[Mokasatefb npuemiiemocT wia n=10 AV < L1.

B cnyuae, ecinu 3HadeHune AV npesbiaer L1, |
MPOBOJAT MCHBITAHUE Ha ciaenytoutux 20 obpasuax. |
Jlnan=30 AV < L1. Bce 3Hauenns xi 10JKHbI
YJIOBJIETBOPSTL HEPABEHCTBY

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

Ll =15.0; L2 =25,0.

8§ | Assay (Spectrophotometry)
KonuuecTBeHHoe OlpelIeneHne
(CnextpodoTomerpus)

14.00mg/tab /

14.00mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 10 15,53 mr (o1 90.0 10 115.0 %) ;
CEHHO3MJIOB B nepecyeTe Ha ceHHO3KMA B B 01HORA
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cootseTcTByeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / - t. s
LokymeHT npoBepeH OKK: =

oS

Approved by QA In-Charge /

T
NokymeHT ogobper OOK: /959\/-”’

Date /

2012 Lol
Jara: =

Date /

flara: R ii=003.¢

EMQC063-135-10

Cipla Ltd..Cipla House, Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India
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Cipla

CERTIFICATE OF ANALYSIS
" CEPTHOUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485199

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Anaaurauecknii oruer Ne : ARF/299/2025

Date of Analysis / Iata anajmza: 30.12.2025

Date of Mfe / Mara npoussoacra:  12/2025

Date of Expiry / I'onen no: 11/2028

Analysis performed according ND / Ananu3 nposeaén mo HJ/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024 _—

Test / Ioka3zaTtens

Result / Peayibrarst

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanne
MeTunnaparujpokcubensoara
(B2XX)

0.041mg/tab

0,04 1mr/Tad

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

10 | MICROBIAL LIMIT TEST/ Muxpoduonorudeckas Y4cTOTa

10a) | Total Aerobic microbial count /
O6mee HHCI0 adPOOHBIX 20
MP[KpOOp]‘aHHBMOB

Not more than 10 cfu/ g / He Gonee 10" /r

10b) | Total combined yeast and mould
count / Obuiee ynucno
TJIECHEBBIX W IPOMIKEBBIX
rpuboB

<10

Not more than 10° cfu/ g /He Gosee 10” /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToliuuBble K
NEHCTBHIO HeJu
rpaMoTpHLATENbHbIC OaKkTepUH

Absent /OTcyTCcTBYIOT

Not more than 107 / ¢ / He Gontee 107 /r

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absent in I g/ OtcytetBue B | r

10¢) | Escherichia coli

Absent /OTcyTeTBYIOT

Absentin | g/ OrcyTeTBHe 8 | r

101) | Salmonella

Absent / OTCyTCTBYIOT

Absent in 10 g / OrcyretBue B 10 g

Remarks : The Product conforms to NI/
Mpumedanue: MNpoaykT cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OOOBPEHO

Checked by QC In-Charge / :
HokymeHT npoBepeH OKK: /“:lc et

Approved by QA In-Charge / 4/ sl
HoxymeHT ofobpeH OOK: ,%‘/‘/

Date /

N . 7 I il
[ata: Lo 122018

Date /
HaTta:

20\ 202

FMQCO03-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
Al: Simchem Pvt. Ltd., Plot No. 60-63. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJTN3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13.5 mg

Mpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 485199

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

-|AR No / Anamuruuecknii oryer Ne : ARF/299/2025

Date of Analysis / laTa anannza: 30.12.2025

Date of Mfg / lata npoussoacrea:  12/2025

Date of Expiry / I'ogen jno:

11/2028

Analysis performed according ND / Auanu3s nposeaén no H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 or 09.07.2024

Result / PesyabTaThl Specification / Hopma

- Test / Ilokazarens

11 | Package / Vnakorxa Package / Ynakosxka - 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. / [1o 20 TabsieTok B 25 patient information leaflets in a carton. / [To 20
GaHCTED M3 NIEHKH TabsIeTOK B OIMCTEp U3 MJIEHKH TPEXCIOHHON
MOJUBHHHIXIOPHIHO (MBX/AT2MIBAX) 1 amomuHreBoi donsru. [1o 2
(mosMA3THNEHOBOIT/ unu 3 6ructepa BMECTe ¢ HHCTPYKIHENT 10
NOJNMBHHUTHIEHXIOPUAHON) U |MPUMEHEHHIO B XapTOHHYIO madky. [To 20 tabnetok
ATOMUHKEBOH (osbru, no 25 B OIMCTEp U3 MUIEHKH MOJIHBHHUIXIOPHIHOI
GnucTepoB B KAPTOHHYIO Ma4ky |(MOMTHITHICHOBOH / MOJMBHHUIMAEHXIOPHIHOM) 1
C BJIOXKEHHEM 25 UHCTPYKIIHiA amoMuHMeBOH (onbry, no 25 Gnucrepos B
110 [IPUMEHEHHIO. KAPTOHHYH Mayky ¢ BIOKEHUEM 25 HHCTPYKLHIi o

NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cootBercTBUM ¢ HJT

13 Storage conditions / Vcinosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMneparype He

XpaHeHus Bhiuie 25 °C.
L.
14 Shelf life / Cpoxk ronHocTi 3 years /3 rojaa

Remarks : The Product conforms to ND/
Mpumeuanwme: MpoaykT cooTBeTCTBYET TpeboBaHnsam H/

Conclusion : APPROVED /
3akntouyetine: OQOBPEHO

Checked by QC In-Charge / B
HokymeHT nposeper OKK: "’:/{_Lﬂf’

- Approved by QA In-Charge / . el
| NexkymeHT ogobpeH OOK: @3 :

Date /

Tote: 2012 1o

Date /

B840 200.¢
Hata.

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
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