Cipla

CERTIFICATE OF ANALYSIS
D) CEPTHOHNKAT AHAJTH3A

Page 1 of4/Crp. 1 m3 4

Product: SF:NADE TABLETS 13,5 mg

Hpoaykr: CEHAAE®, TABJETKH 13,5 mr

Batch No/Cepna Ne: 485100

Batch Quantity / O6nem cepun;

5846packs / ynakoBok

AR No / Anaautnuecknii oruer No 1 ARF/171/2025{Date of Analysis / lata anaausa: 29.08.2025

Date of Mfe / lara nponseoacrea:  08/2025

Date of Expiry / I'oaen fo:

07/2028

Analysis performed according ND / Anannz npoenén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyasTaThl

Specification / Hopma

Ne
Test / [TokazaTennb
| Description / OnucaHue Complies / CooTBeTCTRYET 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 KpyTiable TaGaeTku co
CKOLICHHBIMM KPasgMHU OT KOPHYHEBOIO 10 TEMHO-
KOPHUHEBOTO UBETA ¢ BKpamneauaMu. Ha oaHoit
cTopone TabaeTkH Boiaasneno cioso «CIPLA». Ha
ApyTOit - THHHUA paznoMa.
2 Identification / IloATMHHOCTL
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) ) CooTBeTcTRYET OxpallvBaHHE aMMHAUHOIO pacTBopa B KpacHbIii
AHTPaXHHOHOBbIE MHKO3NIbI )
i uBeT.
|
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(BXKX) peak in the chromatogram of the Methy!

i Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpema
YEP:KHBAHHA OCHOBHOIO THKA Ha XpPOMaTorpaMme
UCOBITYEMOro PacTBOpa 0K HO COOTBETCTBOBATD
BPEMEHH YACPKUBAHUS OCHOBHOTO NMUKA HA
XPOMATOrpamMMe CTAHAAPTHOrO pacTBopa
MeTHATIAparLapokcHdeH3oata (pasaen
«MeTninapariapokcubeHzoar).

3 | Average weight / Cpennss
Macca

191.32mg / 191.32vmr

189.99 mg £7.5% / 189,99 Mr=7.5%

Remarks | The Product conforms to ND/
Mpumevanue: NpoaykT cooTeeTcTayeT Tpebosanuam H

Conclusion : APPROVED /
3aknvenune: OQOBPEHO

Checked by QC In-Charge /
OokymenT npoeepeH OKK: @Qw

Approved by QA In-Charge /
OokymeHT ogobper OOK:

o

Date /

ﬂa.ra. "D'O’ D% -8

Date /
faTa:

Q- 0% 202y
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTHO®HKAT AHAJTH3A

Page 2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Mponykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485100

Batch Quantity / O6bem cepuu:  5846packs / ynakosox

{AR No / Ananutuuecknii oruer No : ARF/171/2025 Date of Analysis / /lara ananuza: 29.08.2025

Date of Mfg / llata npouwssoacra:  08/2025 Date of Expiry / T'onen ao: 07/2028

Amnalysis performed according NP / Auaaus nposenén no H: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / [lokazaTenn

Result / PeaynetaTel Specification / Hopma

4 | Uniformity of weight /

Complies / CootBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne 6onee + 7.5

OnHOpPOAHOCTH RO Macce %
2/20 tablets NMT =13% / 2/20 ne Gonee = 15%
5 | Lossondrying/ [MoTeps 8 2.0% NMT 6.0 % / He Goxee 6,0 %
Macce fIpH BHCY I UBAHHH
6 | Dissolution / 81-93% NLT 70 % (Q) of sennosides in 120 minutes

Pactsopenue

He menee 70 % (Q) cennosuaes uepes 120 MuH

7 | Uniformity of Dosage units /
OIHOPOAHOCTE A03UPOBAHKHA

AV =359 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-xil< 0,01 x 1.2 x M.

L1 =15.0; L2 =25.0.

HNokasatens npuem:iiemoctit 114 n=10 AV < L1,

B cayuae, ecnu 3HaueHue AV npesbiraer L1,

| IPOBOAAT UCMBITAHHE HA Chedyollux 20 obpasuax.
Haa n=30 AV < LI. Bee 3HaueHus X1 SO HbI
YAOBJETROPATD HEPABEHCTBY!

IM-xi| <001 = L2 x M,

Lt =150;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOe  onpeneicHne
(CnektpodoromeTpus)

From 12,15 to 15.53 mg (from 90.0 to0 115.0 %) of

14.12mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 00 15,53 mr (o1 90.0 10 115,0 %)
14.12Mr/Ta6 CEHHO3W0B B TIEPECUSTE Ha CEHHO3MM B B 0aHOi

TabJeTKe,

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT cootseTcTByeT TpeboBadusm HO | 3akmwyenne: OQOBPEHO

DokymeHT nposepen OKK:

HokymeHT ogoBpen OOK: /-'/

Checked by QC In-Charge / %’f}_ﬁ Approved by QA In-Charge / ﬁ}“_‘gp

Date /

L OB e AT
Aara; 2- ? .

Date /

Jlara: 29 0% 225

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
N CEPTUPUKAT AHAJIH3A

Cipla

Page3of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485100 Batch Quantity / O6nem cepuu:  5846packs / ynakosok
AR No / Anaantnueckuii oruer Ne : ARF/171/2025Date of Analysis / Jara ananmsa: 29.08.2025
Date of Mfg / lara npon3soacrea: _ 08/2025 Date of Expiry / T'oaen ao: 07/2028

Analysis performed according ND / Anann3 nposeaén no H/L: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / [Noka3arenb

Result / PedviibTarhl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)
CoaepxaHue
METHINaparkIpokcioen3oaTa
(B2XKX)

0.044mg/tab

0.044mriTad

0.028 — 0.056 mg/tab, / Ot 0,028 10 0,056 Mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpofuoioriyeckas unucToTa

i0a) | Total Aerobic microbial count /
Qb1ee yucao adpodHbIX 30
MHKPOOPTAHHIMOB

Not more than 10* cfu/ g/ He onee 10° it

L0hy | Total combined veast and mould
count / OdLwwee yucao <10
MAECHEBbIX B OPO#IKEBDIN
rpudos

Not more than 10° cfu/ g /He Gonee 10° /1

10 ¢c) | Bile tolerant gram-negative
bacteria’/ YcToHuuBbIE K
NEeACTBUID KETUH
rPaMOTPULATEIbHEIE GAKTEPHH

Absent /OTCyTCTBYIOT

Not more than 107/ g / He Gonee 107 /r

10 d} | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytetRue B 1 T

10¢) | Escherichia coli

Absent /OTcyTeTBYOT

Absentin 1 g/ OrtcyTetBue B 1 r

109 [ Salmonella

Absent / OTCyTCTBYIOT

| Absentin {0 g / Otcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumenanue: MNpoaykr cooTseTcTayeT TpeSosaHnam HI

Conclusion : APPROVED /
3aknrouenne: QQOBPEHO

Checked by QC In-Charge / _ LD Approved by QA In-Charge /
OokymeHT npoeeper OKK: 76[" - JokymerT oaobper OOK: W
Nata: 29.08 2014 Nara: 2

FMQCO003-15-10

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



Cipla

CERTIFICATE OF ANALYSIS
* CEPTUDHKAT AHAJIHU3A

r

Page 4 of 4/ C1p. 4 u3 4

Product: SENADE TABLETS 13,5 mg

[lpoayxr: CEHAJIE", TABJETKH 13,5 mr
p

Batch No / Cepua N ¢

485100

Batch Quantity / O6bem cepuu

5846packs / ynakosok

AR No / AnanurHuecknii otder Ne : ARF/171/2025

Date of Analysis / lata anannza: 29.08.2025

Date of Mfg / IaTa npoH3BogCTBA:

08/2025

Date of Expiry / Togen 10:

07/2028

Analysis performed according ND / Ananus nposenés mo B 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. No 1 o1 (9.07.2024

Result / PesynsraTe! Specification / Hopma
Ne
Test / [TokazaTeas

it | Package / Vnakosxa Package / Ynakosxa - 20 tablets |Package / Ynakorka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and atuminum 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 Tabnetox B 25 patient information leaflets in a carton. / [To 20
GrMcTep M3 MNeHKK TabeToK B OMCTED U3 TINEHKH TPEXCIORHOH
NOJUBMHHIXTOPHIHOH (MBX/TIDMBAX) u anromMudueroit doasru. o 2
{IOAWITHIIEHOBOT/ UK 3 OMcTepa BMECTE € HHCTPYKUMEHR No
MOJUBHHWAWIEHXIOPHAHOM) M | TPUMEHEHHIO B KApTOHHY0 nayky. [To 20 Tadnetok
anoMuHnesoii gonery, no 23 B GAHCTEP U3 MUIEHKH MOAHBUHWIXIOPUAHOR
BMCTEPOB B KAPTOHHYIO NAYKY | (NOAMITHISHOBOH / NOTMBHHAANASHXIOPHIHOH) 1
C BIOKEHNWEM 25 HHCTPYKUMH AMOMUHUEBOH (osbry, no 25 GnycTepes B
MO IPUMEHEHHIO. KAPTORHYIO NAYKY C BIOKEHHEM 25 HHCTpYKUWEA N0

MPUMEHEHNIO.

12 Labeling / MapkvpoBka According to ND/
B cooTteeTeTBud ¢ HJL

13 Storage conditions / YcioBus In a dry place, at temperature below 25 °C./ B cyxom mecTe fIpH Temnepatype He

XpaHeHusa Bbite 25 °C.
14 | Shelf life / Cpox rogHocTH 3 years/3 rona J

Remarks : The Product conforms to ND/

Mpumeuanne: MNpoaykT cooTBeTCTBYET TpeGoBaHnam HI

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /  _ /[ ., Approved by QA In-Charge / p
DokymeHT nposepeHd OKK: -’/[*w Ookyment caobpen OOK: /@?i/
Date / Date /

fara. 2> 0% o1 Nara: 2A-08- 2008

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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