CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIN3A

Cipla

Page 1 of 4 /Crtp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485190

Batch Quantity / Odbem cepuu:  5849packs / ynakosox

AR No / Ananurinueckuii orger Ne : ARF/290/2025

Date of Analysis / lara anaausa: 21.12.2025

Date of Mfg / lata npoussoacra: _ 12/2025

Date of Expiry / Togen jo:

11/2028

Analysis performed according ND / Anasnus nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Test / TlokasaTenb

Result / PesyabTaTh!

Specification / Hopma

1 Description / Onucanue

Complies / CootseTcTByeT

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 TabneTku co
CKOLIEHHbLIMH KPasAMH OT KOPHYHEBOT'O 10 TEMHO-
KOPUYHEBOIO LIBETA ¢ BKpanieHuaMu. Ha onHoit
cTopone TabnetkH BoiaBneHo cnoso «CIPLA», Ha
JIpyroii - TMHHA pa3ioMa.

2 Identification / IToIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CooTBeTCTBYET OkpaliMBaHie aMMHAYHOTO PAacTBOpa B KpacHbIii
HTPaXHHOHOBLIE TJINKO3HIbI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBETCTBYET chromatogram of the sample solution should
MeTuiinaparuapokcHoeH30at corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
yIepKUBAHKS OCHOBHOTO MHMKA HA XpOoMaTorpamMme
MCOBITYEMOI0 PacTBOPa A0I7HO COOTBETCTBOBAaTH
BPEMEHH YepKHBaHUA OCHOBHOTIO IMHKa Ha
XpOMATOrpamMmMe CTaHAapTHOTO PacTBOpa
meTuinapariaapokcnbdensoara (pasien
«MeTtuanaparuapokcubensoar).

Average weight / Cpeansa
macca

(3]

190.75mg / 190,75mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTseTcTByeT Tpebosaruam HA

Conclusion : APPROVED /
3aknoyeHue: OO0OBPEHO

Checked by QC In-Charge / —F F
HokymeHT nposeper OKK: -

Approved by QA In-Charge /
HokymeHT ofobper OOK:

Date / . -
Qata; 22 \* 7S

Date /

v
ﬂaTa' )_24\’2.-‘21-%
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Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485190

Batch Quantity / O6bem cepun:  5849packs / ynakosok

AR No / Asanutnuecknii oruer Ne : ARF/290/2025

Date of Analysis / lata ananuza: 21.12.2025

Date of Mfg / Jlata npousBoacrea:  12/2025

Date of Expiry / T'osen no: 11/2028

Analysis performed according ND / Auaau3s nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / lNokazaTeins

Result / PesyabTaThbi

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTH M0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss ondrying / [loteps B
macce MpH BbICYLLHBAHHH

2.2%

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution /
Pacrsopenue

78-88%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) ceHHoznaos yepes 120 Muu

7 | Uniformity of Dosage units /
OaHOPOAHOCTE A03HPOBAHHS

ANV=15.7

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 < LI. All values of xi must satisfy the
inequality:

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

L1=15.01L2 =25.0.

[TokazaTens npuemaemoct s n=10 AV < L1.

B cnyuae, ecnu 3Hauenue AV npesbiiuaer L1,
APOBOIAT HCTbITAHME Ha caeayiowmx 20 obpasuax.
Jnsan=30 AV <LI. Bee 3Hauenus Xi 10IKHbI
YAOBJIETBOPATh HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

L1=15,0; L2 =2540.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE onpeneseHune
(CnexTtpodotomerpus)

14.0Img/tab /

14,0 1mr/Tad

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 no 15,53 mr (o1 90,0 1o 115,0 %)
CEHHO3HM/IOB B repecyeTe Ha ceHHo3ua B B oanoi
TabneTke.

Remarks : The Product conforms to ND/

Mpumeyanue: MNpoaykr cooteeTcTByeT Tpebosaxusm HI

Conclusion : APPROVED /
3axnwouenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / __ e,
HokymeHT npoeeper OKK: s JokymeHT onobpeH OOK: G\ P
/
Date / - | Date /
na-ra 25 12 oy J ’D,aTa: 22 \L -2 Y
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CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKHM 13,5 mr

Batch No / Cepusnt Ne: 485190

Batch Quantity / O6bem cepuu:

5849packs / ynakoBok

AR No / Anasnrauecknii oruer Ne : ARF/290/2025 | Date of Analysis / lata ananuza: 21.12.2025

12/2025

Date of Mfg / laTa npoH3BOACTBA:

Date of Expiry / I'oaen jo:

11/2028

Analysis performed according ND / Ananus nposexén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MokazaTens

Result / PesyabTaThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInapariapokcubensoara
(B2XKX)

0.044mg/tab

0,044mr/Tad

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

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruueckas 44ctora

10a) | Total Aerobic microbial count /

OOuee HHC0 aIPOOHBIX 50 Not more than 10* cfu/ g / He 6onee 10" /r
MUKPOOPTaHU3MOB
10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gosee 107 /1
count / OB1iee yKcno <10
[UIECHEBLIX ¥ JIPOAIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTeyTeTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ YcToituusblie K
NEHCTBUIO JKeJTUH
rpaMoTpULaTeNbHbie OakTepru
10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ OtcytctBueB I 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OtcyrctBue B | r =1
100) | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g /OtcyterBue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanme: MpoAykT cooTBeTCTBYET TpebOBaHNAM HO

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /

qg:; 9
OokymeHT nposeper OKK: o S

Approved by QA In-Charge / Ve
lokymeHT ofobped OOK:

Date /

912+ Loy
Hata: “ sk

Date /

Oara: 2212228

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, Tuen Industrial Estate, Tuem. Pernem Goa -403512




“

Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Pagedof 4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAIE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 485190 Batch Quantity / O6bem cepun:  5849packs / ynakosox
AR No / Ananurndeckuii otuer Ne : ARF/290/2025 |Date of Analysis / lata ananuza: 21.12.2025
Date of Mfg / laTa nponssoacra:  12/2025 Date of Expiry / T'onen jio: 11/2028
Analysis performed according ND / Anaan3 nposenén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024
Result / PesynbTaTht Specification / Hopma
- Test / [Moka3zaTenb
11 | Package / VnakoBka Package / Ynakoska - 20 tablets |Package / Vnakogska - 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. / ITo 20 TabneToxk B 25 patient information leaflets in a carton. / TTo 20
OancTep n3 NIEHKH TabaeTok B OTHCTEP M3 IJIEHKH TPEXCIOMHOIH
MOJUMBUHUIXJIOPHIHO M (MIBX/IOMBAX) u amomutnesoii chonbru. [To 2
(monH3ITHACHOBOH/ Uik 3 GaMcTepa BMECTe C MHCTPYKUMEH 110
NOJUBUHUIMICHXTOPHIHON) B |NIPUMEHCHHIO B KapTOHHYO nayuky. [To 20 tabnetox
AMOMUHHUEBOH (oabrK, No 235 B OIMCTEp W3 MICHKH MOTHBHHHIXJIOPHAHO
GIMCTEPOB B KAPTOHHYIO MauKy  |(MOMMITHICHOBOH / MONUBHHHIMAEHXJIOPHAHOI) 1
C BJIOKEHHEM 25 UHCTPYKUMit amOMHHHEBOH (Qonbri, Mo 25 GucTepos B
110 NPUMEHEHHIO. KapPTOHHYKO Na4Ky C BIOMKEHUEM 25 UHCTPYKLH 1o
PUMEHEHUIO.
12 Labeling / Mapkuposka According to ND /
B cootsetrcTeuun ¢ HJJ
13 Storage conditions / YcnoBus In a dry place. at temperature below 25 °C. / B cyxom mecTe npu TeMneparype he
XpaHeHus Bbiwe 25 °C.
14 Shelf life / Cpoxk roanocti 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpoaykT coorBeTcTByeT TpeboaHusam HL

Conclusion : APPROVED /
3aknwoyenune: OJOBPEHO

Checked by QC In-Charge / Ti(ﬂﬁp

HoxkymeHT nposeper OKK:

Approved by QA In-Charge /
pp Yy n g g; \\eP

HokymeHT onobpex OOK: /

Date /

{ 5 T . I
ﬁaTa. 292 -1 2-lLoLy

Date /
Hata:

22112 %
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