CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page 1 of 4/Crp.1 134

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 484176

Batch Quantity / O6sem cepuu:

5850packs / ynakosox

AR No / Amanuruyeckuii oraer Ne : ARF/007/2025|Date of Analysis / JlaTa ananu3za:

11.01.2025

12/2024

Date of Mfe / lata npon3sojictBa:

Date of Expiry / T'osen go:

11/2027

Analysis performed according ND / Ananans npoeeaéu no HJI: II N013745/01-180522, amend No. 1 dated
$9.07.2024 / TI N013745/01-180522, nzm. Ne 1 o1 09.07.2024

No Result / PesyabTarhl

Test / lokazaTens

Specification / Hopma

1 | Description / Onucanue

Complies / CooTseTcTByeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. I't has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue Kpyriabie TabneTkn co
CKOLIEHHBIMH KPasMHU OT KOPHYHEBOTO JI0 TEMHO-
KOpHYHEROTO LIBETA € BKparieHUsAMH. Ha oaHoi
cropoHe TabneTku BolaasneHo cnoso «CIPLA», Ha
APYTOii - NUHUA pa3noma.

2 | Identification / ITommiHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T . CooTBeTCTBYET OkpaluvBaHie aMMHAYHOIO PacTBOpa B KPacHBIi
1BET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC) Cootrsercryer chromatogram of the sample solution should
Merunnaparuporkcuderzoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEp’KUBAHHMA OCHOBHOTO MHKA HA XPOMATOrpamMMe
UCIBLITYEMOTO PacTBOPA A0JLKHO COOTBETCTBOBATE
BPEMeHH yIeP/KUBAHMIL OCHOBHOIO IHKA Ha
Xpomarorpamme CTaHJapTHOrO pacTBopa
meTunnaparuapokcubensoata (pasmuen
«MeTunnaparuapokcubensoar).

Average weight / Cpennss
macca

L2

190.61mg / 190,6mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cooTeeTcTByeT TpebosaHnam H

Conclusion : APPROVED /
3akntoyenue: OO0OBPEHO

Checked by QC In-Charge / ) Approved by QA In-Charge / ;
DokymeHT nposepeH OKK: = (:E/‘bﬁ [okymeHT ogobper OOK: %
Date / : Date /

N s s B : E
[lata: SSEER ot fara: 15-01.202.5
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CEPTHO®UKAT AHAJIVI3A

Page2 of 4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAIE", TABJIETKH 13,5 mr

Date of Mfz / laTa npou3BoacTsa:

Batch No / Cepusi Ne: 484176 Batch Quantity / O6bem cepun:  5850packs / ynaxosox
AR No / Ananntuuecknii oruer Ne : ARF/007/2025|Date of Analysis / lata ananmnza: 11.01.2025
12/2024 Date of Expiry / T'oxen go: 11/2027

Analysis performed according ND / Auanus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NO13745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / Iloxkasarenn

Ne Result / Pe3ynbTaTh!

Specification / Hopmia

4 | Uniformity of weight /
OnHOpPOAHOCTE M0 Macce

Complies / CooTreTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 e Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ne 6onee = 15%

OnHOpPOIHOCTL JO3HPOBAHHS

5 | Loss ondrying / IToteps B 2.5% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BHICYLIHBAHHN
6 | Dissolution / 77-83% NLT 70 % (Q) of semrosides in 120 minutes
PaCTBope_Hue He menee 70 % (Q) cennozunos uepes 120 muun
7 | Uniformity of Dosage units / AV =538 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=230

AV = L1. All values of xi must satisfy the
inequality:

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

L1=15.0; L2=25.0.

MMokaszatens npuemiemoctu i n=10 AV < L1.

B cayuae, ecnu 3Hauenne AV npesbiwaer L1,
MPOBOJAT MCMBITAHHE Ha cheayiokx 20 obpasiax.
Hnan=30 AV < L1. Bee 3xHauenus Xi 1o/#Hbl
YIOBJIETBOPATL HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

L1 = 15,0; L2:=25.0.

8 | Assay (Spectrophotometry)
Konmuuectsennoe onpejenetue
(Cnexrpoporomerpust)

13.90mg/tab /

13,90mr/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 mo 115,0 %)
CEHHO3M0B B NIepecueTe Ha CeHHO3UA B B 0HOIi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr cootBeTcTBYET TpeGosaHuaM HJ

Conclusion : APPROVED /
3aknrovenue: O0OBPEHO

Checked by QC In-Charge / =5
[oxkymeHT nposepeH OKK: =7£

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

G

Date /

ﬂaTa' nw.el O LY

Date /
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-

Product: SENADE TABLETS 13,5 mg

_ Page3 of4/Crp.3 uz 4
Iponykr: CEHAAE", TABJIETKH 13,5 mr

Batch No/ Cepua Ne: 484176 Batch Quantity / O6bem cepun:  5850packs / ynarosox
AR No / AnanuTnuecknii otuer Ne : ARF/007/2025|Date of Analysis / ara ananuza: 11.01.2025
Date of Mfg / lata npounssoncrsa:  12/2024 Date of Expiry / 'ogen no: 11/2027

Analysis performed according ND / Ananus nposenén no H/: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nzm. Ne 1 or 09.07.2024

Ne Result / PesyabTaTsl

Test / lokasaTenn

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CoaepuaHue
MeTuImaparuapokcnben3oata
(B2XKX)

0.042mg/tab

0,042mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Ta6.

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruueckas 4uucTora

Total Aerobic microbial count / 40
O0wiee unucno aspodHbIX
MHKPOOPraHu3MOB

10 a)

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

10b) | Total combined yeast and mould
count / OGiee uncno
IUIECHEBBIX H IPOMIKEBLIX

rpudos

<10

Not more than 107 cfu/ g /He 6onee 107 /r

~

-

10¢) | Bile tolerant gram-negative
bacteria/ Ycroitunpsie K
JIEHCTBUIO KEJTUH

rpaMoTpuLatensisie GakTepun

Absent /OtcyTcTBytoT

Not more than 10/ g / He 6onee 10% /r

10d) | Staphylococcus aureus

Absent /OtcyterByior

Absentin | g/ OrcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrerBue e 1 ¢

101) | Salmonella

Absent / OreyrerByior

Absentin 10 g / Orcyrcteie 8 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHuam HU

Conclusion : APPROVED /
3aknroyeHue: OOOBPEHO

Checked by QC In-Charge / af/tfp

HokymeHT nposeper OKK:

Approved by QA In-Charge /
flokymeHT ogobpern OOK:

e

Date /

fara: ‘¢ Wit B

Date /

Dara. 11 012023
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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




CERTIFICATE OF ANALYSIS

. CEPTUOHKAT AHAJIN3A
Paged of 4/ Crp.4u3 4
Product: SENADE TABLETS 13,5 mg Tpoayxr: CEHAIE", TABJETKH 13,5 mr
Batch No/ Cepus Ne: 484176 Batch Quantity / O6sem cepuni:  5850packs / ynakosox
AR No / Avanaraueckuii oruer No : ARF/007/2025|Date of Analysis / lara anaausza: 11.01.2025
Date of Mfg / lata npoussogctea:  12/2024 Date of Expiry / I'onen go: 1172027

Analysis performed according ND / Ananus nposenéu no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N913745/01-186522, n3m. Ne 1 ot 09.07.2024

Ne Result / Peaynbrarsl Specification / Hopma
Test / TlokaszaTtens
11 | Package / Ynakoska Package / Ynakoska - 20 tablets |Package / Ynaxoska - 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 Tabnetox B 25 patient information leaflets in a carton. / ITo 20
bnucTep U3 NNEHKH TabneTok B GIHCTEP U3 NICHKH TPEXCNOITHOI
MONMBHHHUIXIJIOPHIHOMH (MBX/MI2MBAX) n amomitnuesoii ¢onsru. Mo 2
(momuaTHREHOBOIT/ uin 3 GiucTepa BMeCTe ¢ MHCTPYKUHE] Mo
NOMMBHHWIMACHXNOPUAHON) M [MPUMEHEHMIO B KAPTOHHYI0 nauky. [To 20 Ta6neTok
AIOMHHHEBOH (oabru, no 25 B OJIMCTED M3 [IEHKH NONUBUHHITXIOPUIHOI

O/IHCTEPOB B KAPTOHHYIO MAYKy |(MOAMITHICHOBOI / TIONMBHHHIHAEHXIOPHIHOI) 1
€ BIOXKEHHEM 25 MHCTPYKUMH aMIOMUHHEBO (onbru, no 25 Gnucrepos B

0 MPUMEHEHHIO. KapPTOHHYIO MAYKY C BAOYKEHHEM 25 MHCTpYKUHii 1o
MPUMEHEHHIO.

12 Labeling / Mapkuposxka According to ND / i
B cootsercTBum ¢ HJ,

13 Storage conditions / Ycnosusi Ina dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMnepartype He

XpaHeHHs Boiue 25 °C.

14 Shelf life / Cpok rogHocTu 3 years /3 rona

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

Mpumeyanume: MNpoaykT cooTBeTcTayeT Tpebosanusam HA | 3akntovyenue: ONQOBPEHO

Checked by QC In-Charge / ; 0 Approved by QA In-Charge / i

HokymeHT nposepeH OKK: ’,.E/F’ [okymenT ogobpen OOK:

Date / — Date / o

et : . R Pt I,
Hdara: -5 YRS Hara: 13-0l20
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