Cipid

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTU3A
Page 1 of4/Crp. L w3 4
Product: SENADE TABLETS 13,5mg IpoaykT: CEHAI[Ei, TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483027 Batch Quantity / O6bem cepun:  5840packs / yNAKOBOK
AR No / Anasmrasgecknii orger Ne : ARF/050/2023 | Date of Analysis / lara anajn3a: 19.04.2023
Date of Mfg / /lata npou3BoACTBA: 03/2023 Date of Expiry / I'onen ao: 02/2026
Analysis performed according ND / Anami3 nposeaén no H/L: TT NO013745/01-180522
Ne Result / PeayabTaThbl Specification / Hopma

Test / Hoxkazarelib

1 | Description / Onucanwue

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. / TTnockue kpyrabie TabneTkH co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO 710 TEMHO-
KOPHYHEBOTO LBETA C BKPATICHHAMH. Ha oznHO#M
cropone Tabnerku BoinasneHo cnoso «CIPLA», Ha
JIpYTOH - JIMHHSA pasioma.

2 Identification / ITonmMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
! o e CooTBercTBYyeT fl):epramunanue AMMMAqHOTO PacTBOpPa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYeT chromatogram of the sample solution should
Merunmaparuapokcubensoar corresponds to the retention time of the principle
(B2OXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
y/IepKUBAHHA OCHOBHOTO MHKA HA XPOMATOrpaMme
MCMBITYEMOTO PACTBOPA JIOKHO COOTBETCTBOBAT
BPEMEHH y/epKHBAHNA OCHOBHOIO NMHKa HA
XpOMATOrpaMMe CTaHAapTHOro pacTsopa
MeTnmaparnapokcnbensoara (pasnen
«MeruanaparnapoKcnOeH30aT).

3 | Average weight / Cpennsis
macca

186.07mg / 186,07mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanme: MNpOAYKT COOTBETCTBYET TpeGosanvam HI | 3aknioueHue: OOOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / =
okymenT nposepeH OKK: N okymeHT oaobper OOK:

Hoxy posep /@ﬁ/ﬂ, Aoxky pe @/

B::_:/ 2 X-04-902.2 3::1:/ 2L-A-M-207 3
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Clpla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 483027 Batch Quantity / Oosem cepan:  5840packs / ymakoBok
AR No / Anaauragecknii oraer Ne : ARF/050/2023 | Date of Analysis / /lara ananmza: 19.04.2023
Date of Mfg / /lata nponssoacrsa:  03/2023 Date of Expiry / I'oaen no: 02/2026

Analysis performed according ND / Ananms nposeaén mo H/I: TT N013745/01-180522

Ne Result / PesysibTaThbt Specification / Hopma
Test / Tlokazarenn

4 | Uniformity of weight / Complies / Coorsercrsyer 18/20 tablets NMT = 7.5 % / 18/20 re bonee +7,5
OnHOPOAHOCTS MO Macce %

2/20 tablets NMT £15% / 2/20 He Gonee = 15%

5 | Loss on drying / [Toreps B 2.2% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BbICYLIHBAHUH

6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cenno3unos sepes 120 mun

7 | Uniformity of Dosage units / - AV=49 The acceptability index forn=10 AV <LI.
OnHOPOIHOCTE I03HPOBAHHS 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:

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

L1=15.0;L2=250.

Toxka3aresb npuemnemocts wig =10 AV <L1.

B cayuae, ecnn 3navenne AV npesbimaer L1,
IPOBOAAT HCNbITAHKE Ha cnenylomux 20 obpasuax.
Jna n=30 AV < L1. Bece 3Ha4enus Xi 10/DKHBI
YAOBJIETBOPATL HEPABEHCTBY:

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

L1 =15,0; L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Komiuectsennoe omnpenenenne 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpus) Or 12,15 nmo 15,53 mr (ot 90,0 no 115,0 %)

13.88Mr/Ta6 CEHHO3MIOB B NepecyeTe Ha CeHHo3uA B B o1HOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykT cooTseTcTyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: O0OBPEHO

Checked by QC In-Charge /

[okymeHT nposepeH OKK: ___ﬁ-ﬁ

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

=

Date /

[lata: 2% c4-.20072

Date /

Nara: 29.04-202-%
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Sipla

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483027 Batch Quantity / O6bem cepun:  5840packs / ynakoBok
AR No / Anaanrauecknii oraer Ne : ARF/050/2023 | Date of Analysis / /lara anammza:  19.04.2023
Date of Mfg / /lara nponszsoacrea:  03/2023 Date of Expiry / I'onen no: 02/2026
Analysis performed according ND / Anamms nposenén no H/I: ITN013745/01-180522
Ne Result / PesysibTaThbi Specification / Hopma
Test / llokazaTennb
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHJImaparuapoxkcHbensoara 0,048Mmr/Ta6
(BIXKX)
10 | MICROBIAL LIMIT TEST/ MukpoGHonoruueckas 4ucrora
10a) | Total Aerobic microbial count /
OBuee unco a3pobHBIX 10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee uucso <10
[JIECHEBbIX M IPOAKKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ YcroiiuuBbie k
JIeACTBHIO KEeTHH
rpamMoTpHLaTebHbie fakTepHn
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcrene B 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyrcrBue B 1 r
100 | Salmonella Absent / OtcyTcTByIOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykT cootsetcrayeT TpebosaHmam HI

Conclusion : APPROVED /
3akmouenue: OQOEPEHO

Approved by QA In-Charge /

B

Checked by QC In-Charge /
HokymeHT nposepeH OKK: %&/ﬂ% HokymeHT ogobper OOK:
Date / Date /
* ~ H < 'LO ’z/
Aata: 2ho4-2cn3 [ara: 2-4.0 >

FMQC003-15-07

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




Cipia

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Page4 of4/Crp.4 u3 4
Product: SENADE TABLETS 13,5 mg [IpoaykT: CEHAAE&, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 483027 Batch Quantity / O6bem cepun:  5840packs / ynakoBor
AR No / Anaanragecknii orger Ne : ARF/050/2023 |Date of Analysis / lara anaqmza: 19.04.2023
Date of Mfg / lata npon3soacrsa:  03/2023 Date of Expiry / I'ogen no: 02/2026
Analysis performed according ND / Anamms nposeaén no H/I: T1 N013745/01-180522
Ne Result / Pesyabrarsi Specification / Hopma
Test / llokazarenn
11 | Package / Vnakoska =
8 il:‘a:k;?:é‘-y;:::z? 20tablats Package / Ynakoska - 20 tablets in a blister made of
PVC /PiE/PVDC Slinand three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient i nfc;rmation leaflets in |S2TtON- 20 tablets in a blister made of PVC
a catton. /116 20 T646TOK 5 /PE/PVDC film and aluminum foil, 25 blisters with
Gimscep w AmesKy 25 patient information leaflets in a carton. / ITo 20
- TabneTok B GiHCTep U3 IIIEHKH TPEXCAOHHOM
?:;‘:fm“”n”e‘”ﬂo";z'g/‘"°" (TIIBX/TD/MIBJIX) 1 amomutsesol donsru. [o 2
" eHXIOPUIHON) 1 w3 Gnucrepa BMECTe C MHCTPYKLHEN 10
amoMHEHeBoH onsru, no 25 NMPHMEHEHHIO B KapToHHYI0 na4ky. [To 20 Tabrerok
GRECTOpOD B KADIOR asay. B OnHCTep M3 MIEHKH NOJHBHHUIXIJIOPHUIHOM
& DR 2?:}, = i Y (NOAMITHICHOBOH / NOMMBHHHIIEHXJIOPHIHO#M)
5 TSSO el amomuHHeBo# (onbru, mo 25 GnucTepos B
P ’ KAPTOHHYIO NAYKY € BAOXeHUeM 25 WHCTPYKumit no
MPHMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
) B cooreercteun ¢ HJ{
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temmneparype He
XpaHeHus shite 25 °C.
14 Shelf life / Cpok rogrocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykT cooTBeTCTBYET TPeboBaHuam H

Conclusion : APPROVED /
3akniouenne: OJOGPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

=

HokymeHT nposeper OKK: &‘_’Eﬁ"f HokymeHT ogobpeH OOK:
Date / Date / .
Qlara: Z2-04-2003 [Jara: 29042023
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