Cipla

CERTIFICATE OF ANALYSIS

" CEPTUDUKAT AHAJIM3A
Pagelel4/Crp.iu3d

Product: SENADE TABLETS 13,5 mg MpoaykT: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne ;- 484082 Batch Quantity / Oopem cepun:  5843packs / ynakoBoxk
AR No / Ananrruuecknii otaer Ne : ARF/166/2024 | Date of Analysis / Tara ananusza:  12.09.2024
Date of Mfg / ara npouseoacrea:  08/2024 Date of Expiry / I'onen no: 07/2027
Analysis performed according ND / Anann3s nposenén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No Result / PesynbsTaThl Specification / Hopma

Test / IlokazaTens

1 | Description / Onucaxue Complies / CooTetcTRyer 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. / [Inockue kpyrible TabneTku co
CKOLUEHHbIMH KpasMK OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOro [eeTa ¢ BkparuieHuaMu. Ha oanoii
ctopoHe TabneTku BeitarneHo cinoBo «CIPLA», Ha
Opyroii - IMHHUA pasioMa.

2 Identification / ITogIAHHOCTE

2a) | Anthraquinone glycosides / Complies / | Ammoniacal solution turns a reddish colour /
CoOTBeTCTBYET OkpaniMpaHie aMMHA4HOTO PacTBOpa B KpacHsIii
AHTpPaxHHOHOBBIE NTHKO3MIB! o
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOTBeTCTBYET chromatogram of the sample solution should
MeTuinaparaipokcHOeH30aT corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yIepXHBAHMS OCHOBHOIO MHKA HA XPOMATOrpaMme
HCITLITYEMOTO PacTBOpa JOIKHO COOTBETCTBOBATH
BpeMeHH YIep KUBaHHsA OCHOBHOTO MHKA Ha
XpOMaTorpaMMe CTaHJapTHOTO PacTBOpa
MeTWInaparnapoxcudensoara (pasaen
«MeTunnapariapokcudensoar).

3 | Average weight / Cpennsis 186.21mg/ 186,2imr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyaHue: MNpoaykT cooTeeTcTeyeT Tpebosanuam HA | 3akniovexue: ONOBPEHO
Checked by QC In-Charge / %gt‘_p Approved by QA In-Charge / L
OokymeHT nposepeH OKK: ’ [okymeHT ogobper OOK: e
Date / . Date /
flara: '2' © Al Jara: 12.09. 2074

FMQCO003-15-09

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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Product: SENADE TABLETS 13,5 mg

Iipoaykr: CEHA,I[E®, TABJIETKHM 13,5 mr

Batch No / Copusi Ne: 484082 Baich Quantity / O0bem cepun:  5843packs / ynakoBox
AR No / Anaanrigecknii oraer Ne : ARF/166/2024 |Date of Analysis / lara anannza:  12.09.2024
Date of Mfg / lata nponssoacrsa:  08/2024 Date of Expiry / ojen fo: 07/2027

Analysis performed according ND / Auanus nposenés no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesynbTartsl

Test / TloxkazaTenns

Specification / Hopma

4 | Uniformity of weight /
OIHOPOIHOCTH 10 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT +£15% / 2/20 ue bonee + 15%

5 | Loss on drying / [loteps B 22% NMT 6.0 % / He 6omnee 6,0 %
MAcce MpPH BhICYLIMBAHUH
6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He menee 70 % (Q) cennosnzos uepes 120 Muna
7 | Uniformity of Dosage units / AV =50 The acceptability index forn= 10 AV <L1.

OﬂHOpOllHOCTB JNO3HPOBaHHA

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=25.0,

[Mokazatens npuemaeMocTi wid n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npeesiuaet L1,
MpOBOAT HCTIBITAHKE Ha crnepytonnx 20 obpasnax.
Jist n=30 AV <L1. Bce 3HaueHHA Xi JOIKHBI
YAOBJIETBOPATE HEPABEHCTRY:

M-xi| £0,01 x L2 x M.

L1=15,0;[2=250.

8 | Assay (Spectrophotometry)
KosindecTBeHHOE OTipeeseHne
(CnexrpochoromeTpust)

14.04mg/tab /

14,04mr/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 1o 15,53 mr (o1 90,0 10 115,0 %)
CEHHO3MIO0B B Mepecdere Ha ceHHo3u B B ofHOM
TadieTke.

J| Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cocTeetctayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: ONOEPEHO

Checked by QC In-Charge / )
[okymeHT nposepeH OKK: iﬁw

Approved by QA In-Charge /
[HokymeHT opobper OOK:

aaes

Date /

Nata: \ e el gy

Date /

Nara: 1% roqr’chk.]

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-635, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS

»

CEPTHOMEAT AHAJIH3A

Cipla

Page3 of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

ITponyxr: CEHAJIE", TABJIETKW 13,5 mr

Batch No / Cepug Ne: 484082

Bateh Quantity / O6sem cepun:  5843packs / ynakoBok

‘AR No / AnannTuuecknii otuer Ne : ARF/166/2024|Date of Analysis / Jlara anannza: 12.09.2024

Date of Mfg / Jlara npon3peacrra:  08/2024 Date of Expiry / Iopen j10: 07/2027

Analysis performed according ND / Apann2 nposeaéu no HI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / X1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024 ‘

No

Test / [ToxkaszaTens

Result / PesyibTaTsl Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTnaparuapokcubensoara
(BDKX)

0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tad.

0,043xr/Tad

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 9icTora

10a) | Total Aerobic microbial count /
Ofuiee yUcI0 adpoOHBIX
MHKPOOPraHU3MOB

20 Not more than 10* ¢fu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / Obiee gneno

Not more than 107 cfu/ g /He Gonee 10° /1

<10
TJIECHEBBIX W APOHGKEBBIX
rpubos o
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10>/ ¢ / He Gonee 10° /r
bacteria/ Vetoiiuusble K
NEHCTBHIO MKETUH
rpaMoTpHLaTeNbHLe GaKTepHH
10.d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyterBue B 1 ¢
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcyrctBueB 1 1
16 ) | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / Otcyrereue 8 10 g

Remarks : The Product conforms to ND/

Conciusion : APPROVED /

Mpumeyanue: Npoaykr coorseTcTayeT Tpebosanusm H | 3aknwovenne: ONOBPEHO

[okymeHT nposepeH OKK:

Checked by QC In-Charge / ng/_{)‘p Approved by QA In-Charge / @ﬁ/lf/

HokymeHT ogobpeH OOK:

Date /

fara: e it

Date /

Harta: -8 gy

FMQC003-15-09

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

» CEPTHUOUKAT AHAJIM3A

Page4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

IpoaveT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484082

Batch Quantity / Oobem cepun:

5843packs / ynakosok

AR No / Ananntuueckuii oruer Ne : ARF/166/2024

Date of Analysis / {ara ananu3sa:

12.09.2024

Date of Mie / Jara npoussoacrea: 08/2024

{Date of Expiry / logen go:

07/2027

Analysis performed according NI / Ananns nposencn mo H/T: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesyabTaTnl Specification / Hopma
Test / IloxasaTenn
11 | Package / Ynakorka Package / Vrmaxorxa - 20 tablet . ; :
= .maa t;dl%:ter sorbaciil ¥ Package / Ynaxosxa - 20 tablets in a blister made of
b -layer fil lumi il.
PVC/PE/PVDC film and thr:ie lfzyel PVC/PE/RVD? ilm an_d aluminum foil. 2
: : ; ; or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with 5 ; :
25 patisint fuformstion leaflets in carton. 20 tablets in a blister made of PVC )
/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / [To 20 rabnetok B K : 5
7l 25 patient information leaflets in a carton. / Ilc 20
OJIMCTED H3 IJIEHKH w -
[ONMABHERIRIO H,‘IHOﬁ T20NEeTOK B 6111‘[0’1‘3]) "3 TUIEHKHW TPEXCJIOHHOH
b (ITBX/TI2/MBAX) u antomunuesoit qonsra. [To 2
(MOMUAITHIEHOBO/ g e
= WK 3 OJIHCTepa BMECTe ¢ MHCTpyKUHeil mo
HDHKBHHHJ’I,H,SHXJ!OPHI[HOH) H "
6 OPUMEHEHHIO B KapTOHHYFO nayvky. Ilo 20 tabnercx
amOMUHUEBOR QOIBTH, 110 25 -
6 oty . B 6.TIHCT€p H3 MNIEHKH MOJIHBHHHIXTOPUIHOH
JIUCTEPOB B KADTOHHYIO ITAYKYy ) . .
= 4 (MOMHATHNEHOBO / MONHBHHUITACHXIOPUIHON) U
C BlOXKeHHeM 25 HHCTPYKLIHH i
aloMHHKHEBOIT Gobru, mo 25 6aucTepoe B
o NPHUMEHEHHIO. %
KapTOHHYK) NTAaYyKy ¢ BIOKeNHeM 25 HHCTPYKLHH 1o
NPUMEHEHHHK.
12 Labeling / Mapxuposka According to ND /
B cootserctBum ¢ H]]
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C./ B cyxom MecTe npu Temneparype He
XpaHeHH Boiwe 25 °C.
14 Shelf life / Cpox roaHocTH 3 years / 3 rona

Remarks : The Product canforms to ND/
Mpumeyanue: Npogykr cooTsercTByeT Tpeboaxuam HJ

Conclusion : APPROVED /
3aknrwvyenue: OOOEPEHO

Checked by QC In-Charge /
[lokyMeHT nposepeH OKK; e;f,(‘f}

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

TS

Date /

Harta: (L, 2 ety

Date /

Jata: 12 -0% 2024

FMQC003-15-09

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




