Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIM3A

Page 1 of4/Crp. 1 m3 4

Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

| Product: SENADE TABLETS 13,5 mg
Batch No / Cepust Ne: 481136

Batch Quantity / O0nem cepum: 5850 packs / ynakosox

AR No / Anaaumagecknii oraer Ne : ARF/171/2021|Date of Analysis / Iara amamsa: 24.07.2021

Date of Mfg / lara nponsBoacrsa:  07/2021 Date of Expiry / 'onen jo: 06/2024

Analysis performed according ND / Anamus nposeaés no HJI: 1 N013745/01-091017, V3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenib

Result / PesyapTarsi Specification / Hopma

1 | Description / Onucanue 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. / ITnockue kpyrisle TabneTkH co
CKOLUEHHbIMH KpasgMH OT KOPHYIHEBOIO 0 TEMHO-
KOPH4HEBOrO LiBeTa ¢ BKpamiennamu. Ha onHoi
cropone Tabnerku BbiIaBneHo cnoso «CIPLA», na
OPYTOM - JIHHHS pa3jaoma.

2 Identification / IToxnuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
o —— CoorBeTcTByeT (::gramuaaﬂue aMMMAYHOI0 pPacTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ' CooteercTBYET chromatogram of the sample solution should
MeTunaparuipokcuoensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yIepKHBaHHs OCHOBHOIO MUK HA XPOMATOrpaMMe
HCIBLITYEMOI'O PACTBOPA MOJKHO COOTBETCTBOBATE
BpeMeHH yIepKHBaHHs OCHOBHOTO ITHKA HA
XPOMATOrpaMme CTaHAapTHOTO pacTsopa
MeTusnaparuapokcubensoara (paszen
«MeTunnaparuapokcudeHsoar).

3 | Average weight / Cpennsist
Macca

187.05 mg / 187,05 mr 189.99 mg +7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: NpoaykT cooteetcTayeT Tpetosannam HA 3axmouenune: OOQOBPEHO

Checked by QC In-Charge / { 4~ ,
[lokymeHT nposeper OKK: q% el €

Approved by QA In-Charge / =y
HdokymeHT opnobpeH OOK: %}5/

Date/ 9 4-0%-20691
Hara:

Date /

IR TR = WO 1y S
[ata: ik
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDOHKAT AHAJIM3A
Page 2 of 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepnsi Ne: 481136 Batch Quantity / Oobem cepun: 5850 packs / ynaxkosok
AR No / Amannriaecknii oraer Ne : ARF/171/2021|Date of Analysis / lata apanmza:  24.07.2021
Date of Mfg / lara npomssoacrea:  07/2021 Date of Expiry / I'oxen go: 06/2024

Analysis performed according ND / Amas nmposenén mo HJ/I: ITTN013745/01-091017, Mam. Ne 1 o1 17.04.2020

Ne Test / lokazarens Result / PesyabTatsl Specification / Hopma
4 | Uniformity of weight / Complies / CooTtBercrayer 18/20 tablets NMT = 7.5 % / 18/20 ue Gonee +7,5
OnHOPOIHOCTD [0 Macce %
2/20 tablets NMT +15% / 2/20 ue bonee + 15%
5 | Loss on drying / IloTeps B 23% - NMT 6.0 % / He 6onee 6,0 %
Macce MPH BLICYLIMBAHUH
6 | Dissolution / 83-93% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenne He menee 70 % (Q) cennosunos yepes 120 mux
7 | Uniformity of Dosage units / AV=153 The acceptability index forn =10 AV <L1.
ORHOPOAHOCTB JO3UPOBaHUA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
=30
AV £L1. All values of xi must satisfy the
inequality:

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

L.1=15.0;1.2 = 25.0.

IToxaszarens mpuemaeMocT st n=10 AV <L1.

B cimyuae, ecnu 3Hagenne AV npesbimaer L1,
MIPOBOJAT HCMbITaHHE Ha caeayromux 20 obpasuax.
T n=30 AV < L1. Bee 3nauenns Xi A0IKHBI
YAOBIETBOPSATh 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
KonuuecTBeHHOE OnNpeneseHne 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpus) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

13.88 mrirab CEHHO3M/IOB B MepecueTe Ha cenHo3un B B ogHoM
' Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNMpoaykT cooteeTcTByeT TpebosaHnam H | 3aknroyeHune: OQOBPEHO
Checked by QC In-Charge /{5y Approved by QA In-Charge / =
[HokymeHT nposepeH OKK: Wg laine [HokymeHT ogobpeH OOK: %}ﬁ""/
Date/ . , Date / , .
Dara: 2407202 - 2Y-01.-202\

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
< CEPTHOHKAT AHAJI3A

Page3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 481136

Batch Quantity / O6nbem cepumn:

5850 packs / ynakoBox

AR No / Anamaraaecknii oraer Ne : ARF/171/2021 | Date of Analysis / lata anamusza:  24.07.2021

07/2021

Date of Mfe / Jlata mpoH3BoacTBa:

Date of Expiry / I'omen mo:

06/2024

Analysis performed according ND / Amamus nposenén mo HJI: IT N013745/01-091017, HM3zm. Ne 1 ot 17.04.2020

Ne Test / lokazaTenn Result / Pe3yabTaThl Specification / Hopma
9 | Content of Methyl 0.053 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHIIaparuapokcuben3oara D53 stiah
(BDXX)

10 | MICROBIAL LIMIT TEST/ Muxpobuonornueckas 4HcToTa

10a) | Total Aerobic microbial count /
O61ee 4ucao aspobHBIX <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 107 /r
count / Ofmee 4ncno <10
TINNECHEBBIX U APOHIKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10 / g/ He Gonee 10% /v
bacteria/ YcToiuuBbie K
NEeHCTBUIO JKeI4H
rpaMoTpHIaTeNbHbIe DaKTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyrcrBre B I 1

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcytcrBue B 1 ¢

10) | Salmonella Absent / OTeyTeTBYIOT Absent in 10 g / Otcyrcrene B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cooteetcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / i

[NokymeHT nposeper OKK. \B glan e DNokymeHT oaobper OOK: -
Date/ . 3 Date /

3 Awitn T2 D s s 'y
[lara: ik ! Nata: U107 202

FMQCO003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Paged4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne &

481136

Batch Quantity / O6bem cepuu:

5850 packs / ynakoBox

AR No / Asanaraaecknit oraer Ne : ARF/171/2021

Date of Analysis / laTa amammza: 24.07.2021

Date of Mfg / laTa npou3BoacTBa:

07/2021

Date of Expiry / I'ogen o:

06/2024

Analysis performed according ND / Anamas nposeaén mo HJ/L: ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne

Test / Iloka3zarenn

Result / PesyabraThi

Specification / Hopma

11

Package / Ynakoeka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerox B
BnucTep U3 MIECHKH
[OJHBUHUIIXJIOPHIHOM
(monusTHIEHOBOH/
MONMBUHHIIEHXIOPUIHOM) H
anoMHHIeBoH (onbry, no 25
OIHMCTEPOB B KAPTOHHYIO MayKy
C BIOMKEHHEM 25 HHCTPYKLHH
10 MPHMEHEHHIO.

Package / Ymaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTok B GIHCTEp M3 MIGHKU TPEXCHOitHOMH
(IMBX/AT2/TIB/IX) 1 amomunHeroil ¢onsru. ITo 2
unu 3 bnamcrepa BMeCTe ¢ HHCTPYKLMEH Mo
[PUMEHEHHIO B KapTOHHYO nayky. ITo 20 tabnerok
B OJIHCTep U3 MUICHKH NMOTHBHHILTXIOPHIHOMH
(MOMMATHICHOBOH / NOMHBHHUIAEHXJIOPHIHOH) 1
aMmoMHHKEBOH (onbry, no 25 Gnuctepos B
KapTOHHYIO MavKy C BIOXKEHHEM 25 MHCTPYKLMIA MO
PHMEHEHHIO.

Labeling / Mapxuposka

12 According to ND /
B coorsercreuu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeHUA Beime 25 °C.
14 | Shelflife / Cpok rogaocTi 3 years/ 3 roaa

Remarks : The Product conforms to ND/
Mpumeyanne: MNpogykr cooTeeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknioyenue: OQOBEPEHO

Checked by QC In-Charg

Approved by QA In-Charge /

HokymeHT npoeeper OKK: lan e HokymeHT onobpeH O0OK: %
Date / . Date / . i .
Hats 24-07 22021 e 2407202

FMQCO003-15-06
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