Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIM3A

Page 1 0f4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne : 482043

Batch Quantity / O6sem cepuu:

5853 packs / ynakoBox

AR No / Apanuradeckuit orger N :

ARF/091/2022 | Date of Analysis / JlaTta amammsa: 08.04.2022

Date of Mfg / Jlara npoussoacrsa:  03/2022

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Anamns nposeagén mo HJI: TTN013745/01-091017, Mism. Ne 1 ot 17.04.2020

Ne Test / Iloxa3zaTens

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBercTByeT

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. / IInockue kpyrasie Tablierku co
CKOIIEHHBIMH KPasiMil OT KOPHYHEBOTO [I0 TEMHO-
KOPHYHEBOrO LBeTa ¢ Bkparienuamu. Ha ogroi
cropone Tabnerku BbiasieHo cnoso «CIPLA», Ha
ApYTOii - TMHUA pasyoMa.

2 | Identification / TTonnunnocTs

2a) | Anthraquinone glycosides /

AHTPaXHHOHOBbIE IIMKO3UIIbI

Complies /
CooTtBeTcTBYET

Ammoniacal solution turns a reddish colour /
OkpamuBaHHe aMMHAYHOTO PAacTBOPa B KPAaCHbIH
IBET.

2b) | Methyl Parahydroxybenzoate
(HPLC)/

MeTunnaparuapoKcHbeH30aT

(BIKX)

Complies /
CootBetcTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZAEpKHUBAHHS OCHOBHOIO MHKAa HA XPOMATOrpaMMe
HCIILITYEMOTO PacTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH YAEPKIBaHHA OCHOBHOTO MHKA Ha
XpOMaTOrpaMMe CTaHIapTHOTO PacTBopa
MeTHImaparkapokcubensoara (pasnen
«MeTtunmaparuapokcubens3oar).

3 | Average weight / Cpennssa
macca

188.25mg / 188,25mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanme: MpoaykT cooTBeTcTByeT TpebosaHuam HA

Conclusion : APPROVED/
3aknmouenue: OQOBPEHO

Checked by QC in-Charge /
HoxkymeHT nposepeH OKK: @ auwd

Approved by QA in-Charge /
HokymeHT opoBpeH OOK: %

Date /

b D622
HaTa: 08 04

Date /

Nara: O9q.0y-202 1
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOUKAT AHAJIN3A
Page 2 of 4/ Crp. 2 w3 4
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepun No: 482043 Batch Quantity / O6bem cepun: 5853 packs / ynakosox

AR No / Apamaragecknii orger Ne :

ARF/091/2022|Date of Analysis / lata ananusa: 08.04.2022

Date of Mfg / lara mpomsBoacrea:  03/2022

Date of Expiry / I'oger no:

02/2025

Analysis performed according ND / Anama3z nposenén mo HJI: [T N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens Result / PesyabTaTn: Specification / Hopma

4 | Uniformity of weight / Complies / CootseTcTayer 18/20 tablets NMT £ 7.5 %/ 18/20 ne Gonee = 7,5
OnHOPOJHOCTD 10 Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToTeps B 2.4% NMT 6.0 % / He 6onee 6,0 %

MACCe MPHU BHICYIIHBARTN

6 | Dissolution / 79 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenrozumos gepes 120 mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <LI,
OaHOPOAHOCTD A03MPOBAHMA 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.

Iokasarens npuemnemocTs ams n=10 AV <L1.

B caykae, ecnu 3ravenne AV npessmaer L1,
NPOBOJIAT HCMIbITAHKE HA caexyiomux 20 obpasnax.
Jlna n=30 AV <L1. Bce 3HaueHHs Xi AOHKHBI
YIOBIIETBOPATE 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
KomuuecTBenHoe onpeneneHue 13.97 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpust) _ Ot 12,15 no 15,53 mr (ot 90,0 o 115,0 %)

13,97 mr/ra6 CEHHO3H/IOB B MEpecUeTe Ha CeHHO3uA B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/
NMpumeyanme: MNMpoaykT cootseTcTByeT TpeboBarHusm HA

Conclusion : APPROVED /
3aknouenne: OOOBPEHO

Checked by QC In-Charge?

Approved by QA In-Charge /

HoxymeHT nposepeH OKK: \B glaus HokymeHT ogobpeH OOK: @éﬁt i
Date / _— . = Date /
[Jlara: D8 8.4 uBaER Oarta: 09 -9y. 21022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®HKAT AHAJIV3A

Page3 of 4/ Crp.3 niz 4

Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Product: SENADE TABLETS 13,5 mg
Batch No / Cepus Ne : 482043

Batch Quantity / OGsem cepum:

5853 packs / ynakosok

AR No / Avamaradecknii otder Ne : ARF/091/2022 | Date of Analysis / [laTa amammsa:  08.04.2022

03/2022

Date of Mfg / lara nponssoacrsa:

Date of Expiry / T'ogen no:

02/2025

Analysis performed according ND / Anamas nposeaén mo HJI: TTI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hiokazarenn Result / PesyabTaTs: Specification / Hopma
9 | Content of Methyl 0.043 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanue
MeTHIaparuapokcHden3oara 0,043 mr/Tab
(BIXKX) -

10 | MICROBIAL LIMIT TEST/ MukpoOuonora4yeckast 44CTOTa

10a) | Total Aerobic microbial count /
O6uee yuco a3pobHBIX 10

MHKPOOPraHH3MOB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould

count / Obmiee uncio
MIECHEBBIX M APOIIKEBBIX
rpuboB

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcroiguBeie K
TEeHCTBHIO MKeTTH

rpaMOTpHIATENbHbIE OaKTepHH

Absent /OrcyreTsyior

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

10€) | Escherichia coli

Absent /OtcyrerByioT

Absentin 1 g/ Orcyrcreue B 1 1

Salmonella

1016

Absent / OrcyrcTByOT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
TMpumevanue: lNpoaykT cooTBeTcTBYET TPebosanuam HA

Conclusion : APPRQVED /
3axmouenue: OQOBPEHO

Checked by QC In-Charge /™ =~
LokymeHT nposepeH OKK: \B G)aux

Approved by QA In-Charge / —— )
HokymeHT ogobper OOK: %'

Date /

Jara; DS'C\K’rr:}._Oflz_,

Date /

04-O\u 202
Qata:

FMQCO003-15-06

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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- Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 4 of 4/ Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No :

482043

Batch Quantity / O6nem cepun:

5853 packs / ynaxosok

AR No / Asamuragecknii oraer Ne : ARF/091/2022

Date of Analysis / lata ananusa:  08.04.2022

Date of Mfg / [laTta nponseoacrsa:

03/2022

Date of Expiry / T'oaen po:

02/2025

Analysis performed according ND / Anamu3z nposenén mo HJI: T N013745/01-091017, Mam. Ne 1 o1 17.04.2020

14

Shelflife / Cpox rOQHOCTH

Ne Test / lloka3zarens Result / Pesyabrarsi Specification / Hopma
1} | Eackags Yiasosxs iazkbai;g:térvf::;:z;a - RO Package / Ynakoska - 20 tablets in a bliste_r made _of
PVC/PE/PVDC film and three-l?.yer PVC/PE/P_VDF) film aqd alummu;n foil. 2
aluminum foil. 25 blisterywith |7 3 blisters and a patient information leaflet in a
25 patient iufo’ :on leaflets jn | C2TtOR- 20 tablets in a bhs‘_cef mad;:-, of PVQ ]
s artiin. LT 20 SRAeTEi B /PEfPYDC_ film anc} alummum‘fozl, 25 blisters with
B 25 patient information leaflets in a carton. / ITo 20
A —— TabneToK B OIHUCTEP U3 MIIEHKH TPEXCIOHHOM
P —— (MBX/TID/MIBAX) n amoMHHHEBOMH d)?ﬂbl"l'!. Ilo 2
A R win 3 GimcTepa BMECTE C HHCTPYKLUHEH 1Mo
ANIOMHUHMEBOT (OTLIH, 110 25 TMPUMEHEHHIO, B KapToHHYH0 nmauky. [To 20 Tabnerox
GIHCTEpGR B REpTIOMIYID THAKY B GmiicTep M3 TUICHKH NONHBHHIIXIOPHAHOI
¢ BIIOKeHHeM 25 HHCTPYKIMH (HOHHSTHJ‘I&H?BOE / IONMMBUHUIAEHXIIOPUIHOI) |
B — amoMuHHeBoOH Gonery, mo 25 6auctepor B
’ KAPTOHHYI [a4YKy C BJOXKEHHEM 25 HHCTPYKLMI Mo
MPUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B coorsercreuu ¢ HJ|
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMmeparype He
XpaHeHHs soiue 25 °C.
3 years / 3 roza

Remarks : The Product conforms to ND/
NMpumeuanue: Npoaykr cooTeeTcTRyeT TpeboBaHuam HI

Conclusion : APPRQVED /
3axmouenue: OQOBPEHO

Checked by QC In-Charge /7, > ) o0 Lk
1 L 4

3

Approved by QA In-Charge / l Eﬂ—‘/c:

[JokymeHT nposepeH OKK: \'\L HokymeHTt ogobper OOK:
Date / PN o o o Date / ; ot
| Aata: 0804 Dara: 09 .0\ 2LV
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