Shpkd

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg MpoaykT: CEHAJIE", TABJIETKMH 13,5 mr
Batch No / Cepusi Ne : 483013 Batch Quantity / OGbem cepun: 5841packs / ynakoBok
AR No / Anajmraaecknii oTaer No : ARF/033/2023 | Date of Analysis / Jlara anamnsa: | 1.03.2023
02/2023 Date of Expiry / 'onen no: 01/2026

Date of Mfg / /lara npoH3BoACTBA:

Analysis performed according ND / Anams nposenén no HJL:

[1N013745/01-180522

Ne

Test / [TokasaTens

Result / Pe3yabTarsl

Specification / Hopma

Description / Onucanne

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. / Tlnockue kpyrisie TabneTkn co
CKOLIEHHBIMH KpasiM#l OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETa C BKPATIEHHAMH. Ha onHoi
cTopoHe TabNeTKy BbUIABICHO CI0BO «CIPLAY, na
APYroii - TUHHS Pasioma.

Identification / [loanHHHOCTD

Complies /
CootBeTcTBYeT

2a) | Anthraquinone glycpsides /

AHTPaXHHOHOBBIE MTHKO3H/IbI

Ammoniacal solution turns a reddish colour /
OxpaiiMBaHHe aMMHA4YHOrO pacTeopa B KpacHs.Iit
LIBET.

Complies /
CooTBeTCTBYET

2b) | Methyl Parahydroxybenzoate
(HPLC)/
MeTtnanaparuapoxcubensoar

(BOXX)

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
yAepKHBaHUs OCHOBHOTO MHKA HA XPOMATOTPaMMe
MCTIBITYEMOrO PACTBOPA AOJDKHO COOTBETCTBOBATL
BpEMEHH Y/IepKHBAHUS OCHOBHOTO MK HA
XpOMAaTOrpaMme CTaHIapTHOro pacTsopa
meTwimaparnapoxcubensoara (pasaen
«MerunaparnapokcHOer30aT).

Average weight / Cpennsa
macca

186.26mg / 186,26mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoAyKT COOTBETCTBYET Tpebosanuam HI | 3aknoueHve: OOOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / -

[okymeHT nposeper OKK: /@L‘c}? [okymeHT ogobper OOK: %d)//
e

Date / Date /

Dara: 29.04- 202 [lara: 29-0M-202-%

FMQC003-15-07
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Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Page2 of 4 /Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepna Ne : 483013 Batch Quantity / OGbem cepun:  5841packs / ynakoBok
AR No / Ananaraaecknii orger Ne :  ARF/033/2023 | Date of Analysis / /laTa apanmza:  11.03.2023
Date of Mfg / Jlata nponssoacrsa:  02/2023 Date of Expiry / I'oaen g0: 01/2026
Analysis performed according ND / Anaams nposenén no HJL: 1 N013745/01-180522
Ne Result / PesyabTars Specification / Hopma
Test / [Tokazarens
4 | Uniformity of weight / Complies / Coorsercrayer 18/20 tablets NMT = 7.5 % / 18/20 ue Gonee =7.5
OnHOPOAHOCTH 10 Macce %
2/20 tablets NMT +15% / 2/20 ne Gonee = 15%
5 | Loss on drying / IToreps B 2.6% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BbICYITHBAHIHH
6 | Dissolution / 82-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunos gepes 120 mux
7 | Uniformity of Dosage units / AV=49 The acceptability index for n= 10 AV<LI.
OHOPOIHOCTE 103HPOBAHHA 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:

[M-xi| £0,01 * L2 x M.

L1=15.0; L2 =25.0.

Tokasarens npuemaeMocts s n=10 AV < L1

B cnyuae, ecin 3Havenne AV npesbimaet L,
NPOBOAAT HCMbiTaHHe Ha caenyrommx 20 obpasuax.
Jina n=30 AV <L1. Bce 3Ha4eHHs Xi JOMAKHBI
YAOBJIETBOPATL HEPABEHCTBY '

[M-xi| <0,01 * 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 OMpeneneHue 13.91mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTphs) Ot 12,15 1o 15,53 mr (o7 90,0 o 115,0 %)

13.91mr/1a6 CEHHO3WZIOB B MepecyeTe Ha CeHHO3uA B B 01HO#H
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cootsetcTayeT TpebosaHusM HL | 3akniouexue: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
LokymeHT nposepeH OKK: ﬂ_;}_‘j—f‘-’_i. [okymeHT ogobper OOK: @9)/“/’
Bz_tr::l 2904 2m3 H::,:/ 294042023

FMQC003-15-07
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Ciplc

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A
Page3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne : 483013 Batch Quantity / O6bem cepun:  5841packs / ynakoBok
AR No / Ananmaragecknii orger Ne : ARF/033/2023 | Date of Analysis / /lara apanmsza: 11.03.2023
Date of Mfg / /lata nponssoacrea:  02/2023 Date of Expiry / I'ogen no: 01/2026

Analysis performed according ND / Anayms nposeaén no HJL: I1N013745/01-180522

Ne Result / PesyabTaTn: Specification / Hopma
Test / oxkaszaTenn
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanne
MeTHImaparuapoxcubensoara 0.048Mmr/Tab
(BIXX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas YHCToTa

109) | Total Aerobic microbial count /
O61ee yncnao a3pobHbIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obuiee uncno <10
[UIECHEBBIX H JPOXIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroiiunsbie K
ZIEHCTBHIO JKeT4H
rpamMoTpuLaTenbHbie OaKTepun

10d) | Staphylococcus aureus Absent /OrcyreTByrOT Absentin 1 g/ OrcyrcrBues 1 r

10¢) | Escherichia coli Absent /OtcyTerByor Absent in 1 g/ OrcyrctBe B 1 ©

109 | Salmonella Absent / OrcyTcTBytoT Absent in 10 g /Orcyrcreues 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: MNpoaykr cooTeeTcTByeT TpebosaHuam H | 3akniouyenne: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / T
[okymeHT nposepeH OKK: (w DokymeHT ogobper OOK: W}
Date / AL Date / 2.4 -0\.

[lata: 2904 2022 [ara: Lo2-3

FMQC003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Chpla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTN3A

Page4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

TMpoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepast Ne: 483013

Batch Quantity / Obem cepun:

5841packs / ynakoBok

AR No / Anamaragecknii oraer Ne : ARF/033/2023

Date of Analysis / lara anann3a:

11.03.2023

Date of Mfg / lara npon3soacrsa:  02/2023

Date of Expiry / I'ogen no:

01/2026

Analysis performed according ND / Ananus nposenén no H/I: ITN013745/01-180522

Ne

Test / loxkazaTeas

Result / PesyasTaTst

Specification / Hopma

11 | Package / Ynakoeka

in a blister made of

GmHcTep M3 MNeHKH
MOTIMBHHHIIXJIOPHIAHOH
(nonU3THNEHOBOI/

10 MPHMEHEHHMIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

MOJMBHHHUIIEHXIOPHAHOMH) U
amoMHHHeBOH doabry, no 25

OnMHCTEpPOB B KAPTOHHYIO MauKy
C BJIOXKEHHEM 25 HHCTPYKUMii

Package / Ynakosxka - 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 6iHCTEp W3 MIIEHKH TPEXCIOHHOIH
(MBX/TIDTIBJAX) u antomunnesoii donsru. [To 2
wiH 3 GnucTepa BMECTe C MHCTPYKLHEH Mo
MPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 tabnerok
B GHCTEp H3 TUICHKH MOJHBHHUIIXJIOPHAHOI
(nonM3THIEHOBOI / NOMHBHHAINEHXIOPHIHOM) H
anoMuHneBoit Gosibry, no 25 GnaucTepos B
KapTOHHYIO NauKy ¢ BioXenueM 25 uHCTpyKumii no
MPHMEHEHHI.

12 According to ND /

B cooTsercTeun ¢ HJ{

Labeling / Mapkuposka

Storage conditions / Ycnosus
XPAHEHHHA

13
soiure 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temnepatype He

14 | Shelf'life / Cpok ronsoctH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooteeTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3aknwouyenune: OQJOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / c
HokymeHT nposeper OKK: %__r_\_,,_,, LokymeHT ogobpeH OOK: W
Date / Date /

2Q.0q- 20272

[ara:

Jara: 29-0M 202}
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