Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 1 of 4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepast Ne : 483004 Batch Quantity / O6bem cepun:  5845packs / ynakoBok
AR No / Ananurayecknii orger No : ARF/019/2023 | Date of Analysis / lara anaamsa: 15.02.2023
Date of Mfg / Jlara npoussoacrea:  01/2023 Date of Expiry / I'ogen no: 12/2025
Analysis performed according ND / Anams nposenén no H/L: 1 N013745/01-180522
Ne Result / Pesyabrars Specification / Hopma _
Test / lokasarenn

1 | Description / Onucanue

Complies / CooTBercrayer

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. / [nockue xpyrasie Tabnerku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOIO [0 TEMHO-
KOPHYHEBOTO LiBeTa ¢ Bkpamnennsmi. Ha oxsoil
CTOpPOHE TabNeTKH BhIAaBIeHO ¢10Bo «CIPLAY, Ha
ApPYro# - NHHHA pa3noma.

2 | Identification / IToanHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
oA OELE P CootsercTyer (u):gramusanne aMMHA4YHOrO pacTBOpa B KPACHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrayer chromatogram of the sample solution should
Merunnaparnapokcubensoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEpKHBaHHA OCHOBHOTO MHKA HA XPOMATOrpamme
HCIIBITYEMOrO PACTBOPA A0KHO COOTBETCTBOBATD
BPEMEHH YAePHHUBAHUS OCHOBHOTO NMHKA HA
XpOMaTOrpaMMe CTaHAaPTHOTO PacTBopa
MeTHnnaparnapokcubensoara (pasnen
«MerunnaparuapokcnbeHsoar).

3 | Average weight / Cpennss
Macca

187 21mg / 187,21mr

189.99 mg +7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Npoaykr cooreeTcTyeT TpebosaHusm HI | 3aknouenune: OOJOBPEHO

Checked by QC In-Charge / : Approved by QA In-Charge / .
[LokymeHT nposepeH OKK: taf DokymeHT ogobpeH OOK: (w\
Date / Date /

fara: 29-04-.2023 Oara: 24.04-2223
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Clhpta

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Page2 of 4 /Crp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483004 Batch Quantity / O6bem cepun:  5845packs / ynakoBoxk
AR No / Anasmragecknii orger Ne : ARF/019/2023 | Date of Analysis / /lara ananmza: 15.02.2023
Date of Mfg / lara nponssoacrsa:  01/2023 Date of Expiry / I'ogen no: 12/2025

Analysis performed according ND / Ananus nposenén no H/L: I1 N013745/01-180522

Ne Result / PesyabTaTe: Specification / Hopma
Test / IToxkazarenn

4 | Uniformity of weight / Complies / Cooreercrayer 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee 7,5
OnHOPOIHOCTL MO Macce %

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

5 | Loss on drying / [Toreps B 2.7% NMT 6.0 % / He Gonee 6,0 %

MACCE P BBICYIIHBAHHH

6 | Dissolution / 82-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenne He menee 70 % (Q) cennosunos uepe3 120 mus

7 | Uniformity of Dosage units / — AV=51 The acceptability index forn= 10 AV<LI.
OnHOpPOAHOCTL N03HPOBAHUA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV <LI. All values of xi must satisfy the
inequality:

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

L1=15.0; L2=25.0.

IMoxasarens npuemaemoctn ans n=10 AV <L1.

B cnyuae, ecin 3nauenne AV npessimaer L1,
NpPOBOIAT HCNbITaHHE Ha cneayrommnx 20 obpasuax.
Jina n=30 AV < L1. Bce 3na4enns xi A0MKHbI
YAOBAETBOPATL 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
KonuuectseHHoe omnpenenesne 13.98mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpHs) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

13,98Mr/Ta6 CEHHO3MJIOB B TlepecyeTe Ha CeHHO3ua B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooteetcrayet TpebosaHuam H/

Conclusion : APPROVED /
3aknioyenune: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / e
o cpan 00k =

[OokymeHT nposeper O ,E-—-ép- [okymenT ogobper 00

Date / Date /

[ara: 22-04- 2023 Jara: 25 e8]

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483004

Batch Quantity / O6bem cepun:  5845packs / ynakosox

AR No / Anasmmagecknii oraer Ne : ARF/019/2023 | Date of Analysis / lara ananmza: 15.02.2023

Date of Mfg / lara npon3Boacrsa:

01/2023 Date of Expiry / I'oaen no: 12/2025

Analysis performed according ND / Anammus nposeaén mo H/I: T1 N013745/01-180522

Ne Result / PesyabTaTsi Specification / Hopma
Test / llokazarens
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coneprxanue
MEeTHITaparnapokcHOeH30aTa 0.046Mr/rab
(BXKX) '
10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 4HcroTa
10a) | Total Aerobic microbial count /
Obiee 4HCI0 a3POGHBIX <10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / Obmee yucao <10
TUIECHEBbIX H APOJIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/ YcroiunBsie K
JEHCTBHIO Wemdn
rpamMoTpuuaTebHbie OakTepin
10d) | Staphylococcus aureus Absent /Orcyrersyior Absentin | g/ OrcyrcrBue s 1 r
10¢) | Escherichia coli Absent /OrcyTcTByoT Absent in 1 g/ OtcyrcrBue B | ¢
109) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / OrcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNMpumeyanwme: NpoaykT cooTeeTcTyeT Tpebosanusm HI | 3aknroyenune: OQOBEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
[okymeHT nposepeH OKK: /@L&*f, [okymenT ogobper OOK: %
Date / Date /
ﬂaTa: Qq 0420273 naTa: M < 0‘1 ‘2021

FMQCO003-15-07

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
Page 4 of 4/ Crp. 4 w3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE‘, TABJIETKH 13,5 mr
Batch No / Cepns Ne: 483004 Batch Quantity / Oobem cepun:  5845packs / ynakosok
AR No / Asanurngecknit orger Ne : ARF/019/2023 | Date of Analysis / /lara amaymza: 15.02.2023
Date of Mfg / lara nponssoacrsa:  01/2023 Date of Expiry / I'ogen g0: 12/2025

Analysis performed according ND / Ananus nposeaén no HJ/I: ITN013745/01-180522

Ne Result / PesyabTarsi Specification / Hopma
Test / Hoxkasarens
11 | Package / Ynakoeka “
kag i‘:‘a:k&?;éry;:;:z:a 20sing Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
ahuminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
25 patient infc;nnation leaflets in |Carton. 20 tablets in a blister made of PVC
& Ghrton. LT 20 F56R80K S /PE/PVDC film and aluminum foil, 25 blisters with
6nncre§ i e 25 patient information leaflets in a carton. / ITo 20
. Tabnerok B GnuCTEp M3 NIEHKH TPEXCIOHHOIM
?::nnnmu;xnmc;;:’;z/mou (TIBX/TIO/TIBJIX) v amomurnesoi Gomasra. [To 2
e eRXNOPHAROH) H win 3 GnucTepa BMECTe C HHCTPYKLIKEH 110
amoMHHHEBOH GOMBIH, 110 25 MPUMEHEHHIO B KapTOHHYK naydky. [1o 20 tabnerok
GIHCTEPOR B KAPTOMHYIO MASKY 8 OnucTep M3 NIEHKH NOJHBHHUIXJIOPHIHOM
. o (MOMM3ITHIIGHOBOI / MOTMBHHWIACHXJIOPUAHOM) 1
(10 IPHMEHEHHIO TPy amomuHreBoii Gonsry, no 25 Gaucrepos B
' KapTOHHYIO MA¥Ky C BIOXKEHHUEM 25 HHCTPYKuui no
TIPHUMEHEHHIO.
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 nipu Temmeparype He
XpaHeHHs sbime 25 °C.
14 Shelf life / Cpok rogrocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykT cooTeeTcTByeT TpeboaHuam HI

Conclusion : APPROVED /
3aknwuenue: OO0OBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / =
HokymeHT npoeepeH OKK: /@;—.\f_—{ﬁ HokymeHT ogobper OOK: %
Date / Date /

Dara: 2X-04-202.3 [ara: 1] -0 2022
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