Cipla

CERTIFICATE OF ANALYSIS
. CEPTUO®HKAT AHAJIM3A

Page 1 of4/Crp. 1 n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / /lara npou3BoacTsa:

Batch No / Cepust Ne: 481130 Batch Quantity / Oobem cepam: 5850 packs / ynaxosok
AR No / Amannranaecknii orger Ne: ARF/161/2021|Date of Analysis / lara apamuza:  16.07.2021
06/2021 Date of Expiry / I'oen go: 05/2024

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

No Test / ITokazarean

Result / Pesyabrarsi

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. / [nockue kpyrnsie TabneTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOIO 0 TEMHO-
KOpPHYHEBOrO 1BeTa ¢ BKparennsmu. Ha onHoii
cropone Tabnetku BhiaaraeHo cnoso «CIPLA», Ha
JIPYTOi - TUHUS Pa3ioMa.

hi Identification / ITOATMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OxpamuBaHie aMMHAYHOTO pacTBOpPa B KPAaCHBI
AHTPaxXHHOHOBBIE TTTHKO3H/IbI i sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercTByer chromatogram of the sample solution should
Metunmaparuapokcubensoar 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
HCTBITYEMOrO PacTEOPA HOJBKHO COOTBETCTEOBATD
BpeMeHH y/iep KHBaHUsI OCHOBHOTO THKA Ha
XpOMaTOrpamMme CTaHOapTHOIO pacTBopa
meTuinaparuapokcutensoara (pasmen
«MerunnaparuapokcubeHsoar).

3 Average weight / Cpenusis
macca

188.17 mg / 188,17 mr

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

Remarks : The Product conforms to ND/
Mpumeyanwue: [NpoaykT cootseTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Charge /™, )
[NokymeHT nposepeH OKK: ™ A blane

Approved by QA In-Charge / —, 1+ 4
:D.OKYMSHT op,06peH Q0K: : 15

Date /

fara: 1610 2021

Date /

‘, 6O -202.)
Hara:

FMQC003-15-06

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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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Cipla
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Product: SENADE TABLETS 13,5 mg Ipoxyxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepnsi Ne: 481130 Batch Quantity / Oonem cepun: 5850 packs / ymakosok
AR No / Ananarigecknii oruer Ne: ARF/161/2021|Date of Analysis / lata apamaza:  16.07.2021

Date of Mfe / Jlata npoussoxcrsa:  06/2021 Date of Expiry / I'ogen 102 05/2024

Analysis performed according ND / Anamus nposengn o HJI: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokazaTeb

Kesult / PesyabTarsl

Specification / Hopma

4 | Uniformity of weight /

Complies / CoorseTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5

OHOPOOHOCTH MO MAcce %
2/20 tablets NMT #15% / 2/20 ne 6onee = 15%
5 | Loss on drying / Iloreps B 23% NMT 6.0 % / He bonee 6,0 %
MAcce NPH BhICYIHBAHRN
6 | Dissolution/ 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennoznnos uepes 120 Mun
7 | Uniformity of Dosage units / AV=6.0 The acceptability index forn=10 AV <L1.

OxHOPONIHOCTD IO3UPOBAHHA

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 x L2 x M.

L1=15.0;,L2=25.0.

I[Tokasartens npueMieMocty s n=10 AV < L1

B cny4ae, ecnu snauenne AV npessnmaer L1,
MPOBOIAT HCTIBITAHKE Ha crenylomux 20 obpasnax.
Insa n=30 AV <L1. Bee 3Ha4eHus Xi JOJKHbI
yAOBJIETBOPSATL HEPABEHCTBY:

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

L1=15,0; L2 = 25,0.

8 | Assay (Spectrophotometry)
KonuuecTseHHOe ONpeneneHne
(CnekrpodoTomerpus)

13,92 mr/rab

13.92 mg/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 no 15,53 wmr (ot 90,0 zo 115,0 %)
CEHHO3M/IOB B Mepecuere Ha CeHHO3UA B B onHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge / @ " Approved by QA In-Charge / =
[HokymeHT nposeper OKK: 4 el CILAL NokymeHT ogobpeH OOK: Qé%ﬁ/\‘
Date/ 4. 12 o2 Date / 16+ ©7). 202\

[ara: [ara:

FMQC003-15-06
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

-

Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

lpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481130 Batch Quantity / O6bem cepaun: 5850 packs / ynaxosoxk
AR No / Apaaurinaecknii otaer Ne : ARF/161/2021 |Date of Analysis / /lata amamaza: 16.07.2021
Date of Mfg / Jlata mpomssoacrsa:  06/2021 Date of Expiry / T'omen mo: 05/2024

Analysis performed according ND / Ananu3s nposenén mo H/I: TT N013745/01-091017, Miam. Ne 1 ot 17.04.2020

Ne Test / [oxazarens Result / Pesyabrarsr Specification / Hopma
9 | Content of Methyl 0.044 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepsxaHue
meTunnaparuapokcubenzoara 0.044 mr/rab
(BOXKX) ' ’
10 | MICROBIAL LIMIT TEST/ MukpoOuosornueckas 4yHcTOTa
10a) | Total Aerobic microbial count /
Obimee yncno aspobHbIx 30 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10 /r
count / Obmee quco <10
TJIECHEBBIX H APOMOKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTRYIOT Not more than 107 / g/ He 6onee 10° /r
bacteria/ YcroiiuuBsie K
NEHCTBHIO KETIH
rpaMOTpHLATEeNbHBIE DakTepuu
10d) | Staphylococcus aureus Absent /OrtcyrcrsyioT Absentin 1 g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OtcyTcTByior Absentin 1 g/ OrcyrctBue B 1 r
100 | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g /OrcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Npumeuanne: Npoayxr cootsetcTyeT Tpebosaruanm HA

Conclusion : APPROVED /
Jaxmouenne: OQOEPEHO

Checked by QC In-Charge /"™
HokymeHT nposepeH OKK: }2 B)CINE

Approved by QA In-Charge /
HokymeHT og06peH OOK:

Date /

GO B
Hara: 1607 =4

Date /

lbr 07 2029
Oara:

FMQCO003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTH®UKAT AHAJIM3A
- Paged4 of 4/ Crp. 4mu3 4
Product: SENADE TABLETS 13,5 mg Tponykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepust Ne : 481130 Batch Quantity / O6bem cepun: 5850 packs / ynakosok
AR No / Asanarudecknii oraer Ne : ARF/161/2021|Date of Analysis / laTa anammza:  16.07.2021
Date of Mfe / lara mpoussoacrea:  06/2021 Date of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Anamms nmposenén mo HJI: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne

Test / Iloxaszarenn

Result / PesyabTarsi

Specification / Hopma

11

Package / YnakoBka

Package / Ynakosxka - 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
OnucTep U3 MIEHKH
MTOJUBHUHHIIXIOPHIHOH
(nomMaTHIIEHOBOI/
MONHBHHUIIEHXJIOPHIHOMN) 1
amoMHHEEBOH dhoabru, no 25
GaHuCTEePOB B KAPTOHHYIO TIAYKY
C BJIOKEHUEM 25 MHCTPYKLHUIi
IO HPHMEHEHHIO.

Package / Yraxosxka - 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
TabJieTok B OiMcTEp M3 IUIEHKH TPEXCIIOHHOMN
(IIBX/AI2TIBAX) u antomunueroi ¢onsry. o 2
uny 3 Bnucrepa BMeCTe C HHCTPYKLHEH TT0
NPHMEHEHHIO B KapTOHHYIO naydky. ITo 20 Tabnerok
B GAHCTEP M3 MICHKH MOMUBUHIIXIOPHIHOM!
(moNU3THICHOBOH / NOIUBUHUIACHXIOPHIHON) 1
AMIOMUHHEBOI Gonbry, mo 25 Giucrepos B
KapTOHHYIO [1a4Ky C BIOXKEHHEM 25 UHCTPYKIMH 10
MPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cootsercTerm ¢ H]J
13 Storage conditions / Yenoeus In a dry place, at temperature below 25 °C. / B cyxom MecTe pu TeMiepaType He
XpaHeHHs Boie 25 °C.
14 Shelf life / Cpok rogHocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanwue: MNpogykT cooTaercTeyeT Tpebosaruam HI

Conclusion : APPROVED /
3axmouenune: OQOBPEHO

Checked by QC In-Charge /~ \
[okymeHT nposeper OKK: “\]_g &) ane

13

Approved by QA In-Charge / .\ 4+
HokymeHT ogobper OOK: %

Date /
Hara:

16 O 2.0 2.

Date /
[ara:

lg07- 202
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