Cipla

CERTIFICATE OF ANALYSIS

2 CE

AHATIZA

Pagel of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hponyst: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg [/ Jlara nponssoacTea:

Batch No / Cepusn No : 481024 Batch Quantity / O6bem cepun: 5849 packs / ynakosok
AR No / Anamrmraeckmii oraer Ne: ARF/041/2021 | Date of Analysis / Tara anamasa: 13.02.2021
01/2021  |Date of Expiry / Toaen no: 1242023

Analysus performed according ND / Almmﬂ npnne,u.EH mwo HJIL; I1 N013745m1-09101? Ham. Ne 1 or 17.04.2020

Ne | Test / Moxazarens

Result [ Pesynerars:

Specification / Hopma

1 | Description / Onmcanne

Complies / CooTRETCTEYET

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. / ITnockne kpyrakie Tabnerku co
CEOIMEHHBIMH Kpﬂ-ﬂMH OT KOPHYHEROD N0 TEMHO-
KOPHUHEBOTO 1BeTa ¢ pkpannennsyi. Ha onxoi
cropoue Tabaerkn erigasneno caoso «CIPLAY, Ha

OpyTOii - IHHKA paznoma.

2 | Identification / TToAMHHHOCTE

2a) | Anthraquinone glycosides / Complies / | Ammoniacal solution tms & reddish colour /
AR R . COOTBETCTBYET ! Eﬁammaune AMMHAYHOTD DACTEOPA B KPACHBI
7h) | Methyl Parahydroxybenzoate Complies / | Retention time of the principle peak in the
(HPLC) COOTBETCTBYET ' chromatogram of the sample solution should
MeTunnaparuapokcHbenInaT | corresponds to the retention time of the pringiple
(BIHX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoates) / Bpemsa
VIepRHRAHHA OCHOBHOTO [HKA HA XPOMATorpamMme
HCMBITYEMOTO PACTBOPA JOMAHO COOTRETCTRORATE
BPEMENH YAEPKHBAHHA OCHOBHOTO MHKA HA

| XpOMATOrPAMME CTAHZEPTHOM PACTROPA
MeTHIMaparnapokenbensoaTa (pasnen
«MeTnnnaparsapoxkcuben3oar).

3 | Average weight / Cpennas
macca

187.59 mg / 187,59 mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: NpoayxT cooTeeTcTEyeT TpeGosanuam HI

Conclusion : APPROVED /
Sakmouenne: OOQ0OBPEHO

Checked by QC In-Charg
OowymenT nposepeH OKK: Some

Approved by QA In-Charge /
JokymeHT ogobper OOK:

F=

E‘:_F:" |3.a1-2011

Date /

et |15- 02 202\

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
it CE OHEKAT AHAJTHIA
= Page2 of 4/ Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Hpoaysr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 481024 o Batch Quantity / O6wem cepan: 5849 packs / ynakosox
AR No / Anamsradeckmii oraer Ne: ARF/041/2021|Date of Analysis / Tata apammsa: 13.02.2021
Date of Mfg / Jlara npomsonersa:  01/2021 Date of Expiry / l'omen no: 12/2023

Analysis performed according ND / Anamn nposenén no HJL; TTN013745/01-091017, Hsm. Ne 1 ot 17.04.2020

No Test / IloxazaTens Result / PeiyasTarTs Specification / Hopma

4 | Uniformity of weight / Complies / CooTsercTayer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee 1?,5—
OgHOpOZHOCTS MO MACCe %

2/20 ablets NMT +15% / 2/20 He Donee + 15%

5 | Loss on drying / IToTeps B 21% NMT 6.0 % / He Gonee 6,0 %

MACCE MPH BRICYITHEAHHH

6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTRopeHue He menee 70 % (Q) cenHoannos wepes 120 mun

7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV <L1,
OEOPOIHOCTE GOIUPORAHHA 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:

[Moxi] < 0,01 x L2 x M.

L1=150,L2=25.0.

TMorazatens npunemaemocTh paa n=10 AV < L1.

B cnyuae, ecnu 3nauenne AV npessmuaer L1,
NpOBOAAT HENETalKe Ha enemyiomix 20 ofipasiax.
Jns n=30 AV < L1. Bce 3nauenns xi JOMAKHBI
YOOBNCTBOPATE HEPABEHCTEY:

[Mxi] < 0,01 L2 » M.

L1 =150 L2 =25,0.

8 |Assay  (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KOAHYeCTEEHHOE  ONPENENEHHE 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpis) Or 12,15 o 15,53 wmr (o7 90,0 no 115,0 %)

13,88 mrirat CEHHOSHAOB B NeépecHere Ha cennoska B B onwoi
TabneTie.

Remarks : The Product conforms to ND/
Npumeuanwe: Mpogykr cooTeetcTeyeT Tpebosanvam HL

Conclusion : APPROVED/
3aknouenue: OOOBPEHO

Checked by QC In-Charge Approved by QA In-Charge / %
NokymeHT nposeped OKK: “43 Hane NokymenT onodper 00K
Date/ (4. 52,2021 Date /

Jara:

= o2-2oa)
faTa:

FMOQC003-15-06

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



Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHATTHIA
hy ! Page3of 4/ Crp.3m3 4
Product: SENADE TABLETS 13,5 mg IpoaykT: CEHAJIEE, TABJETKH 13,5 mr
Batch No / Cepna Ne: 451024 Batch Quantity / O6bem cepun: 5349 packs / ymaxkoBok
AR No / Anamarauecknii oraer Ne: ARF/041/2021|Date of Analysis / lara anannza:  13.02,2021
Date of Mfg / Jlara npomssoacrea:  01/2021 Date of Expiry / Tonen no: 12/2023

Analysis performed according ND / Anannz nposenién no HL: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / Hoxkazarens Result / Pesyasratsi Specification / Hopma
g | Content of Methyl 0.046 mg/tab / 0.028 — (L0536 mg/tab. / Or 0,028 x0 0,056 mriTab.
parahydroxybenzoate{ HPLC)/ '
Conepmanne .
METHIMAPErHIPOKCHOEHI0ATA 0,046 par/ra
(BIHX) ]

10 | MICROBIAL LIMIT TEST/ MukpoGnonori4eckan 1nerora
108) | Total Aerobic microbial count /

O0wwee 4HeA0 apobHBIX <10 Not more than 10* cfi’ g / He Gonee 10° /v
MHKPOOPraAHHIMOB

10B) | Total combined yeast and mould Not more than 107 cfiy/ & /He Gonee 107 /1
count / Obmee yncno <10
MNECHEBRIX M OPONoKeRbIX
rpabor

e} | Bile tolerant gram-negative Absent /OrcytereyioT Not more than 107 / g / He Gonee 107 /r
bacteria/ Yerofiuusnie k y
OEHCTBHIO METIH
rpaMoTpHUATENLHEE DaxTepun

104d) | Staphylococcus aureus Absent /Otcytoreyior | Absent in 1 g/ Orcyroresne 8 1 1

| .

10 e} | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyTerreB 1 T

N | Salmonella Absent / Oreyrersyior Absent in 10 g / Oreyrereue & 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: NpogyxT cooTeeTcTRYET TpebosaHwam H | 3awnwvenwne: OQOBPEHO

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

LokymeHT npoBepeH Dm aw ¢ . Dokymert ofobped DOK: @iﬁ;

Date / b 5 ! Date ! |5 o2 2ma

Dara: |3 01 20219 | Rere: \

FMQC003-15-06

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



Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOHKAT AHATH3A

Paged of 4/ Cap. 43 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 481024

Batch Quantity / Ofnem cepun: 5849 packs / ynaxkonok

AR No / Ananurmgecknii oraer Ne : ARF/041/2021

Date of Analysis / JaTa anamisa:

13.02.2021

Date of Mfg / [lara npomssoacrea:  01/2021

Date of Expiry / I'ogen no:

12/2023

Analysis performed according ND [/ Anamms nposenén mo HJL: TTNO13745/01-091017, Ham. No | or 17.04.2020

No Test / TlokazaTens

Result / PesyanTaTel

Specification / Hopsa

11 | Package / VnaxoBka
in a blister made of

QuHCTEp M3 IWEHKH

(MONMHETHACHOBOH/

Mo MPHMEHEHHD.

Package / Ynaxoska - 20 tablets

PVC/PEPVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton, / ITo 20 Tabnerox B

MONHEHHRIXIOPHAHOM

MONHBHHHIAEHXNOPHIHON) H
amoMHHHesoH Qonsru, no 25

GNECTEPOR B KAPTOHHYE NAYKY
© BIOMeHHeM 25 HHCTPYRLH

Package / Ynaxonka - 20 tablets in a blister made of
three-layer PYVC/PEPVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
PEPVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / TTo 20
TafneTox B GIMCTEP HI [UIEHKK TpexcnoinoH
(MBXATITIBIX) 1 amomuHuesod gonern. ITo 2
Han 3 GAMCTepa BMECTE ¢ HHCTPYKIHEH mo
NPHMEHEHHID B KAPToHHYK naqxy. Ilo 20 tabnerok
B DAMCTEP W3 NIEHKH NONHEHHWTUIOPHIHOT
(NOAH3THACHOBOH / NONHBHHHLISHXNOPHIHOI) 1
aAmoMHHHeEOH dofkry, o 25 GaucTepos B
KAPTOHHYIO MAYKY ¢ BIOXKeHHeM 215 HHCTPYKLME no
MPHMEHEHHID.

12 | Labeling / Mapxuponka According to ND /

B cooreercrann ¢ HJT

13 Storage conditions / Venorus

XpaHeHns eeimre 25 °C.

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

3 years/ 3 roma

14 | Shelf life / Cpox rognocTs

Remarks : The Product conforms to ND/
Mpumevanne: Mpoaykr cooTeetcreyeT Tpebosanuwam H

Conclusion : APPROVED /
3akmoyenne: OQ0OEPEHO

Checked by QC In-Charge

HokymeHT nposepeH OKK: ane

PR

Approved by QA In-Charge /
NokymenT oaobper O0K;

=

Date! |{3.p02-2021
[arta:

Date /
HaTa:

IS0 2o\

FMQC003-15-06

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




