Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOHMKAT AHAJIH3A

Pagel of4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 481030

Batch Quantity / Ofnem cepum: 5846 packs / ynaxonok

AR No / Apanaresecknii oraer Ne : ARF/047/2021 | Date of Analysis / lara amaansa:  19.02.2021

Date of Mfg / Tara npomssogcrea:  01/2021 Date of Expiry / T'ogen mo: 12/2023

Analysis performed according ND / Auamis nposenén no HJI; [T NO13745/01-091017, Mz Ne 1 ot 17.04.2020

N Test / Tlokazatens

Result / Pesyasrare: = Specification / Hopma

1 | Deseription / Onucanue Complies / Cooteercreyer 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. / Tlnockne xpyrasie TabneTky co
CKOIMIEHHBIMH KPAsMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ Brpamnernamy. Ha onnoii
cTopore TadnerTkl esinasneso cnono «CTPLAR, Ha
apyToil - THHHA pasNoMa.

2 | Identification / TIomMHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal sclution tums a reddish colour /
G - CootsercTeyer S:;amunauun AMMHATHOTO PACTBOPA B KpACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC) Cooreercreyer chromatogram of the sample solution should
MerunnaparuapokcubeHsoaT corresponds to the retention time of the principle
(BIXEX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
wMethyl Parahydroxybenzoates) / Bpems
YOEpRHBAHA OCHOBHOID MK HA XPOMATOrPaMME
HCIBTYEMOTD PRCTBOPA OOIIAHD COOTBETCTBOBATD
BPEMEHH YAESPKHBAHNHA OCHOBHOIO MTHKA Ha
XPOMATOrPaMMe CTEHIAPTHOID PacTECpa
MeTHATAparHapokcHOeH30aTa (pasnen
«hMeTHnnaparuapoKcHGeHI0AT).

3 | Average wei_g-gt'.i' Cpﬁ;lﬁ
Macca

18846 mg/ 188,46 mr | 189.99 mg +7.5% / 189,99 mr £7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanwme: MNpogykT cooTeeTcTRYeT TpebosaHMam H | 3akmoyenune: OOEPEHO

Checked by QC In-Charge

Approved by QA In-Charge / %

HokymeHT npoeepeH OKK: ! azhal s DokyweHT ogobper OOK:
Date/ y . Date / T
e 19-02..2021 i V-0 -2 2|

FMOQC003-15-06

Cipla Ltd..CipIa 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
: CEPTHO®HEAT AHAJIH3A

Page2 of 4 /Crp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepma Ne ;481030

Batch Quantity / Oonem cepum: 5846 packs / ynakonok

AR No / AnanaTHaecknii oraer Ne :  ARF/047/2021|Date of Analysis / lata ananmsa:  19.02.2021

Date of Mfg / lata npomzsogerea:  01/2021

Date of Expiry / Togen no:

12/2023

Analysis performed according ND / Anamas nposeagn no HJIz [T N013745/01-09101 7, Mam. Ne 1 ot 17.04.2020

No Test / MMokataTens

Result / Pesynbrars:

Specification / Hopma

4 | Uniformity of weight /
ONHOPOAHOCTE 0O MACCE

Complies / CooTseTCTBYET

18/20 tablets NMT £ 7.5 %/ 18/20 ne Gonee 7,5
%
2/20 tablets NMT £15% ! 2/20 e Gonee £ 15%

5 | Loss on drying / [Totepa B 31%

MACCEe MPH BRICYLIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / TO-80%%

Pacreopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennoannos uepes 120 muH

7 | Uniformity of Dosage units / AV=52

OmHOPOIHOCTE J03HPOBAHKA

The acceptability index for n= 10 AV =L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730

AV < L1, All values of xi must satisfy the
inequality:

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

L1=150;L2=250.

[lokasaTent npHeMmemMocTd s =10 AV <L1

B cny4ae, ecnn snauenne AV npeswmaer L1,
NPOBOIAT HCMETAHKE Ha caeayiomux 20 obpaznax.
Ina n=30 AV <11, Bee sHauesus Xi JOMEHH
YAOBNETEOPATE HEPABEHCTEY.

[M-xi| £0,01 =12 =M.

L1=150,L2=1250

8 | Assay {Spectrophotometry)
KonuuecToeHHoe onpegeneHme

(CrexrpodoToMeTpiE)

14.03 mg/tab /

14,03 wr/ra6

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O 12,15 oo 15,53 mr (ot 20,0 ao 115,0 %)
CeHHOIMOOR B nepecdeTe Ha cernnoann B 8 omH0i
rabneTke.

Remarks : The Product conforms to ND/
Npumeuanme: Mpogykr cooteetcrayet Tpebosanuam HO

Conclusion : APPROVED /
3axnrovenne: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge { 3\

NokymeHT nposeper OKK: “;3 Yane LoxymerT opobper OOK: e
Date / ) Date/ : i

fara; 1902202 Oata: ¥ NECH B

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS

LY

Product: SENADE TABLETS 13,5 mg

CEPTHOHKAT AHATHIA

Page3 of 4/ Crp. 3 m3 4

[Tpoaysr: CEHAJIE®, TABJAETKH 13,5 mr

Bateh No / Cepast Ne 2 481030

|Batch Quantity / Obnem cepun;

5846 packs / ynaxosok

AR No / Anammmaaeckmii oraer Ne : ARF/047/2021 Date of Analysis / lara ananmsa:  1902.2021

Date of Mfe !ﬂm;ni:dlﬁnnnnsi: 01/2021

Date of Expiry / F'oaen no:

12/2023

Analysis performed according ND / Amamins nposeaén no HJL: [T N0O13745/01-091017, Mas. Ne 1 ot 17.04.2020

Ne Test / HokazaTenn " Result / PesyabTarst Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 - 0.056 mg/tab. / Or 0,028 no 0,056 mriTad.
parahydroxybenzoate(HPLC)/
Copepxanne
MeTHInapariapokcubensoata | & maur o
(BIKX) |

10 | MICROBIAL LIMIT TEST/ MiKpoGHONOIHHECKAR YHCTOTA

10a) | Total Aerobic microbial count /
Obimes 4HCA0 A3poGHBIX

MHEPOOPraHH3IMOB

<10

Not more than 10* cfi/ g / He Ganee 107 /r

10%) | Total combined yeast and mould
count [ OBmee ancno
MNECHEREIX H APOINCIEBEIX

rpubon

<10

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

10¢} | Bile tolerant gram-negative
bacteria’ ¥Yerofiquspe k
OEACTBHID HWEen4n

rPAMOTPHUATENLHEE SaKTEpHH

Absent /OrcyTeTeyoT

Not more than 107/ g / He Goaee 10° /r

04} | Staphylococcus aureus

Absent /OTCYTCTRYIOT

Absent in 1 g/ Oreyretere s 1 r

10e) | Escherichia coli

Absent /OreyreTeyior

Absent in | g/ OrcyreTene e I r

W0 | Salmonella

Absent / OrcyTcTayioT

Absent in 10 g / Orcyrersne 5 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykT cooTeeTcTeyeT TpebosaHuam HO | 3aknwouenwe: OOQOBEPEHO
Checked by QC In-Charge Approved by QA In-Charge /
Dokyment nposepen OKK: @“19_“_“’_ Dokyment oao6pen Q0K w/
Date / Date /

0 2.200 oL \
Nara: 11 1 Oara. ol it

FMOQC003-15-06

Cipla Lid_, 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

. CEPTH®HKAT AHAJH3A
= Page d of 4/ Cap. 4 ma 4

Product: SENADE TABLETS 13,5 mg IpoxyeT: CEHA,[I,E*, TABJIETKH 13,5 mr

Batch No / Cepun Ne : 481030 Batch Quantity / O0eem cepin: 5846 packs / ynaxosox

AR No / Apannragecknii oraer Ne: ARF/047/2021|Date of Analysis / lata anamusa:  19.02.2021

Date of Mfg / Jlata npomisogerea:  01/2021 Date of Expiry / Topen mno: 1272023

Analysis performed according ND / Anamis nposenén mo HJL; ITN013745/01-091017, Ham. Ne 1 o1 17.04,2020

N Test / Hoxkazarens Result / PeiyasraTel Specification / Hopma
11 | Package /W . )
e ikl sSii ;”:kl;?:tiryr::::? 20tablets |, yage / Viaxooxa - 20 tablels in a blister made of
PVC/PE/PVDC film and three-layer PVC/PEPVDC film and aluminum foil. 2
alamin e i, 25 bisterswitl | 3 blisters and a patient information leaflet in a
25 patient information leaflets in |<2rton- 20 tablets in a blister made of PVC
g Bﬂm /Tlo 20 TaB1eToK B /PEPVDC film and aluminum foil, 25 blisters with
B ) ———— 25 patient information leaflets in a canon. / [To 20
nuﬂ — Tabnerox 8 OnucTep w3 ekl Tpexcnofinol
(nunumﬂnmul::in' (IIBXAITTIBIX) 1 amonmiHResod donsrs. To 2
wan 3 GnucTepa BMECTE C WHCTPYKIHEH Mo
ISP s pron ey o 2D T
3 & GAHCTEP M3 NIEHKH NONTHEHMHIIKIOPHITHOH

Eﬂ;oﬁ:E::; 25‘ “ wmxm:.:y (MOMMaTHNEHOROM / NOMHEHHAANEHIOPHIRON) 1
SRS = e amoMuHHes0d honsry, no 25 GaHcTepos B

| p i KAPTOHMHYIO MAXKY C BIOMEHHEM 25 MHCTPyKLUME no

MPHMEHEHHIO.

12 | Labeling / Mapxuposxa | According to ND /

B coorsercrenn ¢ HIT
13 | Storage conditions / Ycnosns In a dry place, at temperature below 25 °C. / B cyxom MeCTe npH TeMnepaType He
XPAHEHHSA porme 25 °C.
14 Shelf life / Cpok ronnocTr 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeuanne: MNpogykr cooTeaTcTeyeT TpeboaaHuam HI

Conclusion : APPROVED [
3axknouenme: OQOBPEHO

Checked by QC In-Charge
JokymenT nposeper OKK: \Ig lane

Approved by QA In-Charge /
NokymenT ogoSpen 00K

s

Date /

et 19.00.2021

Date /

Nara 1""“01‘- 02

FMOQCD03-15-06

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




