Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJITM3A

Pagel of4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAAE‘B, TABJETKH 13,5 mr

Batch No / Cepust Ne : 483001

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / AnanaTagecknii order Ne : ARF/011/2023 | Date of Analysis / lara anammza: 06.02.2023

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

Analysis performed according ND / Anamus nposeaén no HZL: TI N013745/01-180522

Test / Hoxkazarens

Result / PesyabTaTsi Specification / Hopma _

1 | Description / Onucauue Complies / CooTeeTcTByeT 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. / TInockne kpyrasie Tadnerku co
CKOLIEHHLIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTrO LBeTa ¢ BKparneHusiMu. Ha omroii
cropoHe Tabnerku BbinasneHo cnoso «CIPLA», Ha
APYTOit - THHHUA pasnoma.

2 | Identification / ITopnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CoorsercTayer OkpamnBaine aMMHAYHOrO PacTBOPa B KPACHBIi
AHTPaXMHOHOBBIE TIHKO3HIbI il
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
Merunnaparunpokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepPKHBAHHA OCHOBHOTO MHKa Ha XPOMATOrpamMme
HCIBITYEMOMO PacTBOPA MO/DKHO COOTBETCTBOBATH
BPEMEHH YePKHBaHHUsi OCHOBHOIO NMHKa Ha
XpOMATOrpamMMme CTaHIAPTHOIO PACTBOPA
MeTHanaparupoxcubensoara (pasaen
«Merunmaparuapokcubensoar).

3 | Average weight / Cpenuss
macca

188.02mg / 188,02mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT coorsetcrayeT TpebosanHunsam HI | 3aknwouyenune: OQOBPEHO

Checked by QC In-Charge / \
HokymenT nposepeH OKK: }ﬁ Xof
/ :

Approved by QA In-Charge / 3
[okymeHT ogobpeH OOK: %

Date /
Nata: oA 04-202%

Date /
Nara: 204 20272

FMQCO003-15-07

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




Cipia

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Page 2 of 4/ Ctp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnsa Ne: 483001

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / Anasmragecknii orger Ne : ARF/011/2023|Date of Analysis / lara anammsa: 06.02.2023

Date of Mfg / lara npomussoacrsa:  01/2023 Date of Expiry / I'onen ao: 12/2025

Analysis performed according ND / Asamms nposenén mo H/I: I1 N013745/01-180522

Ne

Test / Mokazarens

Result / PezyastaTe: Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTH MO Macce

Complies / Coorsercrayer 18/20 tablets NMT = 7.5 % / 18/20 ue 6onee + 7,5
%
2/20 tablets NMT =15% / 2/20 ue 6onee =+ 15%

5 | Loss on drying / [Toreps B 23% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIMBAHNUH
6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenwue He menee 70 % (Q) cennosuznos uepes 120 mun
7 | Uniformity of Dosage units / AV=50 | The acceptability index forn=10 AV <L1.

OnHOpOOHOCTEL NO3HPOBAHHUA

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=150;L2=25.0.

INoxasarens npuemnemocty s =10 AV <L1.

B cnyuae, ecnu 3uavenne AV npesbimaer L1,
NPOBOMIAT UCTIBITAHNE Ha caenytomx 20 obpasuax.
Jns n=30 AV < L1. Bce 3Ha4eHus Xi Z0/KHBI
YAOBJIETBOPATH HEPABEHCTBY .

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

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

8 | Assay (Spectrophotometry)
KonuuecrsenHoe onpeneneHue

(CnexrpodoTomerpis)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,00Mr/Ta6 CEHHO3HIOB B MEPECcUeTe Ha CEHHO3MA B B oaHO
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykr cooreercrayeT Tpebosanuam H | 3aknwouenne: OOOEPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK: W

Approved by QA In-Charge / «
HokymeHT ogobper OOK: %

Date /
[ara:

D204 2003

Date /

Hare: 2920\ -202.7

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
CEPTHOHUKAT AHAJIM3A
Page 3 of 4 /Crp. I m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483001

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / Apammraaecknii orger Ne : ARF/011/2023 | Date of Analysis / lara anammsza: 06.02.2023

Date of Mfg / /lara npon3ssoacrsa:

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

Analysis performed according ND / Anams nposeaén mo HJL: T1 N013745/01-180522

Ne Result / Pesyabrarsi Specification / Hopma
Test / lokasareanb
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepixanue
METHITaparuapoKcHoeH30aTa 0.044Mmr/rab
(BOXKX) '
10 | MICROBIAL LIMIT TEST/ Mukpobuonoru4eckas 4HCTOTa

108) | Total Aerobic microbial count /
Obee uncn0 a3po6HBIX <10 Not more than 10* cfu/ g / He Gosee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10 /r
count / OBmee uyucao <10
TUJIECHEBbIX H APOXIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyreryoT Not more than 10° / g / He 6onee 107 /r
bacteria/ Ycroiiuusbie K
JEHCTBHIO XKeTIH
rpamMoTpHUATENbHbIE GakTepHH

10d) | Staphylococcus aureus Absent /OrcyrerByroT Absentin 1 g/ OrcyrcrBue s 1 r

10e) | Escherichia coli Absent /OtcyTeTByroT Absent in 1 g/ OrcyrcrBue B | r

100 | Salmonella Absent / OrcyreryioT Absent in 10 g / Orcyrcreue B 10 g

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

MNMpumeyanue: Npoaykr cooreercTayeT Tpebosanunsm HI | 3aknoyenune: OQOBEPEHO

Checked by QC In-Charge /
[LokymeHT nposepeH OKK:

Approved by QA In-Charge /
/@_)/"-"2- NokymeHT ofo6peH OOK: %

Date /
[ara:

Date /

99:04- 2002 [ara: 29~0\-2022

FMQCO003-15-07

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




Cipia

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483001

Batch Quantity / O6bem cepun:

5845packs / ynakosox

AR No / Anamaragecknii oraer Ne : ARF/011/2023

Date of Analysis / lara anammsa: 06.02.2023

Date of Mfg / /lara nponssoacrsa:  01/2023

Date of Expiry / T'onen no:

12/2025

Analysis performed according ND / Ananms nposeaén no HJL: TTN013745/01-180522

Ne Result / Pesyabrats Specification / Hopma
Test / MokasaTens
W | Packgei Y Package / Ynakoska - 20 tablets Package / Ynaxosxka - 20 tablets in a blister made of
- . f o
;‘;C%g%gef;m and three-layer PVC/PE/PVDC film and aluminum foil 2
aluminum foil, 25 blisters with | ° 3 Plisters and a patient information leaflet in a
25 patient i nfo.nnation leaflets in |Carton. 20 tablets in a blister made of PVC
e TE T rabrerox s |/PE/PVDC film and aluminum foil, 25 blisters with
6nncre§ Sk 25 patient information leaflets in a carton. / TTo 20
o TabeTok B GMCTEp M3 NIEHKH TPEXCAOHHOI
?::"B" eno(;g:/nﬂo" (MBX/IIIMIBAX) 1 amomurnesoit dosbri. To 2
e —— umH 3 Gancrepa BMecTe ¢ uHCTPyKiHel 1o
el d)ouim 10 25 NPHMEHEHHIO B KapTOHHYIO na4ky. [To 20 tabnetok
GREETEO08 B ESYTORENIO B GHCTep 13 ILIGHKH NONHBHHIIXIOPHAHOI
& Bnomg:nem 2?‘;{ Y uuﬁxy (nonuaTuIeHoBOI / NOJHBHHHIIACHXIOPHAHOMH) M
150 Hip e SR aMmOMHHHEBOH onsry, no 25 Gancrepos B
P ' KapTOHHYIO NavKy C BIOXeHueM 25 HHCTpyKumii no
NPHMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B cootserctun ¢ HJL
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C_/ B CYyXOM MECTe NP1 TeMIepaType He
XpaHeHus Beime 25 °C.
14 Shelf life / Cpok rogsocTw 3 years /3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooTseTcTayeT TpebosanHusm HJ

Conclusion : APPROVED /
3aknoyenune: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HAokymeHT nposepeH OKK: /@AW HokymeHT ogobpeH OOK: %
/

Date / Date /

Dara: A -04- 2023 [Jlata: 2R 02022

FMQCO003-15-07

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



