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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Cipla

Page 1 of4/Crp.1mu34

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481188

Batch Quantity / O6bem cepun: 5846 packs / ynakosok

AR No / Ananmurageckuii orger Ne: ARF/246/2021

Date of Analysis / Jlata anammsza: 02.10.2021

Date of Mfg / lara nponssoacrsa:  09/2021

Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Anamis nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Noe Test / Mokazarenn

Result / PesyanTartsi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTByer

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. / ITnockue kpyrisie Tabnetku co
CKOINEHHbLIMH KPasiMH OT KODHYHEBOIO 10 TEMHO-
KOPHYHEBOTO I1BeTa ¢ BKpariesusamu. Ha onHoi
cropone TabueTks BbigasneHo cioso «CIPLA», na
APYTOi - THHUA pa3oMa.

2 | Identification / ITognuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
At CootsercrByer OxpamuBaHie aMMHAYHOIO PACTBOPA B KPACHbLIH
anHHOHOBbIC FJHUKO3HbI ) LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ Cootsercrsyer chromatogram of the sample solution should
Merunnaparuapokcubensoar - corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsi
yIepKHUBaHUA OCHOBHOTO IMHKA HAa XpOMaTorpaMme
HCTIBITYEMOrO PacTBOpa AOJDKHO COOTBETCTBOBATH
BPEMEHH YIAEPKHBAHHA OCHOBHOTO IHKA Ha
XpOMaTOrpaMMe CTaHIapTHOIO PacTBopa
MeTHANaparuapokcubensoara (pasaen
«MeTunmaparuapokcuoeH3oar).

3 | Average weight / Cpenuss
Macca

188.44 mg / 188,44 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyvanue: MNMpoaykr cootsercrayet TpebosaHnam HA

Conclusion : APPROVED /
3akntouenue: OQOEPEHO

Checked by QC In-Charge /7 | .
MokymeHT nposeper OKK: \ @ L

Approved by QA In-Charge /
[okymenT ogobpeH OOK:

S

Datel Oz_,o,?(_)j_‘
Harta:

Date /

Nara: OuU\Wo o2\

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
» CEPTHOPHUKAT AHAJIN3A

Page2 ofd/Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481188

Batch Quantity / O0nem cepun:

5846 packs / ynakosok

AR No / Apamarugecknii orger No :

ARF/246/2021|Date of Analysis / Jlara ananmza:  02.10.2021

Date of Mfe / lara npoussoacrsa:  09/2021

Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Anamms nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb

Result / Pe3yabTarsr

Specification / Hopma

4 | Uniformity of weight /

Complies / CooteetcTByeT

18/20 tablets NMT + 7.5 %/ 18/20 ne 6onee + 7.5

OnHOpOIHOCTE I03MPOBAHUA

OaHOPOAHOCTB MO Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IToTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
MacCe NPH BbICYIIHBAHHH
6 | Dissolution / 80-92% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cenno3unos 4yepes 120 Mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn = 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=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.

ITokaszarens nmpuemnemoct usi n=10 AV <L1.

B cnyqae, ecnu 3na4enve AV npesbinaer L1,
NPOBOASAT HCTBITAHKE Ha caeaytommx 20 obpasiax.
Jlns n=30 AV <L1. Bce 3HaueHus xi I0MAKHBI
YAOBNETBOPATH HEPABEHCTBY:

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

L1 =15,0; L.2=25,0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE ONpeneeHne

(Cnexrpodoromerpus)

13.92 mg/tab /

13,92 mr/rab

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 mr (o1 90,0 mo 115,0 %)
CEHHO3M/IOB B MepecyeTe Ha ceHHo3ua B B onHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3aknrouenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK: @ Crus

Approved by QA In-Charge /
[okymeHT ogobperH OOK: ﬁ

Date/ Og_.lo‘g_c\j‘_‘]
Narta:

Date /

1 Ou\o- 2024
arta.

FMQCO003-15-06

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

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIN3A

Page3 of 4/ Ctp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJAETKH 13,5 mr

Batch No / Cepust No: 481188

Batch Quantity / Oobem cepum:

5846 packs / ynakosok

AR No / Ananatigecknii orger Ne :  ARF/246/2021|Date of Analysis / [lata ananmza: 02.10.2021

Date of Mfe / lara npoussoncrea:  09/2021

Date of Expiry / I'onen no:

08/2024

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

No Test / IokazaTens Result / PesyabraThl Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Ta6.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparugpokcuben3oara D047 sarivals
(BDXX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckas YHCTOTA

108) | Total Aerobic microbial count /
O61mee 4ucIO a3poOHBIX <10 Not more than 10* ¢fi/ g / He Gonee 10* /r
MHKDPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10* cfu/ g /He Gonee 107 /r
count / Obmee gncIO <10
IUIECHEBBIX H IPOMOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 10 / g / He 6oxee 10 /r
bacteria/ YcroifunBbie K
JNEHCTBHIO JKETYH
rpaMOTpHIATEIbHBIE OaKkTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTBYyIOT Absentin 1 g/ OrcyrctBueB 1 1

10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrcTBie B 1 1T

1019) | Salmonella Absent / OtcyTeTByIOT Absent in 10 g / Orcyrcreue B 10 g

"Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykT cooTeeTcTByeT TpebosaHmam H

3aknrouenue: OO0OBEPEHO

Checked by QC In-Charge / jﬁ
HokymeHT nposeper OKK: (]g O LLe

Approved by QA In-Charge /
HokymenT ogobpen OOK:

Conclusion : APPROVED /

Date /
Harta:

A2, 102021

Date /

Du\O" 22N\
Hara:

FMQCO003-15-06

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJTU3A

Page4 of 4/ Crp. 4 w3 4

Product: SE-ZNADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKM 13,5 mr

Batch No / Cepust Ne :

481188

Batch Quantity / Oobem cepum:

5846 packs / ynakoBok

AR No / Armamaragecknit orger Ne : ARF/246/2021

Date of Analysis / JlaTa apannza: 02.10.2021

Date of Mfg / lara nponssoacrsa:

09/2021

Date of Expiry / I'oxen po:

08/2024

Analysis performed according ND / Anamus nposenéa mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / IToxazarens Result / PesynbraTh Specification / Hopma
11 | Package / Vmakogka Package /Y - 20 tabl . .
¥ B bI%seter n?:éc::;a Ghiels Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
clomsaumtoil. 25 blistergwith | 0% 3 blisters and a patient information leaflet in a
25 patient i nf(;rmation leaflets in | C3tOR: 20 tablets in a blister made of PVC
% pous PR B /PE/PVDC film and aluminum foil, 25 blisters with
i ‘ns e 25 patient information leaflets in a carton. / ITo 20
nonuBHpHHnmopmHoﬁ Tabnerox B OIMCTEP U3 IIEHKH TPEXCIOIHOI
S ——— (IBX/TIDMIBAX) u amomunuesoi donsru. Ilo 2
e unu 3 OnucTepa BMeCTe C HHCTPYKLMEH Mo
ANIOMHHHEBOH GOTBIH, 110 25 NPHMEHEHHIO B KapTOHHYIO navky. [To 20 Tabnerox
T — ’10 i OnucTep H3 MIEHKH MOMBHHHIXJIOPUIHOMH
& Hoiiib 2[5) HHCHY - y (moMH3THIEHOBOI / TTOMMBUHIIIIEHXJIOPHIHOM) H
Sics DB G aMFOMHHHEBOH (QOIBIH, TI0 25 GNHCTEpOB B
P i KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 HHCTPYKLUHIl 10
MPHMEHEHUIO.
12 | Labeling / Mapxuposka According to ND /
B cootserctun ¢ H|
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe Ipu TeMIepaType He
XpaHeHus Boiuie 25 °C.
14 Shelf'life / Cpoxk roasocTn 3 years /3 roma

"Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeercrayet TpebosaHnam HJ

Conclusion : APPROVED /
3axnouyerHue: OJOBPEHO

Checked by QC In-Charge
HokymeHT npoeeperH OKK:

lgﬂaLu

Approved by QA In-Charge /
OokynveHT oaobper OOK:

B

Date /
Jara:

O2.5 710 2029

Date /
OaTa:

Oy o202\

FMQC003-15-06

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