Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A
° Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA}[E‘E, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 482012 Batch Quantity / O6bem cepun: 5850 packs / ynaxosox
AR No / Anannragecknii order Ne : ARF/043/2022 | Date of Analysis / Iara anamaza: 09.02.2022
Date of Mfe / lara npoussoacrea:  01/2022 Date of Expiry / 'ogen no: 12/2024

Analysis performed according ND / Amayms nposeaén no HJI: T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenn Result / PesyapTatnl Specification / Hopma

1 | Description / Onucanue Complies / CootBercTryeT 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 kpyrneie Tabnerku co
CKOLIEHHBIMU KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOrO 1IBETA ¢ BKpareHusmMu. Ha ogHoit
cropone TabneTku BbinaBieHo cnoso « CIPLA», na
APYro# - JIMHUA pa3jioMa.

2 | 1dentification / [TofutMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e CootsetcTByer Saxgramnnaﬂne aMMHA4YHOTO PacTBOpa B KpPacHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ' CoorsetcTByeT chromatogram of the sample solution should
Merunnmaparuapokcubenzoat "| corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKMBAHHS OCHOBHOTO IHKA Ha XPOMATOrpaMMe
HCITBITYEMOTO PacTBOPa JOJDKHO COOTBETCTBOBATh
BPEMEHH Y/IePXKUBAHUA OCHOBHOTO [THKA Ha
XPOMATOrpaMMe CTAHJaPTHOTO PacTBOpa
Mmeruanaparupokcubensoara (pasngen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpennss 191.26mg / 191,26mr 189.99 mg +7.5% / 189,99 mr £7,5%

Mmacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanwme: lNMpoaykT coorsetcrayeT TpebosaHmam H | 3akmouenune: OOOBPEHO
Checked by QC In-Charge @7 Approved by QA In-Charge / '
[okymeHT nposepeH OKK: iy JokymeHT ogobper OOK: %’
Date / . Date / i
Slaivsi AqQ.02+2022 e \o.c2-207 9
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIN3A

Page2 of 4/ Crp.2 13 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482012

Batch Quantity / O5bem cepmm: 5850 packs / ynakoBox

AR No / Ananuruaecknii oraer Ne : ARF/043/2022|Date of Analysis / Jlata amammza: 09.02.2022

Date of Mfg / lara npomssoncrsa:  01/2022 Date of Expiry / I'ones no: 12/2024

Analysis performed according ND / Anamms nmposenén no HJI: 1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokasarenn

Result / PesyabsTatni Specification / Hopma

OnHOPOIHOCTH MO Macce

4 | Uniformity of weight / Complies / Cooteercryer 18/20 tablets NMT =+ 7.5 % / 18/20 ne Gonee + 7,5
p

%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

1.3% NMT 6.0 % / He Gonee 6,0 %

OnHOpPOIHOCTH A03HPOBAHHUS

.

5 | Loss on drying / ITotepsa B-
Macce MPH BBICYIIHBAHHH
6 | Dissolution / 78-90% NLT 70 % (Q) of sennosides in 120 minutes
PactrOpenne He menee 70 % (Q) cennosnaos yepes 120 mun
7 | Uniformity of Dosage units / AV=37 The acceptability index forn=10 AV <LI.

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.

[ToxasaTens npuemuemocts wis n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npesemmaer L1,
NPOBOJAT MCTIBITAHKE Ha cleayomux 20 obpasiax.
Ja n=30 AV <L1. Bce 3Ha4eHHs Xi NOJDKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konudecrsennoe omnpenenenue

(Cnexrpodotomerpus)

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

14.16 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 po 15,53 mr (ot 90,0 o 115,0 %)

14,16 mr/ra6 CEHHO3HMIOB B MIEPecyYeTe Ha CEHHO3MM B B 0xHOH
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykT cooreeTcTByeT TpeGosaHuam H | 3akntouenme: OAOBPEHO

Checked by QC In-Charge /,
[okymeHT nposepeH OKK: \B aut

Approved by QA In-Charge /
HokymeHT ogobpeH OOK: %FE-'

Date /

farg, 100 20320

Date /

Jara: \0 022022
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHO®HUKAT AHAJIU3A

Page3 of4/Crp.3 34

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne : 482012

Batch Quantity / O0bem cepun: 5850 packs / ynaxosok

AR No / Asaymragecknii orger Ne: ARF/043/2022

Date of Analysis / [lara anmannza: 09.02.2022

Date of Mfe / Jlara npoussoacrsa:  01/2022 Date of Expiry / Tonen jo: 12/2024

Analysis performed according ND / Anamms nposeaén mo HJI: [T N013745/01-091017, Ham. Ne 1 ot 17.04.2020

No Test / HokazaTens Result / PesyabraTsi Specification / Hopma
9 | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHINaparupokcuben3oara 0.045 urirab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckast 4HCTOTA

10a) | Total Aerobic microbial count /
O6uiee 4nci0 a3poOHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /1
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 107 /r
count / Obmee yucno <10
MIECHEBBIX U JPOMOIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative - Absent /OTcyTCcTBYIOT Not more than 10° / g / He Gonee 10% /r
bacteria/ Ycroiuusbie k )
JeHCTBHIO JKEITIH
rpamMoTpHuaTensHbie GakTepun

10d) | Staphylococcus aureus Absent /OrcyTeTByIoT Absentin 1 g/ OrcyrcrBue B 1 1

10¢) | Escherichia coli Absent /OrcyTeTByIOoT Absentin 1 g/ Orcyrcreue B 1 1

106) | Salmonella Absent / OrcyTcrByioT Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: lNpoaykr cooTeeTrcTeyeT TpeboBaHmam HI

Conclusion : APPROVED /
3axnmoyenue: OOOBPEHO

Checked by QC In-Charge Approved by QA In-Charge / s
HokymeHT nposepeH OKK: auL [HokymeHT onobper OOK: %’
Date/ pq, % Date / .01+ 2022

[ara: 1-02.202 [ara: i

FMQCO003-15-06
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- Cipla

CERTIFICATE OF ANALYSIS
L CEPTHO®HKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 482012

Batch Quantity / O6bem cepum:

5850 packs / ymakcsox

AR No / Asamurugecknii orger Ne :  ARF/043/2022 | Date of Analysis / lara anamaza: 09.02.2022

01/2022

Date of Mfg / JlaTa mpon3BoacTBa:

Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anamus nposeaén mo H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

u

o

Ne Test / Iloka3zareib

Result / PesyanTaThi

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep U3 WICHKU

(nonusTHIeHOBOH/

II0 [IPHMEHEHHEO.

Package / Ynaxosxka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 tabnerok B

TOIHBHHHJIKJIOPUIHOM

TIOJMBUHUJIIEHXJIOPHIHOM ) H
aMIOMHUHHEBOIT osery, no 25
'BIHCTEPOB B KAPTOHHYI) MA4Ky
C BJIOJKEHHEM 25 HHCTPYKLMii

Package / Ymakosxka - 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
TabneTox B OnMMCTEp U3 ILUIEHKH TPEXCIOHHO
(IIBX/II2IIBIX) u anromuHuieBo# donsry, ITo 2
unu 3 damcTepa BMeCTe ¢ HHCTPYKLHEH 110
[IPUMEHEHHIO B KapTOHHYIO nayky. [To 20 Tabnerox
B OJIHCTEp H3 TIEHKH MOJHBHHUIIXIIOPHIAHON
(MONMHATHIEHOBOI / MONHBHHILINEHXIOPHIHOM) H
amoMHUHUEBOH (onbr, o 25 6nucTepos B
KapTOHHYIO 114Ky C BJIOKEHHEM 25 MHCTPYKUUi 1o
IPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cootsercteuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHs Boime 25 °C.

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

14 Shelf life / Cpok rogHOCTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTBeTcTeyeT Tpebosanmam HL

Conclusion : APPROVED /
3aknouenue: OOOBPEHO

Checked by QC In-Charge
[LokymeHT nposepeH OKK: 6l ol

Approved by QA In-Charge/ |, .-
[okymeHT ogobper OOK: %‘&/T/&

Date /

* . [}
Qare O9*02:2022

Date /

e \o-02.- 2022
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