Clpia

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A
Page 1 of 4/Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Mponykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 483002 Batch Quantity / O6bem cepun:  5847packs / ynakosox
AR No / Asaauragecknii oraer Ne : ARF/014/2023 | Date of Analysis / lara anammsza: 07.02.2023
Date of Mfg / lara npoussoacrsa:  01/2023 Date of Expiry / I'oaen no: 12/2025

Analysis performed according ND / Ananms nposeaén mo H/I: TT1 N013745/01-180522

Test / okazareas

Ne Result / PesyabTarTsi

Specification / Hopma _

1 | Description / Onucaune

Complies / Cootsercrayer

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. / IInockue kpyrasie TabneTks co
CKOLIEHHLIMH KPasMH OT KOPHYHEBOIO 0 TEMHO-
KOPHYHEBOTO LBETa ¢ BKpannennsami. Ha omHOM
cropoxe Tabnerku BbinasneHo cioBo «CIPLAY, Ha
APYTOii - MHHUA pa3noma.

2 | Identification / IToanuuHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTsyer OkpauiBaine aMMHaqHOTO PACTBOPA B KPACHbIA
AHTPaXHHOHOBBIE TIHKO3HIbI “a
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTByer chromatogram of the sample solution should
Merunnaparuapokcu6ensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YZepHKHBAHIS OCHOBHOTO MMHKA HA XPOMATOrPaMMe
HCILITYEMOTO PACTBOPA J0JKHO COOTBETCTBOBATD
BpPEMeHH yIep)KUBAHUs OCHOBHOTO MHKa Ha
XpOMaTorpaMMe CTaHAapTHOTO PacTBOpa
MeTHnnaparuapokciubenzoara (pasnen
«MeTunmaparunpokcubensoar).

3 | Average weight / Cpeauss
macca

189.09mg / 189,09mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
lNMpumeuanue: NpoaykT cooTeeTcTyeT TpebosaHnsm HI

Conclusion : APPROVED /
3aknouenme: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposeper OKK: ’/\t’m'; [okymeHT opobper OOK: %’}
te /
B::::/ 0q.04- 2023 B:Tea: e it
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Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 483002

Batch Quantity / O6bem cepumn:

5847packs / ynakoBok

AR No / Anamarinaecknii oraer Ne : ARF/014/2023|Date of Analysis / /lara anaamza:  07.02.2023

Date of Mfg / Jlara npoussoacrsa:  01/2023

Date of Expiry / I'oaen go:

12/2025

Analysis performed according ND / Ananms nposenén no HJ/L: ITN013745/01-180522

Ne Result / PesynbraTnt Specification / Hopma
Test / MoxkazaTean

4 | Uniformity of weight / Complies / Cootsercrayer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OnHOPOAHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

5 | Loss on drying / [Toteps B 2.5% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BbICYLIHBAHHH

6 | Dissolution / 81-88% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenne He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <LI.
OnHOPOMHOCTD IO3HPOBAHMS 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:

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

L1=15.0; L2=25.0.

Tokasarens npuemaemocts ansa n=10 AV <L1.

B cayuae, ecnu 3Havenne AV npesbrmaer L1,
MPOBOAAT HCTbITaHKE Ha caeaytomux 20 obpasuax.
Jls n=30 AV < L1. Bce 3nauenns xi AOMKHbI
YAOBAETBOPATH HEPABEHCTBY:

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuuecrsensoe onpenenenue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpis) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,02mr/7a6 CEHHO3H/IOB B NepecyeTe Ha ceHHo3ua B B onHO#
Tabnerxke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeuanne: Mpoaykt cootsercrayeT Tpebosanusam HJ | 3aknoyenne: OOOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
: K: =
NokymeHT nposepeH OKK IE’Q—E_ [HokymeHT opo6pex 00 %
te / Date /
B;T: 29.04-+ 2013 Dara: 29- M 20232
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A

Page 3 of 4 /Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAI[EQTTABJIETKPI 13,5 mr

Batch No / Cepusi Ne: 483002

Batch Quantity / O6bem cepun:

5847packs / ynakoBox

AR No / Anaaarnuecknii orger Ne : ARF/014/2023|Date of Analysis / lara anaamza:  07.02.2023

Date of Mfg / lara npomssoacrsa:  01/2023 Date of Expiry / I'oagen no: 12/2025
Analysis performed according ND / Anasmas nposeaén no HJI: I1 N013745/01-180522
Ne Result / PesyibTaTh Specification / Hopma

Test / llokazareb

9 | Content of Methyl 0.050mg/tab
parahydroxybenzoate(HPLC)/
Conepxanne
MeTnanaparnapokcubensoara 0,050mr/ra6
(BIXX)

0.028 — 0.056 mg/tab. / Or 0,028 1o 0,056 mr/rab.

10 | MICROBIAL LIMIT TEST/ MuxkpoOuonoryueckas 44cTora

10a) | Total Aerobic microbial count /

O61ee 9uCI0 a3pobHBIX 10
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould

count / O6iiee uucno
TUIECHEBBIX W APOMCKEBbIX
rpuGoB

<10

Not more than 10” cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative

bacteria/ YcroiiuuBbie K
NEHCTBHIO XKeT4H
rpamMoTpHLaTeNnbHbIe DakTepun

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absent in 1 g/ OrcyrcrBue s 11

10¢) | Escherichia coli

Absent /OrcyreTsyroT

Absent in 1 g/ OtcyrctBue B 1 1

100 | Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr coorsetcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akmouenune: OQJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ‘ga\w HokymeHT ogobper OOK: gﬁ‘/&'
/

Date / Date /

[ara: ~Ve4-R0 [ara: 29-04:2023
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJINU3A
Page4 of 4/ Crp. 4 u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 483002 Batch Quantity / O6bem cepun:  5847packs / ynakosok
AR No / Asanaragecknii orger Ne : ARF/014/2023 | Date of Analysis / lara apammsa: 07.02.2023
Date of Mfg / Jlara npom3soacrsa:  01/2023 Date of Expiry / I'ogen go: 12/2025

Analysis performed according ND / Anams nposenén no H/I: [T N013745/01-180522

Ne Result / PesyabTarsi Specification / Hopma
Test / Ilokasateanb
11 | Package / Ynakoska Pack =
& ina: ‘;?:térs:::;:?;a 20 sblets Package / Ynaxosxa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil, 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient information leaflets in carton. 20 tablets in a blister made of PVC
o R e A B Aok /PE/PVDC film and aluminum foil, 25 blisters with
Gnnc'reﬁ ST 25 patient information leaflets in a carton. / ITo 20
9 TabneTok B GMCTep M3 MIEHKH TPEXCIIOHHOM
?::"""'“”e":o";‘(’;;}"°“ (TIBX/TID/TIBJIX) 1 amomusmesoii homsri. [o 2
e win 3 OnmcTepa BMeCTe C HHCTPYKLIUEHd 110
amoMuEEeB0H ONBIH, 10 25 MPHMEHEHHIO B KAPTOHHYIO nauky. [To 20 Tabnerok
GAHCTEPOB B KAPTOHHYIO NAUKY B OMCTEp U3 MUICHKH NOJHBHHUIXJIOPHIHOM
¢ BrONKeRHeM 25 HHCTpyKii (O3 THIEHOBOH / MONHBHHUILIEHXIOPUIHOI) 1
SN MR aMOMHHHEBOI! Qonbry, no 25 iucrepos B
P i KapTOHHYIO NAYKy C BIOXKEHWEM 25 HHCTPYKuwmii 1o
MPHUMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
B coorsercreun ¢ HJ{
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npi Temnepatype He
XpaHeHHs! Boiure 25 °C.
14 | Shelflife / Cpok ronsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanune: MNpoaykr cooTeeTcTeyer TpebosaHuam HA

Conclusion : APPROVED /
3aknwuenune: OQOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

[lokymeHT nposepeH OKK: %’;\ﬁ‘;ﬂ [lokymeHT ofoBper OOK: %
Date / Date /

Qara: 2042023 [lata: 2904.202.72
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