~ Cipla

& CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A
- | Pagel of4/Crp. 1134
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHA,IIEé, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482017 Batch Quantity / O6vem cepun: 5846 packs / ymakoBox
AR No / Ananaragecknii oraer Ne :  ARF/052/2022|Date of Analysis / lara agammza:  16.02.2022
Date of Mfe / Jlara npoussoacrea:  01/2022 Date of Expiry / I'oxen no: 12/2024

Analysis performed according ND / Ananms nposenén mo H/I: TIN013745/01-091017, Mam. Ne 1 o 17.04.2020

No " Test / HokazaTean Result / Pe3ysibTaThbl 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. / IInockue kpyrible Tabnerku co
CKOMIEHHBIMA KPasMH OT KOPHIHEBOIO [0 TEMHO-
KOPHYHEBOIO LBeTa ¢ BkpamneHrsanu, Ha oxHoi
cropone Tabrerku BraasieHo cnoBo «CIPLA», Ha
IPYTOH - IHHUS pa3ioMa.

2 |'Identification / ITojmHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CooTBeTCTBYET S:grammaﬂue aMMHAYHOrO PACTBOPAa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtmimaparaipokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAOCPKHBAHHA OCHOBHOTO NMHKA HAa XpoOMaTorpaMme
HCIBITYEMOIO PacTBOPa NOJDKHO COOTBETCTBOBATh
BpEMEHH y/epKUBaH1s OCHOBHOTO TIHKa Ha
XpOoMaTorpaMme CTaHIapTHOIO PacTBOpa
MeTHinaparuapoxcubensoara (paszaen
«MerunnaparuaApoKcuben3oar).

3 | Average weight / Cpennsas 189.83mg / 189,83 mr 189.99 mg £7.5% / 189,99 mr £7,5%
Mmacca

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

Npumeuanue: MpogykT cooTeercTeyet Tpebosanuam H | 3aknioyenne: ONOBPEHO

Checked by QC In-Charge / __ Approved by QA In-Charge / -
JNokymenT nposepeH OKK: %&J HokymeHT ogobpeH OOK: %’jjﬁ},
Date / B = Date/  \~ 040 200 o

Jara; ' ©°° Dara: e
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Page2 of 4/ Ctp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / lara npon3BoacTBAa:

Ratch No / Cepua Ne: 482017 Batch Quantity / O6sem cepim: 5846 packs / ymaxoBok
AR No / Anamaraaecknii orger Ne :  ARF/052/2022|Date of Analysis / laTa amanmza:  16.02.2022
01/2022 Date of Expiry / T'onen no: 12/2024

Analysis performed according ND / Amamus nposenén no HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IloxkazaTennb

Result / PesyabTaTs!

Specification / Hopma

4 | Uniformity of weight /
OHOpPORHOCTE IO Macce

Complies / CootBercTByer

18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 e Gonee + 15%

5 | Loss on drying / Ilotepa B 2.1%

Macce [pY BHICYIHBAHMH

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 81-88%

Pacteopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cernoznaos sepes 120 mun

7 | Uniformity of Dosage units / AV=51
OnHOPOIHOCTE IO3HPOBAHHSA

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.

Toxkazarens npuemnemocts nua n=10 AV <L1.
.B cayuae, ecnn 3Havenue AV npesbunaer L1,
TIPOBOZAT HCNBITaHHe Ha cnepyromux 20 obpasnax.
s n=30 AV <L1. Bce 3Ha4eHust Xi JOJDKHEI
YIOBIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KomiyecTseHHOE ONpeneleHue

(CniexktpodoTomMeTpHs)

14.05:mg/tab /

14,05 mr/Tab

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 1o 15,53 Mr (01 90,0 o 115,0 %)~
CEHHO3MJIOB B IEpecyeTe Ha CEeHHO3HA B B OTHOI
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanme: Mpoaykr cootsercTayeT Tpebosanmam HI | 3akniouenme: OQOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / -
JokymeHT nposepeH OKK: ‘-f?f_,w HokymeHT ofobper OOK: %@
Date / Date / L O ZO2-T-

Jara: § iy B el Jlara: 7
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N CERTIFICATE OF ANALYSIS
N CEPTUOPHUKAT AHAJIM3A :
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Product: SENADE TABLETS 13,5 mg ITpomyxr: CEHA,HEa, TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 482017 Batch Quantity / OGnem cepun: 5846 packs / ynaxosex
AR No / Asamuranaeckuii orger Ne : ARF/052/2022|Date of Analysis / laTa amanusa: 16.02.2022
Date of Mfe / Jlata mpoussoacrea:  01/2022 Date of Expiry / I'onen no: 12/2024
Analysis performed according ND / Amanus nposeaén no HJI: TTN013745/01-091017, M3m. Ne 1 o1 17.04.2020

Ne Test / Iokazarenn Result / PesyabTaTn! Specification / Hopma

9 | Content of Methyl 0.047 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ ) -
Conepxxanue ‘
meTHnnaparuapokcubensoara 0,047 Mr/rab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Muxpobuonorugeckas 4HCTOTa

10a) | Total Aerobic microbial count /
O6mee 9HCIO a3pOBHBIX <10 Not more than 10* cfi/ g / He Gonee 10* /r

' MEKPOOPFAHU3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He 6onee 10° /v

count / O6iiee 4ucIo <10
TUIECHEBBIX M IPOMOIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyrcTByIoT Not more than 10°/ g / He Gonee 10” /r
bacteria/ Ycroitunsbie k :

JIEeHCTBHIO e
rpaMOTpHLATeNbHbIe GaKTepHH

10d) | Staphylococcus aureus Absent /OrcyreTByioT Absent in 1 g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OtcyrcTByoT Absent in 1 g/ OrcyrcrBue B 1 1
10f) | Salmonella Absent / OrcyrcrByioT Absent in 10 g /OrcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooteeTcTByeT TpebosaHuam HI | 3akniouenmne: ONOBPEHO

Checked by QC In-Charge / ':"SE/D’O Approved by QA In-Charge /

NokymeHT nposepeH OKK: Hokyment ogobper OOK: @f-ﬁ}
Date / Date / 09 oL

fara: !bo22022— flata: i
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: CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIN3A

Page 4 of 4/ Ctp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 482017 Batch Quantity / OGben cepum: 5846 packs / ymakosox
AR No / Anaymrageckuii oraer Ne :  ARF/052/2022|Date of Analysis / JlaTa anamaza:  16.02.2022
Date of Mfe / lara mpomsBoacrsa:  01/2022 Date of Expiry / Tonen go: 12/2024

Analysis performed according ND / Amamms nposenén mo HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lloka3arens Result / PesynsTaTst Specification / Hopma
11 | Package / Ynakosxka Packa -20 . .
. ina: bl?;éry[::éc:?;a e Package / Ymaxoska - 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 i nfo’rm ation leaflets in |C2Tton- 20 tablets in a blister made of PVC
a carton. / TIo 20 Ta6neTox B /PE/PVDC film and aluminum foil, 25 blisters with
D b ki 25 patient information leaflets in a carton. / ITo 20
e xf}mmo —_— TalneTok B OITHCTED M3 TUIEHKH TPEXCIOHHOH
(H'()JIHB’I‘HJ‘IGHOBI:()} i/ (IIBX/AID/MIBAX) 1 amomusneBoit donsra. ITo 2
SRR nnH 3 Gnucrepa BMECTe ¢ HHCTPYKIIHEH 110
— cbonim w25 NPHUMEHEHHIO B KapToHHYH0 na4ky. Ilo 20 tabnerox
' AR s ToHHy;o it B OJIHCTep M3 MIIEHKH TOJHBHHITXIIOPH)THOMH
i BIIO)!(E by 22 uucrpyxunﬁxy (monu3THIEHOBOH / MOTMBMHHUNIEHXTOPHIHOM) 1
i TP SR amoMuHHeBO# Gomnery, no 25 6nucTepos B
P > KapTOHHYIO IMa4Ky ¢ BIOXKEHHEM 25 MHCTpPYKLHii 10
MPUMEHEHHIO,
12 | Labeling / Mapxuposka According to ND /
B cooTeercreun ¢ HJ
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TeMIeparype He
XpaHeHus Beime 25 °C.
14 Shelf life / Cpok rognocts 3 years /3 roma

Remarks : The Product conforms to ND/
MNpumeyanue: Mpoaykr cooTBeTcTBYET TpeboBaHuam HA

Conclusion : APPROVED /
3akntoyenune: OO0OBPEHO

Checked by QC In-Charge / 2.&—9{’}

Approved by QA In-Charge /

G

HokymeHT nposepeH OKK: HokymeHT ofobper OOK:
Date / Date / : &
[lara: 16022022~ . Nara: \ - 022722
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