CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

b Y

Page 1 of 4/ Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJLE”, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482072

Batch Quantity / O6bem cepum:

5833packs / ymakoBok

AR No / Ananurnaeckii oraer Ne :  ARF/134/2022|Date of Analysis / lata anamma: 09.06.2022

Date of Mfg / Jlata npoussoacrea: _ 05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Anamn nposeagn no HJL: TIN013745/01-091017, Mam. Ne 1 or 17.04.2020

Test / IToxa3zarens

Ne Result / PesyasTaTnt

Specification / Hopma

1 | Description / Onucanue

Complies / CooreeTcTBYET -

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPL
monogram embossed on one side and central break-
line on the other. / [lnockue kpyrabie TabneTku co
CKOIIEHHbLIMH KpPafAMH OT KOPUYHEBOIQ A0 TEMHO-
KOPHYHEBOTro 1BeTa ¢ BKpareHusamu. Ha onnoi
cropoue Tabnetku BbiaasneHo cnoso «CIPLA», Ha

APYroi - IMHHS Pa3omMa.

2 Identification / TIognHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBercrryer OxpamypaHiHe aMMMauHOINO PacTBOpa B KPaCHBIH
AHTPaxMHOHOBHIE TITHKO3UIIBI S
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooteercreyer chromatogram of the sample solution should
MeTtunnaparaapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBaHHA OCHOBHOTO KA HA XPOMATOrpamMme
HCITBITYEMOTO PACTBOPA NODKHO COOTBETCTBOBATh
BpEMEHH YAEPIKHBAHHA OCHOBHOTO TTHKA HA
XPOMATOIrpaMMe CTAHIAPTHOIO PacTBOpa
MeTHnnaparuapokcubensoara (paszmen
«MerunmaparuapokcubeH3oar).

3 | Average weight / Cpeansaa
Macca

191.08mg / 191,08mr

189.99 mg +7.5% / 189,99 wr £7,5%

Remarks : The Product conforms to ND/
Mpumeyuanue: MpoaykT cooTBeTcTBYET TpebosaHmuam HI

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / ng/pw

Approved by QA In-Charge / %cg‘;

[okymerT nposepeH OKK: HokymeHT ogo6peH OOK:
Date / _ 55 s Date / \o+0f: 2021
Hara: o S o Nara: = 8

FMQC003-15-06

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 .
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CERTIFICATE OF ANALYSIS
s CEPTUOHKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482072

Batch Quantity / Oobem cepun:

5853packs / ynakosok

AR No / Ananurangecknii orger Ne : ARF/134/2022 | Date of Analysis / lara anammsza:  09.06.2022

05/2022

Date of Mfg / Jlara npoussojcTea:

Date of Expiry / I'ogen ge:

04/2025

Analysis performed according ND / Anayms nposeaén mo HJI: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / Pesyabtaroi

Test / HokazaTe/ib

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTE MO Macce

Complies / Cootsercrsyer

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

5 | Loss on drying / IToreps B 1.4% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYLIMBAHUH
6 | Dissolution / 83-92% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennosumos yepes 120 Mux
7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <LI1.

OaHOPOIHOCTE NO3UPOBAHHS

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=250.

[Toxazarens npuemaemocty s n=10 AV <L1.

B cayuae, ecnu 3nauenne AV npesbimaer L1,
MPOBOMIAT MCTIBITAHKE Ha chenyomux 20 obpasuax.
Hnsa n=30 AV < L1. Bce 3Ha4eHHs Xi JOJKHBI
YIOBJIETBOPSTE HEPABEHCTBY:

[M-xi| <€0,01 x L2 x M.

L1=15,0;L2=25,0

8 | Assay (Spectrophotometry)
KonnuecTseHHoe oOmnpeaeneHue

(CniexrpodoToMeTpust)

13.94 mg/tab /

13,94 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 no 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3MJIOB B Iepecyere Ha ceHno3ua B B onHoR
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykT cootseTcTBYEeT TpebosaHuam HJ

Conclusion : APPROVED /
3axknouenue: OQOBPEHO

Checked by QC In-Charge / >
[okymeHT nposeper OKK: ;_/ :

Approved by QA In-Charge /
[okymeHT ogobper OOK:

Rhe
=/

Date /

Rara: O6H4.06. Lora

Date /
Hara:

\g rOb 202
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CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg Mponyxr: CEHAJIE®, TABJETKMH 13,5 mr

Batch No / Cepus Ne: 482072 |Batch Quantity / Oobem cepun:  5833packs / ynakosox

AR No / Ananurindecknii or=ser Ne : ARF/134/2022 | Date of Analysis / lata apamuza:  09.06.2022

Date of Mfg / Jlata npomsBoacrBa:  05/2022 Date of Expiry / I'ogen go: 04/2025

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

| Ne Resﬁlt / Pe3yabTathl Specification / Hopma
Test / IToxkaszatenn
9 | Content of Methyl 0.044 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/ .
Conepxanne
MeTHIaparuapokcubensoara 0.044 mr/Ta6
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruueckasi 4ucToTa

10a) | Total Aerobic microbial count /

O6mee 4ucio a3poOHBIX 20 Not more than 10% cfu/ g / He Gonee 10* /r
MUKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Oburee HuciIO <10
IIECHEBBIX U JPOMOKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10° / g / He 6onee 10° /r
bacteria/ YcroiiunBbie K
JICHCTBUIO KeT4H
rpaMOTpHULIATENbHbIE DaKTepHH
10d) | Staphylococcus aureus Absent /OrcyrcTByHOT Absentin 1 g/ OrcyrcrBue B 1 ¢
10¢) | Escherichia coli Absent /OrcyrcTByroT Absentin 1 g/ OrcyrcteueB 1 r
106) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g / Otcyrcreue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanwme: MNpoaykT cooTeeTcTByeT TpebosaHusam HL | 3akmouvenne: OOQOBPEHO
Checked by QC In-Charge / ) r»w_(/) Approved by QA In-Charge / ALh T
NokymeHT nposepeH OKK: el L NokymeHT ogobpeH OOK: i
Date I Date/ i} Ve, - { - 4:;"), 2
flaraz © ©6- 2022~ [lara: '
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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482072

Batch Quantity / O6bem cepuu:

5853packs / ynakoBok

AR No / Ananurageckmii oraer Ne : ARF/134/2022|Date of Analysis / Jlara anasmsa:  09.06.2022

Date of Mfg / Jlara npoussoncrea:  05/2022

Date of Expiry / I'oxen no:

04/2025

Analysis performed according ND / Anasms nposeaén mo HJ/L: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / PeayabTars:

Test / Hokazarens

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep M3 MIeHKH

(noMMaTHNEHOBO/

MO MPHMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

HOJIPIBHHHJIXJ'IOPHJIHOﬁ

MOTHBHHUIIIEHXIOPHIHOI) H
aMOMUHHEBOH GONbrM, 1no 25
B6nMCTepOB B KAPTOHHYIO MMAYKy
C BJIOYKEHHEM 25 MHCTPYKIMI

Package / Ynakoska - 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
TabeTok B OnucTep M3 MUIEHKH TPEXCIOHHOH
(TIBX/IID/MIBAX) u amomunuesoit domnbri. Io 2
wiu 3 Giucrepa BMeCTe ¢ HHCTPYKLMEH 110
MpPUMEHEHHIO B KapToHHYI0 mauky. [To 20 Tabnerok
B GMCTEp M3 NUIEHKH MOJHBHHHIXJIOPH/IHOH
(monuaTHAEHOBOH / MONMUBHHUIIIEHXJIOPUIHOH) K
amoMuHKeBOi Gonbry, no 25 6aucTepos B
KapTOHHYIO MavyKy C BJIOKEHHEM 25 HHCTPYKLHMiT 1o
MPHUMEHEHHIO.

12 | Labeling / Mapkupogka According to ND /

B cootrsercTeuu ¢ HI

13 Storage conditions / Yenopus

XpaHeHUs Bbite 25 °C.

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

3 years /3 rona

14 | Shelflife / Cpok roaxocTu

Remarks : The Product conforms to ND/
Mpumeyanune: MNpoaykT cooTeeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3aknouyenune: OQOBPEHO

Checked by QC In-Charge / Ty
NokymeHT nposepeH OKK: G:,,EFL”D

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

g‘_j(\pfv](

Date /

iy o0A/. 06 }or2—

Date /

[ara: \o

.,('\L, 7 QO L
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