Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJIN3A

Pagel of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482014 Batch Quantity / O0bem cepun: 5848 packs / ynakosok

AR No / Arammaragecknii oraer Ne : ARF/047/2022|Date of Analysis / [lara anaymsza:  11.02.2022

Date of Mfe / lata nponssoacrea:  01/2022 Date of Expiry / I'onen go: 12/2024

Analysis performed according ND / Anamm mposenén mo HJI: IT1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / HokazaTean Result / Peayabrars: Specification / Hepma

1 | Description / Onucanue Complies / CooTrercTByeT 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 kpyribie Tabnerku co
CKONIEHHBIMH KPasiMi OT KOPHYHEBOTO [0 TEMHO-
KOPHWYHEBOTO 1IB€Ta ¢ BKparueHusaMHy. Ha oanoH
cropone Tabnerku sbigasneHo cnoso «CIPLA», Ha
APYTO - TUHUA pa3noma.

2 | Identification / ITomnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T m——— CooTsercTByeT S:éjramnnaﬂue AMMMAYHOIO PacTBOPA B KpACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
Merunmnaparunpokcubensoar -| corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yepKMBAHUs OCHOBHOTO IHKa Ha XpPOMAaTOTpaMMe
HCIBITYEMOr0 PACTBOPA IOJDKHO COOTBETCTBOBATD
BPEMEHH YAEPKUBAHHS OCHOBHOTO ITHKA Ha
XpOoMaTorpaMme CraHapTHOroO pacTBOpa
MeTHInaparupokcnoensoara (pasgen
«MerunnaparupokcHOeH30aT).

3 | Average weight / Cpennss 189.44mg / 189,44mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpogykT cooTsetcTayeT TpebosaHnam H | 3akmovenne: OQOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / %ﬂ({
NokymenT npoeepeH OKK: 3B ¢ it JokymeHT oaoBpeH OOK: N~
Date/ 4y, pa.20272 Bale)  ya v072.: a0
Hara: Jara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At - Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIU3A
Page?2 of 4/ Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 482014 Batch Quantity / O6bem cepun: 5848 packs / ynakosok
AR No / Anasmrruecknii orger Ne :  ARF/047/2022|Date of Analysis / lara anamaza:  11.02.2022
Date of Mfg / [lata mpoussoacrea:  01/2022 Date of Expiry / I'ogen mo: 12/2024

Analysis performed according ND / Anamms nposenén mo HJI: TTN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / HokaszaTenn Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight / Complies / CooTBercTayer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
OnHOpOAHOCTL MO Macce %

2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss on drying / ITotepsi B 2.2% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BLICYIITHBAHHH

6 | Dissolution / 83-90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos uepe3 120 mun

7 | Uniformity of Dosage units / AV =438 The acceptability index forn=10 AV <L1.
OnHOpPOAHOCTE IO3HPOBAHHS 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;1L2=25.0.

ITokazatens npuemnemoctu s n=10 AV <LI1.

B cnyuae, ecnu 3Hauenne AV npesbimaer L1,
MPOBOJAT UCIHBITAHUE Ha crenyromux 20 obpasuax.
Juisi n=30 AV <L1. Bce 3HaueHHs X1 JOIKHEI
YIOBIETBOPATH HEPABEHCTBY:

M-xi| <0,01 x L2 x ML

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

8 | Assay (Spectrophotometry) ; From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE Onpenenexue- 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CniexrpodoToMeTpus) Ot 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)

13,88 mr/Tab CEHHO3HUIIOB B NepecueTe Ha CeHHO3ua B B ogHOIM
Tabierke.

Remarks : The Product conforms to ND/
Mpumeuanwue: MpogykT cooTeeTcTByeT TpeboBanuam HJ

Conclusion : APPROVED /
3akntouernue: OQOBPEHO

Checked by QC In-Charge /¢
[lokymeHT nposepeH OKK: \Lﬂ crus

Approved by QA In-Charge / ~ —
HokymeHT opobpeH OOK: %‘;

Date /
Oara:

P odd» 2022

Date /
Hara:

\2-02- 2022

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIM3A

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482014 Batch Quantity / Oobem cepum: 5848 packs / ynakoBox
AR No / Anayaranaecknii orger Ne : ARF/047/2022 | Date of Analysis / [lata ananmsa: 11.02.2022
Date of Mfg / Jlara npomssoacrea:  01/2022 Date of Expiry / T'onen jo: 12/2024

Analysis performed according ND / Anamus nposenén nmo H/I: ITN013745/01-091017, M3m. Ne 1 or 17.04.2020

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

parahydroxybenzoate(HPLC)/
Copnepxanue
METWINaparuApOKCHOeH30aTa 0.045 mr/Ta6
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpofuonorayeckas YUCTOTa

10a) | Total Aerobic microbial count /
OO61ee uucio a3poOHbIX 10 Not more than 10* cfu/ g / He 6omee 10* /r

.| MHKpPOODPraHU3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He 6onee 10° /r
count / Obmee guco <10
UIECHEBBIX M JIPOICKEBbIX
rpubos

10¢) | Bile tolerant gram-negative - Absent /OTCyTCTBYIOT Not more than 10/ g / He Gosee 10° /r
bacteria/ Ycrolunsble k
NEHCTBHIO KETUH
rpamMoTpHLaTeNbHbIE OaKTepHH

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

10e) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrcTBue B 1 r

104) | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g / OtcyrcTere B 10 g

Remarks : The Product conforms to ND/
Npumeyanwme: NpoaykT cooteercTeyeT TpebosaHmaM HO

Conclusion : APPROVED /
3akmouenue: O0OBPEHO

Checked by QC In-Charge /- 3

Approved by QA In-Charge /

B

[okymeHT nposepeH OKK: ot HokymenT ogobper OOK:
Datell ],.09_,9_512__ Date_/ \2L 022022
[Jara: Hara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla
At : Simchem Pvt. Ltd., Plot No, 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

- CERTIFICATE OF ANALYSIS -~
k: CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 m3 4

Product: SI:INADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJIETKHM 13,5 mr

Batch No / Cepusi Ne: 482014 Batch Quantity / O6nem cepun: 5848 packs / ynaxoBok
AR No / Anasmraaecknii oraer Ne : ARF/047/2022|Date of Analysis / lata anammsa:  11.02.2022
Date of Mfg / Jlara nponssoacrsa:  01/2022 Date of Expiry / I'open 1o: 12/2024

Analysis performed according ND / Anasms nposeaén no HJI: TINO013745/01-091017, Miam. Ne 1 ot 17.04.2020

Ne Test / Iloxa3aTeas

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ymakosxa
in a blister made of

GaucTep M3 IIEHKH

(nomMaTHIEHOBO/

0 TIPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

NOMTMBHHHIXIOPHIHOR

NONMBHHUIAESHXJIOPHUIHOI) 1
amoMHuHIeBOH (onbry, mo 25

" BIUCTEPOB B KAPTOHHYIO MAUKY
C BJIOKEHHEM 25 HHCTPYKIIHI

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
TabneTok B OyuCcTEp M3 MNEHKH TPEXCIOMHOR
(IIBX/TI2/TIBAX) 1 amomunnesoii ¢ponbra. Ilo 2
unu 3 Gnucrepa BMECTE C MHCTPYKLHMEH 110
NpUMEHEHHIO B KapTOHHYIO madxy. ITo 20 Tabnerok -
B GJIHCTED U3 IUICHKH IOIUBHHHUIIXJIOPH/IHOM
(MOMMATHIEHOBO / MONMHBHHMIIICHXIOPHAHOM) U
amoMuHHeBOH Gobry, no 25 6aucTepos B
KapTOHHYIO Ma4Ky C BIOXKEHHeM 25 HHCTPYKLUH 110
MIPUMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /

B coorsercrBuH ¢ H]J

13 Storage conditions / Ycnosus

XpaHeHus poie 25 °C.

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

14 Shelf life / Cpok rogHOCTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykT cooTBeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3axknrouyenune: OQOBPEHO

Checked by QC In-Charged™
q_g 0 arut

Approved by QA In-Charge /
NokymenT ogobpeH OOK:

NokymeHT npoeepeH OKK:
Date/ j|.02.2 002
[ara:

Date /

Nara. 1202 2022

FMQC003-15-06

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