Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482016 Batch Quantity / OGbem cepun: 5847 packs / ynakosok
AR No / Anamaragecknii oraer Ne : ARF/051/2022|Date of Analysis / Jlara apamma: 15.02.2022
Date of Mfg / {ara npoussopcrsa:  01/2022 Date of Expiry / T'oaen go: 12/2024

Analysis performed according ND / Amams nposenén mo HJ{: TIN013745/01-091017, Fi3m. Ne 1 ot 17.04.2020

Ne Test / llokazaTens

Result / Pesynabrarsi

Specification / Hopma

1 | Description / Onucauue

Complies / CootBercrryer

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. / Ilnockue kpyrieie TabneTky co
CKOIIEHHLIMH KPASMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOI'O LBETA € BKparuleHusmMu. Ha oaHoit
cropoHe Taberky BoigaeneHo cyioso «CIPLA», Ha
NpyTOii - TMHHAS pa3oMa.

2 | Identification / ITommuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AXHHOHOBHIE CIHKOSHIB! CootrercrByer S::TaMHBaHHC aMMMa4YHOI0 PACTBOPA B KPACHBIA
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootrsercTByeT chromatogram of the sample solution should
Mertunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPXKUBAHKA OCHOBHOTO ITHKA HA XPOMATOIDaMMe
HCIBITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH yAePIKUBAHUS OCHOBHOTO TIHKA Ha
XPOMATOrpaMme CTAHAAPTHOIO pacTBOpa
MeTHnaparuapoxcubensoara (paszgen
«Merunmaparuznpoxcubensoar).

3 | Average weight / Cpenusis
macca

190.76mg / 190,76Mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanume: MNMpoaykT cooTBeTCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3akntoueHue: OOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: @ L

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

QYA

Date / }g-\' o202

[ara:

Date /

2071
Hara:

V6 -0 2
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Cipla

CERTIFICATE OF ANALYSIS
a CEPTUDOHUKAT AHAJIN3A
. Page 2 of 4/ Ctp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482016 Batch Quantity / OGpem cepun: 5847 packs / ynakoBox
AR No / Ananurayecknii oryer Ne : ARF/051/2022|Date of Analysis / Jlara anammza:  15.02.2022
Date of Mfg / Jara npomssoacrea: 01/2022 Date of Expiry / I'onen no: 12/2024

Analysis performed according ND / Anamus nmposenén mo HJ/I: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazaresn Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
OnHOpOMHOCTE 1O Macce %

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

5 | Loss on drying / IToteps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce TIPU BHICYLIHBAHHH

6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cernnosumnos yepes 120 mun

7 | Uniformity of Dosage units / AV =52 The acceptability index forn= 10 AV <L1.

OnHOpPOIHOCTH AO3UPOBAHHA

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.

ITokazaTens npuemnemocty asi n=10 AV <L1.

B cnysae, ecnu 3navenune AV npessinaer L1,
[IPOBOMAT HCIBITAHKE HA cnexyromux 20 obpasmax.
Jnsa n=30 AV <L1. Bce 3HaYeHHs Xi JOKHBI
YIOBIETBOPSATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonugecTseHHOE OmNpeneneHue

(Cnextpodoromerpus)

14.12 mg/tab /

14,12 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 mo 115,0 %)
CEHHO3HJIOB B MEpecyeTe Ha CeHHO3uA B B oqHOI
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: [poaykr cooteeTcTRYEeT TPeboBaHuam H/

Conclusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposepeH OKK: @ aus

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

Date /
[ara:

| Sem2.2022

Date /

l¢, ~r0o2-202-1
[ara: o

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




Cipla

CERTIFICATE OF ANALYSIS
h CEPTHO®UKAT AHAJIN3A

Page3 of 4/ Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482016 Batch Quantity / Oobem cepum: 5847 packs / ynakoBok
AR No / Amamarirvecknit orger Ne : ARF/051/2022 | Date of Analysis / lara anammsza:  15.02.2022
01/2022 Date of Expiry / I'onen no: 12/2024

Date of Mfe / Jlara npoH3BOACTBA:

Analysis performed according ND / Anamms nposeaén mo HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb Result / PesyabTars Specification / Hopma
9 | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/ral.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara 0:045 sifrab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoraueckas YMcTOTa

10a) | Total Aerobic microbial count /
O6wee uncio a3podHBIX 20 Not more than 10* cfu/ g / He Gonee 10° /r

.| MHKPOOpPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10” /r
count / O6mee uucno <10
TUJIECHEBBIX M JPORKEBLIX
rpubos

10 c) | Bile tolerant gram-negative Absent /OrcyrcTByIOT Not more than 10 / g / He Gonee 10° /v
bacteria/ YcToiiuuBbie K
JNEHCTBHIO JKENT9H
rpaMoTpHLATeNbHbIE OakTepun

10 d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1

109 | Salmonella Absent / OrcyTcTByIOT Absent in 10 g / Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTseTcTayeT TpebosanHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge// \"_)
2ot

Approved by QA In-Charge /

Qe

JokymeHT nposepeH OKK: \.‘ [okymeHT opobpeH OOK:
Date / Date / T
022022 g X
Nera: |S-.0 o \broz-2.02-2-
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTH®NKAT AHAJIM3A
) Page4 of 4/ Crp. 43 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482016 Batch Quantity / O6bem cepun: 5847 packs / ynakoBok
'AR No / Amamuraueckuii oraer Ne : ARF/051/2022|Date of Analysis / [lara ananmsza: 15.02.2022
01/2022 Date of Expiry / I'onen no: 12/2024

Date of Mfg / /lara npou3BoacTBa:

Analysis performed according ND / Anamus nposenén no HJI: [TN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Iloxazarens

Result / PesyanTaTsl

Specification / Hopma

11 | Package / YnakoBxka
in a blister made of

GrucTep M3 MIEHKH

(nonuaTuneHoBoH/

10 NPUMEHEHHIO.

Package / Ynakosxka - 20 tablets

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

NOJIMBHHHIIXJIO PHIHO

NOJIMBHHHIICHXIOPHIHOI) 1
AMOMHHHEBOH (onbry, no 25
GnucTepoB B KAPTOHHYIO MaYKy
C BIOXKEHHEM 25 HHCTPYKLIH

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 OIMCTED M3 TIEHKH TPEXCIOHHOM
(IIBX/ITOMIBJIX) v amomunauesoit ponbry. Ilo 2
unu 3 BaucTepa BMECTE C HHCTPYKIMEH MO
NPUMEHEHHIO B KapPTOHHYTO mauky. [To 20 Tabnerok -
B GIHCTEp M3 TUIEHKH MOJHBUHHIXJIOPHIHOM
(MoNH3THIEHOBOH / MOMHBHHIIIEHXIOPHIHOM) H
amoMuHKeBoit honsry, mo 25 Gnucrepor B
KapTOHHYIO TAYKy C BJIOXKEHHEM 25 HHCTPYKLHH 1o
MPHMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B coorsercTeuu ¢ HJI

13 Storage conditions / ¥Ycnosus

XpaHeHHA seime 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: Mpoaykr cooteercTayet TpebosaHnam HA

Conclusion : APPROVED /
3anroyenue: OQOBPEHO

Checked by QC In-Charge
[okymeHT nposepeH OKK: \]3 } G

Approved by QA In-Charge /
[okyment opobper OOK:

Date / i

Date /
[ara:

1501 2022

Rera: (6-02-2022
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