CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Cipla

Pagel of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481197 Batch Quantity / O6bem cepuu: 5845 packs / ynaxoBox
AR No / Anaymraaecknii orger Ne :  ARF/258/2021 | Date of Analysis / [lata amannza:  16.10.2021

Date of Mfg / lara npoussoacrea:  09/2021 Date of Expiry / T'onen no: 08/2024

Analysis performed according ND / Anamus nposeagn mo HJI: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Test / HoxazaTens

Resuit / PesyabTarsl Specification / Hopma

Description / Onucanue

Complies / CooTBeTcTBYET

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. / ITnockue kpyrabie Tabnerku co
CKOLICHHBIMH KPasiMH OT KOPUYHEBOIO 10 TEMHO-
KOPHYHEBOIO 1BeTa ¢ BKparuieHusMu. Ha oxHoil
cropoHe Tabnerku BpraasieHo cnoeo «CIPLA», na
APYrOH - NHHHS pasnoma.

Identification / IToqnuHHOCTD

Complies /
CoorsercrByeT

2a) | Anthraquinone glycosides /

AHTanHHOHOBLle TITHKO3HAbBL

Ammoniacal solution turns a reddish colour /|
OkpalugBaHie aMMHA4YHOIO PACTBOPA B KPACHbI
LIBET.

Complies /
CootsercTryeT

2b) | Methyl Parahydroxybenzoate
(HPLCY
| MeTmnaparuapoxcnbensoar

(BIXKX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEePKUBAHHA OCHOBHOTO MHKA HA XPOMaTOrPamMme
HCITBITYEMOTO PACTBOPA NOJDKHO COOTBETCTBOBATH
BPEMEHH YAeP KHBAHML OCHOBHOTO. [TMKA. Ha.
XpOMAaTorpaMMe CTaHAapTHOTO pacTeOpa
meTuinaparuapokcudensoara (pasnen
«MeTtunnaparuapokcudeH30ar).

Average weight / Cpenssis
macca

188.03 mg / 188,03 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT TpeboaHuam HA

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

- BokymeHT nposeper OKK: ] wL o HokymeHT ogobpeq OOK: %3{?;15"-’
Date/ J¢.1pmo0n Date / s o |
Oara: o o) Hara: o« ieinide
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Cipla

CERTIFICATE OF ANALYSIS
S CEPTHOUKAT AHAJIM3A

Page2 of4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / Jlata npousBoacrsa:

Batch No / Cepust Ne: 481197 Batch Quantity / O6sem cepun: 5845 packs / yizaxosox
AR No / Anannragecknii oraer Ne : ARF/258/2021|Date of Analysis / lara apanmza: 16.10.2021
09/2021 Date of Expiry / I'ozen no: 08/2024

Analysis performed according ND / Anamus nposeaén mo H/I: [T N013745/01-091017, M3sm. Ne 1 ot 17.04.2020

Ne Test / Hoka3zarensb

Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight /
OHOPOAHOCTE MO Macce

Complies / CooTsercreyer

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

OnHOPOIHOCTD A03UPOBAHMSA

5 | Loss on drying / IToTeps B 2.7% NMT 6.0 % / He Goxee 6,0 %
Macce MPH BBICYIIHBAHHN
6 | Dissolution/ 81-87% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenne He menee 70 % (Q) cennozunos uepes 120 mun
7 | Uniformity of Dosage units / AV =47 The acceptability index forn=10 AV <LI.

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.

[Toxasarens npuemuemocty 1ust n=10 AV <L1.

B cny4ae, ecnu 3nadenue AV npespiwaer L1,
MPOBOAAT HCMbITaHHE Ha creayrourix 20 obpasuax.
I n=30 AV <L1. Bee 3Hauenus Xi HOJKHBI
YIOOBIETBOPATH HEPABEHCTRY'

IM-x1| 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecTsennoe onpeaeneHue
(Cnexrpodoromerpus)

13.92 mg/tab /

13,92 mr/rab

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 no 115,0 %)
CEHHO3HAOB B nepecyere Ha ceHHO3uA B B onHO#M
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: NpoaykT cooTsercTByeT TpeboBaHwam HI

Conclusion : APPROVED /
3aknrwuenue: OQOBEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge I , . o
HokymeHT nposeper OKK: \13 €1ovig [okymeHT ogobpeq OOK: FHo1E
Date / , ‘2 021 Date / T

Jara: e 10 Dara: lg-\o
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CERTIFICATE OF ANALYSIS
N CEPTHUO®HUKAT AHAJIN3A

Cipla

Page 3 of 4/ Ctp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481197

Batch Quantity / O6bem cepuu:

5845 packs / ynakosox

AR No / Anamaragecknii orger Ne : ARF/258/2021

Date of Analysis / Jlara ananmn3a:

16.10.2021

Date of Mfe / lara npomssoxcrea:  09/2021

Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Anaymas nposenén no HJL: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / IlokazaTean Result / PesynbTaTsi Specification / Hopma
9 | Content of Methyl 0.050 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHIIIaparupokcubenzoara :050 mrital
(BOXX)
10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckast 4HCTOTA
108) | Total Aerobic microbial count /
O6ee gucao adpolbHLIX <10 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPTraHu3MOB
10b) | Total-combined yeast and- mould: ‘Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee uncno <10
TUIECHEBBIX U APOACOKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative - Absent /OtcyTcTByIOT Not more than 10” / g / He Gontee 10° /r
bacteria/ Ycroiuussie k
" IEACTBHIO JKETUH
rpamMoTpUIaTeNnsHble fakTepHu
10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absent in 1 g/ OtcyrcTBHE B I T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcytcTBue B I m
109 | Salmonella. Absent / OtcyTcTBYIOT Absent in 10 g / OtcytcTBHE B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwme: NpoaykT cooTBeTcTBYeT TpeboaHuam HI

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /
ecked by QC In-Charge @C\cmu
CYorees

Approved by QA In-Charge /

o} o
ég P
P

HokymeHT nposepeH OKK: NokymeHT ofobpeH OOK:
Date / 81D 203 Date / | oss; i)
[data: l ) [ara: e s
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust No :

481197

Batch Quantity / O6bem cepuu:

5845 packs / ynaxosex

AR No / Amanurngecknii orger No :

ARF/258/2021

Date of Analysis / lara ananusza:

16.10.2021

Date of Mfg / lara npou3ssoacrsa:

09/2021

Date of Expiry / I'ogex fo:

08/2024

Analysis performed according ND / Anamis nposeaén mo HJI: 1T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / IlokazaTean Result / Pesyastars Specification / Hopma
11 | Package / YnakoBka Pack -20 : !
- inaz t:%;é:::;;:z?a it Package / Ynaxosxka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
abaniisno Bl S8 bheersoti: | [0 3 blisters and a patient information leaflet in a
25 patient inf‘o’rma{im leaﬂe-tus‘in carton. 20 tablets in a blister made of PVC
o/ Lo 20 ratmere o " |/PE/PVDC film and aluminum foil, 25 blisters with
6nucre % St s 25 patient information leaflets in-a carton. / [To 20
IlOJ]HBPl;:-I — TabneTok B GnHCTEp M3 NMJIEHKH TPEXCIOHHOI
(nonuamnenosgﬁ / (IIBX/TIO/MIBJAX) vt amomunueBoi donsru. ITo 2
OB UHATeHX TOPHAHOM) H unu 3 Gnucrepa BMecTe ¢ HHCTPYKLHEI 110
SRR cbonim 11525 NPUMEHEHHIO B KAPTOHHYIO nadky. ITo 20 tabnerok
B KapTOHHy’lO sty | B GucTep U3 MICHKH MOMUBHHHIXJIOPUAHOM
¢ B.noncgﬂuem 7, —— Y (MOMH3TUNIEHOBOIH / MOIMBHHHITAEHXIOPUIHOM)
S S AR ATE 124 amoMuHieBoi donery, no 25 GaucTepos B
P ‘ KapTOHHYIO [A4Ky ¢ BIOKEHHEM 25 HHCTPYKLHIl 1O
MPHMEHEHHIO.
12 Labeling / Mapxuposxa According to ND /
B coorsercTeuu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe nipx Temneparype He
XpaHeHHs Beiure 25 °C.
14 Shelf life / Cpok rogsocTH 3 years / 3 roga

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanwme: Mpogykr coomerc:’rayeT TpeboraHuam HJ]

3akniouenne: O0OBPEHO

Checked by QC In-Charge /("
[okymeHT nposepeH OKK: \‘3 6\ o

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

B

Date /

prandy |6 102021

Date /

o oo~ 202
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Cipla I.td ,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




