Ciplc

CERTIFICATE OF ANALYSIS
. CEPTUPUKAT AHAJIU3A
Page 1 of4/ Crp.1m34
Product: SENADE TABLETS 13,5 mg Hpoaysr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481006 Batch Quantity / O6bem cepan: 5850 packs / ynakoBok
AR No / Amamaragecknii orger Ne : ARF/022/2021|Date of Analysis / lata apamasza:  28.01.2021
Date of Mfe / lata npomssoxcrea:  01/2021 Date of Expiry / I'ogen go: 12/2023

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

Ne Test / ITokazaTens Result / PesyabTaThbr Specification / Hopma
1 | 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. / TInockue kpyrabie TabneTku co
CKOIIEHHBIMH KPasgMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOTO IBeTa ¢ BKparuteHusMu, Ha onHoil
cropose tabnerku BeiiasneHo ciaoso «CIPLA», Ha
IpyToi - THHUA Pa3IoMa.

2 . Identification / [TognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercryer OxpainMBaHHe aMMMadHOIO PacTBOPAa B KPaCHBIH
AHTPAXUHOHOBBIE TIIHKO3H/IBI .
2b) | Methyl Parahydroxybenzoate - Complies / 1 Retention time of the principle peak in the
(HPLC)Y/ Cootsercrryer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEPKHUBAHWAS OCHOBHOTO MHUKA HA XPOMATOrpaMme
HCOBITYEMOr0 PacTBOpPA IOJDKHO COOTBETCTBOBATH
BpeMeHH YAep>KUBAHNS OCHOBHOT'O ITHKA HA
XpOMaTOrpaMMe CTaHapTHOTO pacTBopa
MeTHnmaparuapokcubensoara (pazaen
«MerunmnaparuapokcHOeH30ar).

3 | Average weight / Cpennss ' 188.41 mg / 188,41 mr 189.99 mg +7.5% / 189,99 mr £7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: Npoaykr cootsercreyeT Tpeboanmsm HA | 3akmouenue: OJOBPEHO )
Checked by QC In-Charge I@’f} " Approved by QA In-Charge /
JokymeHT nposepeH OKK: ik HokymeHT ofobpeH OOK: %’
Date / Q_%"C)J’-"_QQw'] Date / 7{_%’0\')/0’2._\
[ara: [Hara:

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

by

CEPTUOUKAT AHAJIN3A

{Product: SENADE TABLETS 13,5 mg

Page2 of 4/ Crp.2 13 4
Hpoayxr: CEHAJIE®, TABJETKH 13,5 sr :

Batch No / Cepusnt Ne: 481006

Batch Quantity / Oobem cepum: 5850 packs / ymakoBok

AR No / Asaaragecknii orger Ne : ARF/022/2021 |Date of Analysis / laTta amannza: 28.01.2021

Date of Mfe / lara npomssoacrea:  01/2021 Date of Expiry / T'onen gxo: 12/2023

Analysis performed according ND / Anamm3z nposenén mo HJI: TIN013745/01-091017, 3m. Ne 1 ot 17.04.2020

Ne Test / Hoxa3zarens

Result / PesyabTarst Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE MO Macce

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

5 | Loss on drying / IToreps B 3.0% | NMT 6.0 % / He 6onee 6,0 %
Macce IpH BBICYLIHBaHUHA :
6 | Dissolution / 85-98% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cennosznmor yepes 120 MuH
7 | Uniformity of Dosage units / AV =456 The acceptability index forn= 10 AV <LI.

OmHOpPOOHOCTE HO3HPOBAHMS

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=150;L2=25.0.

Iloxazarens npuemaemocty ana =10 AV <11,

B cnyyae, ecnu 3nauenne AV mpessimaer L1,
MPOBOSIT UCHIBITAHUE Ha cnenyomux 20 obpasnax.
s n=30 AV <L1. Bce 3HAYEHHUS Xi OJDKHBI
YyAOBJIETBOPSATL HEPABEHCTRY:

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

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

8 Assay (Spectrophotometry)
KonuuecTseHHOEe oOmnpeneneHue
(Cnexrpodoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.00 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)

14,00 mr/Tab CEHHO3MOB B NepecyeTe Ha ceHHo3ua B B oxuoit
Tabnerxe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

{ Npumeyanue: MNpoaykr cooreerctayeT Tpebosaduam HA | 3akmouenmne: OOQOBPEHO

Checked by QC In-Charge /

HokymeHT nposepeH OKK: £lan e

Approved by QA In-Charge /
OokymeHT 0a06peH OOK: %

Date / 28012021
[ara:

Date/ . g.01.202\
[ara:

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
& CEPTUOUKAT AHAJIN3A
Page 3 of 4/ Ctp. 3 m3 4
{Product: SENADE TABLETS 13,5 mg Hpoayir: CEHAJE®, TABJETKH 13,5 »r .
Batch No / Cepus Ne: 481006 Batch Quantity / Oobem cepum: 5850 packs / ynakoBok
AR No / Amaymaringecknii oraer Ne : ARF/022/2021|Date of Analysis / Iata amamuza: 28.01.2021
Date of Mfg / lara npomssogcrBa:  01/2021 Date of Expiry / T'onesn no: 12/2023

Analysis performed according ND / Anamaz nposengn mo H/I: ITN013745/01-091017, Miam. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenan Result / PesyabTaTsi 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)/
Conepxarue 0,050 mr/Ta6
MeTHJnaparuapoxkcubensoara N
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonorudeckas 4HCTOTA

102) | Total Aerobic microbial count /
O6mee uncno aspobHbIX <10 Not more than 10* cfi/ g / He Goxnee 10* /r

| MukpooprauuzmoB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obmiee 4ucio <10
IUIECHEBBIX M APOACKEBIX
rpubos

| 1 ¢ | Bile tolerant gram-negative ' Absent /OrcyrcTByIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ YcroiiuuBbIe K
IEHCTBUIO eI
rpaMoTpUUATENEHBIE DaKTepui

10d) | Staphylococcus aureus Absent /OtcyrcTRyROT Absentin 1 g/ Orcyrcreue B 1 1

| 10-¢) | Escherichia coli ' Absent /OrcyrerByroT Absentin 1 g/ Orcyrcreres 11
109 | Salmonella Absent / OtcyrcrByroT Absentin 10 g / Orcyrcrene B 10 g

|| Remarks : The Product conforms to ND/ | Conclusion : APPROVED /
MNMpumeuanume: MNpogykr cooteercTyeT TpeboaHuam HI | 3aknrouenune: OQOBPEHO ]
Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposepeH OKK: L alas HokymeHT ofobpeH OOK: %
Date / 29 013_911 Date / q,_S-Oif'?—O?-—\

| Aara: [ara:

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
CEPTHOUKAT AHAJIN3A

Cipla

Paged4 of 4/ Crp. 413 4

[Product: SENADE TABLETS 13,5 mg

|Hpeayxs: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 481006

Batch Quantity / O0bem cepum:

5850 packs / ymaxkoBok

AR No / Asamaragecknii orger Ne : ARF/022/2021

Date of Analysis / laTa apann3a: 28.01.2021

Date of Mfo / [lara npoH3BOACTBA:

01/2021 Date of Expiry / I'ogen go:

12/2023

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

Ne Test / [ToxazaTean Result / PesynbTaTsl Specification / Hopma
11 | Package / YmakoBka z
g ;azlzaﬁ;éis:;:z? EREERIEES Package / Ynakoeka - 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 information leaflets in | N Sspleipir bhs.ter madg OfPV(.: .
a carton. / TTo 20 Ta6neToK b fPE/P\fDC_ film and alurmnum_fml, 25 blisters with
e i b i 25 patient information leaflets in a carton. / ITo 20
nmnanpn — TabneTok B OMCTEp M3 MIIEHKH TPEXCNOHHOM
(HOIIHBTPUICHOBI()) " (IIBX/IT/MIBIX) n amomunuesoi donsru. Io 2
O RMBMHMAHEHXNOPUNHOH) B uny 3 GHcTepa BMECTE ¢ MHCTPYKITHEH 1o
SR dJonII)sm 10 25 [PUMEHEHHIO B KApTOHHYIO nayky. ITo 20 tabnerox |
BTt i g |0 GaHcTep M3 MJIEHKH MONHBHHHIXJIOPHIHOM
i Bnoxczuuem ng:H ) it Y (MOJMATHIIEHOBOIH / TIOMMBHHHIAEHXIOPHIHOM) K
it SRS SRETRR amoMHHUEBOIT onbry, o 25 Gaucrepos B
P ' KaPTOHHYIO MUKy C BIOXKEHHEM 25 HHCTPYKIMii 1o
HpHMEHEHHlO.

12 | Labeling / Mapkuposka According to ND /
B cootsercTBuu ¢ HJ|

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemrepaType He

| XpaHeHust | Bpme 25 °C.
14 Shelf life / Cpok romHocTH 3 years / 3 roma

Remarks : The Product conforms to ND/ |
Mpumeyanue: MNpoaykT cooteetcTeyeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwuenne: OQOBPEHO

Checked by QC In-Charge
NokymeHT npoeepeH OKK:

Han e

Approved by QA In-Charge /
HokymeHT onobpeH OOK:

ST

Date / 2% .012021
[ara:

Date /
Hara:

2B o). 2L\

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




