Ciplq

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJNHM3A

Product: SENADE TABLETS 13,5 mg

_ Page 1 of4/Crp, 1134
Hponyvkr: CEHAJIE®, TABJETKH 13,5 Mr

Batch No / Cepra Ne: 484006

Batch Quantity / O6bem cepan:  5848packs / ynakoBokr

AR No / AnanaTaaecknii otuer Ne : ARF/059/2024|Date of Analysis / Jara apaymmza:  25.05.2024

Date of Mfg / lata npousponerBa:  05/2024 Date of Expiry / T'omen go: 04/2027

Analysis performed according ND / Aranns nposengu mo HJI: IT N013745/01-180522, amend No. 1 dated *
09.07.2024 / IT N013745/01-180522, w3y, Ne 1 ot 09.07.2024

No

Test / Noxaszarens

Result / Pe3yasTaThl Specification / Hopma

1 Descriptioﬁ/ Omycaune Complies / CootBeTcTRYET 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. / IDTockye KpyIEle TaGIeTKH CO
CKOLIEHHBIMH KPassMll 0T KOPUIHEBOTO IO TEMHO-
KOPHYEEBOTC IIBETA ¢ BKpamieHmaMu, Ha ogHois
cTopoHe TafNeTKH BEIAaBIEHO coBo «CIPLAY, Ha
IpyTol - THEHAS Pa3noMa.

-

2 | Identification / [IooIHHHOCTH

2a) { Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
_ CooteercTBYeT - OKpAaUTIBANKE ANMUATHOTO PACTBOPA B KPACHBIH |
AHTPaXWHOHOBEIE ITIMKO3HIbI IBeT.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MeTunmaparaaporcubersoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methy]
Parahydroxybenzoate standard solution (refer test
«Methbyl Parahydroxybenzoatew) / Bpems
YASPXKUBAHUA OCHOBHOTO [TMKA HA XpOMaTOrpaMMe
UCTIRITYEMOrO PACTBOPA NOILKHC COOTBETCTBOBATE
BpEMEeHH YIEePKUBAHIA OCHOBHOTO ITAKA Ha
XpOMETOTpaMMe CTARIAPTHOTO pacTBOpa
MeTuanaparnnpoxcnGensoata (pasmen
/ «MeTtunnaparsEpoxcnGensoar).
3 | Average weight / Cpennas 186.73mg / 186,73Mr 189.99 mg £7.5% / 185,99 Mr£7,5%
mMacea

Remarks : The Product conforms to ND/f

Mpumeyanne: NpoaykT cooteerctayeT Tpefosanusm HI | 3akmoyenue: OAOBPEHO .

T

Conclusion : APPROVED /

Checked by QC In-Charge / s
JoxymeHT nposepes OKK: %E/

Approved by QA [n-Charge / W
NokymeHT oaoBper OOK: ——

Date /

fatar 2191 1oy

Date /

AcOT v 2071
Nara: > G
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHONKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Opogyxr: CEHAJIE®, TABJETKH 13,5 Mr

Batch No / Cepast Ne: 484006

Batch Quantity / Odbem cepum:

5848packs / ynaxoBor

AR No / Amamaraueckuii oTger Ne : ARF/059/2024

Date of Analysis / Jara agammsa:  25.05.2024

Date of Mfg / Hara npoassoacrea:  05/2024

Date of Expirv/Toxen mo:

04/2027

Analysis performed aceording ND / Aranns upopeaén mo HII: ]Il\013745/01 180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Ne

Test / Yoxaszareas

Result / PeaynbsTaThl

Specification / Hopma

4 | Uniformity of weight /
OmHOPOTHOCTS M0 Macce

Complies / CooTBeTCTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee * 7,5
9 .
2/20 tablets NMT =15% / 2/20 ne Gonee + 15%

Loss on drying / [ToTeps B 2.8%

Macce TIPH BhICYLIHMBAHAH

A

NMT 6.0 % / He Goxee 6,0 %

6 | Dissolution/ 79-93%.

Pactropenne*

NLT 70 % (Q) of sennosides in 120 minutes’
He ymenee 70 % (Q) cerro3pnos gepes 120 vum

7 | Uniformity of Dosage units / AV=353

OHOPOTHOCTE MO3MPOBAHUS

The acceptability index*forn = 10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples, For
n=30

AV 2 L1, All values of xi must satisfy the
inequality:

M-xi] 0,01 x L2 x M,

L1=150;L2=250.

TloxazaTens mpreMmemocTy 4ug n=10 AV <LI. *
B crmyuae, ecmi 3Ragenne AV npensiiuaer LI,
TIPOBROAAT HCOBITAHKE Ha clemyronux 20 ofpaznax.,
s n=30 AV < L1. Bce 3Ha9erys x{ ZOIDKHET
YIORJETROPATE HEPABEHCTBY,

IM=xi} 0,01 x L2 x M,

L1=150;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTseHHOE OTIpeneqeHUe
(CoextpodoTomerpus) P

14,04Mr/Tad

14,04 mg/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 go 15,53 mr (ot 90,0 mo 1135,0 %)
CeHHO3UZIOB B NEpecYeTe Ha CEHHO3UN B B oH0M
Tabnerke,

Remarks ; The Product conforms to-ND/
Mpumeyanue: MpoayKT COOTBETCTRYET Tpebosaruam HJ]

Conclusion : APPROVED /
3aknwvenue: OQOBPEHO

Checked by QC In-Charge /
HoxymeHT nposeper OKK: ?,E/w

Approved by QA [n-Charge /.
JokymeHT ogodpen QOK:

.%ﬁ/@

Date /

Hata: 29 1oL

Date /

: 24977 - 2024y
dara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTV3A

Cipla

Page3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Dponyxr: CEHAJTE®,

TABJIETKM 13,5 mr

Batch No / Cepus Ne: 484006

Batch Quantity / O65eM cepumn:

5848packs / ynakoBok

AR No / AgamaTuyeckuii oT9eT Ne : ARF/059/2024

Date of Analysis / Jata agangnsa: 25.05.2024

Date of Mfg / lata npomssoxersa:  05/2024

Date of Expiry / I'ogen no:

0412027

Analysis performed according ND / Asains nposenEn mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3y. Ne 1 ot 09.07.2024

Ne Result / PeayeTaThi Specification / Hopma
Test / TloxasaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab, / Ot 0,028 no 0,056 mr/rab. .

parahydroxybenzoate(HPLC)/ )
Copepxanue
METIIaparuapokcubensoara 0,043mr/1a6
(BIEKX)

10 MICROBLAL LIMIT TEST/ Muxpo8nonoradeckas THCTOTA

103) | Total Aerobic microbial count / .
Obmee yucno aypobHEIX 20 Not more than 10" cfo/ g / He Gomee 10* /v
MHKPOOPIaHA3MOB n :

10b) | Total combined yeast and mould Not more than 10° cfi/ g /He Gonee 10°
count / Obmee yucno <10
MECHEBBIX U IPOKIKEBBIX
rpufos

10 ¢} | Bile tolerant gram-negative Absent /OTCYTCIRYIOT Not more than 10”7/ g / He Gomee 10°/r
bacteria/ YerolanBele K . :
JEHCTBUIO HENTH
rpaMOTpHLATENbHEIE GaRTepHU

10d) | Staphylococcus aureus Absent /OtcyTersyIoT Absentin 1 g/ Oreyrersae s 1 T

10 ¢)'| Escherichia coli Absent /OTCYTCTBYIOT Absenfin 1 g/ OrcyretBue B [

104) | Salmonella Absent / OTCYTCTBYIOT | Absentin 10 g / OteyTeTRue B 10 g

Remarks : The Product conforms to ND/ v
Mpumevanne: MNpoaykT cooteeTcTayet TpebosannaMm HO

Conclusion : APPROVED /
Jakntovenue; OOOBPEHO

Checked by QC In-Charge / .
[okymenT nposepeH OKK: DZE/U

Approved by QA In-Charge /
OokymeHT ogobper QOK:

GEE

Date /
Hara:

29+ O 1Y

Date /

24«07} 2024
Darta;

FMQC003-15-09

Cipla Ltd.,Cipla Housg, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, ‘Mumbai - 400013 Lndla
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CERTIFICATE OF ANALYSIS

CEPTURNKAT AHAJNM3A

Cipla

Paged4of4/Crp.4m34

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepaa Ne: 484006

Batch Quantity / O0nem cepuns

S5848packs / yHakoBoxr

AR No / Aganarodecknii oraer Ne : ARF/059/2024

Date of Analysis / lara aganmsza: 25.05.2024

Date of Mfg / Jata npomssoacrea:  05/2024

Date of Expiry / T'onen no: 04/2027

Analysis performed according ND / Amanns nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PesyeTaThi Specification / Hopva
Test / HoxkazaTens
11 | Package / YoakoBka P y ca - . . .
= ina;iahg;if;:g;)i? #ONADIStS Package / Vakoexa - 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 or 3 blisters and a patient information leaflet in a
25 patient inforgnation leaflots in_|CATEOD: 20 tablets in a blister made of PVC
e Tl 20 e o [/PE/PVDC film and alaminum fol, 25 blisters with
6aucTe ; J— 25 patient information leaflets in a carton. / TTo 20
ﬂ-()JIPIBlfH B— Tafnerok B GIHCTED U3 IWIEEKY TPEXCIONHOM
(HOHHBTMGHOBI(J)W (IBX/OSAIBAX) u amomMureBoi Gorsru. o 2
- ' eHXTOPUANOH) 1 un 3 GiucTepa BMeCTe ¢ WRCTPYKLmeit mo
aFOMMHUEBOK tbonsfu, mo 25 TIPAMEHSHHIO B KapTOHHYIO Nayky. Ilo 20 tabaerok
<6JH{(_:TE: OB B KADTORNYIO Doy |® Srmcrep w3 IUICHKY NONWBUHMIXIOPUIHOH
c Bnoxgmexi ,)g G Y KL “ |(ToMM3ITUIIEHOBOY / TONUBHEUIAEEXIIOpAREOH) 1
1o m{euei - TPy AMOMEHUEBOH (OIBTH, o 25 GImeTepos B
P ) KapTOHHYIO MadKy C BIOKSHUMEM 25 HRCTPYKUUM [0
IPHMEHSHHIO,
12 | Labeling / MapxupoBka According to ND /
B cootpetcTBHM ¢ H]L
13 Storage conditions / Yenosuy In a dry place, at temperature below 25 °C, / B cyx0M MecTe IIpH TeMIlepaType He
XpaHeHua BeImIE 25 °C.
14 | Sheiflife / Cpok roxrocTa 3 years /3 roma

Remarks : The Product conforms to ND/ v
Mpumeyatue: MpogyKT COOTBETCTBYET Tpeboearuam H

Conclusion : APPROVED /
3aknwvenune: OJOEBEPEHO

Checked by QC In-Charge /
[oxkymeHT nposepes OKK: ibﬂ

Approved by QA In-Charge /
OokymeHT opobped OOK:

e

Date /
Hata:

M.o“(,l—col_&_(

Date /

AR Q] 20LY
[ata:

FMQC003-15-09

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, Tucm1 Pernem Goa 403512 . ’




