Cipla

CERTIFICATE OF ANALYSIS
s CEPTHDOHUKAT AHAJTA3A

Pagel of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHA,I[Eﬁ, TABJETKH 13,5 mr

Batch No / Cepna Ne: 485030

Batch Quantity / Oonem cepun:

5847packs / ynakoBok

AR No / ApannTuuecknii orger Ne : ARF/046/2025|Date of Analysis / Jara anannsza: 15.02.2025

Date of Mfg / laTa mponssogerpa:  01/2025

Date of Expiry / T'onen no:

12/2027

Analysis performed according ND / Ananus nposenén no H/I: I N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesynsTartsl

Test / IlokaszaTenn

Specification / Hopma

1 | Description / Onucamue

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. / [Inockue kpyribie TabneTKH €O
CKOIUEHHBIMH KpasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO [IBETa C BKparuieHuamMe. Ha oHo#
cTopoHe TabneTku BolaBneHo cioBo «CIPLAY, Ha
JpYToii - IMHUS pasioMa.

2 | Identification / ITogmuHHEOCTE

2a) | Anthraquinone glycosides /

AHTPEXHHOHOBB]@ TIIAKO3WIBI

Complies /
CooTtBercTBYeT

Ammoniacal solution turns a reddish colour /
OkpamuBagne ' aMMHA9HOIO PACTBOpa B KPACHBIN
IBET.

2b) | Methy!l Parahydroxybenzoate
(HPLC)/
MerunnaparaapokcudeH3oar

(BIKX)

Complies /
CooTBeTcTBYET

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
YIePKUBAHHA OCHOBHOTO [THKA HA XpOMAaTOTpaMMe
UCIILITYEMOTO PacTBOpa JOJDKHO COOTBETCTBOBATE
BPEMEHH YAep>KHBAHUS OCHOBHOTO IHKA Ha
XpOMaTOrpaMMe CTaHAApPTHOTO PacTBOpa
MeTHInaparuapokcubensoara (paszuen
«MeTunnaparupoxcubeH3oar).

Average weight / Cpennss
Macca

(9%}

190.93mg / 190,93mr

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

Remarks . The Product conforms to ND/
Mpumeyanue: MNpoaykT cootseTcTBYeT TPeboBaHuam HI

Conclusion : APPROVED /
3akntoueHue: OQOEPEHO

Checked by QC In-Charge /
OoxymeHT nposeper OKK: f’f./t"p

Approved by QA In-Charge /
HokymeHT ogobpeH OOK: [(®

Date /

Hipa (S -02.2o2 €

Date /

Oata: \71 92 202S
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOPUKAT AHAJIM3A

Page2 of4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

IIpoxykT: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485030

Batch Quantity / O6bem cepuu:

5847packs / ynaxosog

AR No / Ananntruecknii oraer Ne : ARF/046/2025|Date of Analysis / lata anannsa: 15.02.2025

Date of Mfg / Jlata npouzBoacrea:  01/2025

Date of Expiry / T'ogen n0:

12/2027

Analysis performed according ND / Anains nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / Tloxaszarensb

No , Result / PesyasTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOIHOCTE MO Macce

Complies / CooTBeTCTBYET

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 / IToteps B 1.9%

Macce npu BeICYIIHBAHUH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 82-93%

PactBopeHHe

NLT 70 % (Q) of sennosides in 120 minutes
He meree 70 % (Q) ceHnoznumos uepe3 120 Mun

7 | Uniformity of Dosage units / AV=35.6

OIIHOPO,L‘LHOCTL A03HPOBaHuA

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 < L1. All values of xi must satisfy the
inequality:

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

L1=15.0; 12 =25.0:

TMokasarens npremmeMoctu a1 n=10 AV < L1.

B ciyqae, ecrit 3Hauenne AV npeseimaer L1,
NpOBOMAT MCTILITAHEE Ha crnenyromux 20 obpasmax.
Jlst n=30 AV < L1. Bee 3Ha49eHns Xi JODKHE
YJOBIETBOPATE HEPABEHCTBY:

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry)
KomnuectBeHHOE OmpeleneHne
(CniextpothoToMeTpusL)

14.01mg/tab /

14,0 1mr/Tabd

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MIOB B [IEpecueTe Ha CEHHO3U B B onHOM
TableTke.

Remarks : The Product conforms to ND/
MpumeyvaHue: Mpoaykr cooTeeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OOOBPEHO

Checked by QC In-Charge / ;iw

HoxymeHT nposeped OKK:

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

Date/

oo 1$02 . 1oL

Date /

Jara: \ 71022025

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTHOUKAT AHAJNMN3A :
Page3 of4/Crp.3n3 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHANE", TABJIETKH 13,5 mr

Batch No / Cepust Ne ;. 485030 Batch Quantity / O6bem ceprn:  5847packs / ynakoBok

AR No / Anaanrngecknii oruer Ne : ARF/046/2025 Date of Analysis / lara apaansza:  15.02.2025

Date of Mfg / Jara npoussoacrea:  01/2025 Date of Expiry / T'ogen no: 12/2027

Analysis performed according ND / Ananu3 nposenéu no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, mam. Ne 1 or 09.07.2024

Ne Result / PesyabTaTh! Specification / Hopma

Test / TloxazaTenn

9 | Content of Methyl 0.042mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHIMaparupokcubensoara 0,042mr/1ab
(BXKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas YMcTOTa

10a) | Total Aerobic microbial count/ 30
OBmiee uucno aapoOHLIX
MHKPOOPTraHU3MOB

Not more than 10* cfu/ g / He Gomee 10* /r

10b) | Total combined yeast and mould

Not more than 10° cfu/ g /He Gonee 10° /v
count / OOmiee yncio ‘

<10
TJIECHEBBIX M JPOMIKEBBIX
rpubos
10 ¢) | Bile tolerant gram-negative Absent /OrTcyTcTBYIOT Not more than 10*/ g / He 6onee 107 /r
bacteria/ YcroiuuBbie K
JIeHCTBHIO 3KeJTYU
rpaMoTpUlaTeNbHble GakTepuu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyretBrue B 1 1
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrerBue B 1 ¢
1019) | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / OrcyrctBre B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MpumevaHue: NpoayKT cooTBeTcTBYEeT TPpeboBaHuam H

3aknwyuenue: OQOBPEHO

Checked by QC In-Charge / gﬁj‘ffo

NoxkymeHT npoeepeH OKK:

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

o

Date /

[ara: \Y co1ltorx”

Date /

[ata: Fiir B Q0 -

FMQCO003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 4 of4/Crp. 4 n3 4

Product;: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepunt Ne 1 485030 Batch Quantity / OGbem cepun:  5847packs / ynakoBok
AR No / ApannTnaecknii otuer Ne : ARF/046/2025|Date of Analysis / lara apammza:  15.02.2025
Date of Mfe / ata nponssoacrsa:  01/2025 Date of Expiry / I'ogen xo: 12/2027

Analysis performed according ND / Anasus nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThbl Specification / Hopma
Test / TlokazaTes ’
11 | Package / YnakoBka Package / Vrnaxkorka - 20 tablets |Package / Vnakosxa - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 TabneTox B 25 patient information leaflets in a carton. / ITo 20
fnucTep U3 IIeHKHA tabieTox B GucTep W3 MEHKH TPEXCIoiinoi
MOTMBHHIIXTOPHIHOI (IMIBX/AI2/TIBJX) 1 amomuHAEBOi Goabra. 1o 2
(monmaTHIEHOBOI/ win 3 GrucTepa BMecTe ¢ HHCTPYKLHEH 1o
NOMMBHHWIMIEHXIOPHAHOI) ¥ | IPHMEHeHHIO B KapTOHHY10 Tauky. [To 20 rabnetok
aMIOMAHKUEeBOIT (onbru, 1o 25 B GIIHCTEp W3 TUTEHKH MOTMBHHUIIXIOPU/IHOH
GIMCTEPOR B KAPTOHHYIO [Mauky |(TOMHITHIEHOROH / MOTMBUHMIMAEHXIIOPHIHON) U
C BIIO;KEHUEM 25 HHCTPYKIIH AMOMUHIEBOH (onbru, 1o 25 6:11cTepos B
10 TIPYMEHEHHIO. KapTOHHYIO TA4Ky ¢ BIOKEHHeM 25 HHCTPYKUHU 0o
TIPHMEHEHHID, .

12 Labeling / MapkupoBka According to ND /
B coorserctBim ¢ HJT

13 Storage conditions / YcioBus In a dry place, at temperature below 25 °C. / B cyxom MecTe IpH TeMIEpaType He

XpaHEHHs BoiLe 25 °C.
14 Shelf life / Cpox rogHocTH 3 years / 3 roza

Remarks : The Product conforms to ND/
Mpumevanue: MNpofykT cooTeeTcTBYET Tpebosanuam HI

Conclusion : APPROVED /
3akntoyenue: OQOEPEHO

Checked by QC In-Charge / L e

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

Date /

[okymeHT npoeepeH OKK:
Oara: AL e e mnt™

Date /

\1ro22c2025
Nata:

FMQC003-15-10
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