Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOUKAT AHAJIU3A

Page 1 of4/Crp. 1 n3 4

Product: SE:NADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No /Cepus Ne: 485043

Batch Quantity / O6bem cepun:

‘AR No / AsannTHueckuii oruer Ne : ARF/065/2025

Date of Analysis / lata anannza: 04.03.2025

Date of Mfe / lata npoussoacrsa:  02/2025

Date of Expiry / I'oaen ao: 01/2028

5847packs / ynakoBox

Analysis performed according ND / Ananus nposeaén no H: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [loxaszarenn

Result / Pe3yibTaThl

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 Kpyrsle TabneTku co
CKOIUEHHBIMH KPasMH OT KOPHYHEBOTO 0 TEMHO-
KOPHUHEBOTO LBETA ¢ BKpameHusiMu. Ha oxroit
cTtopoHe TabneTku BeiaBieHo cioBo «CIPLAy, Ha
IpYroii - THHKS pasioMa.

Identification / I[TonnxHHOCTE

2a)

Anthraquinone glycosides /

AHTPE\XH HOHOBBIE I'N'TUKO3H bl

Complies /
CooTBeTcTBYeT

Ammoniacal solution turns a reddish colour /
OxpalmuBaHye aMMHUaYHOTO PacTBOpa B KPacCHIi
LIBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/
MeTunnaparaapokcubeHzoar
(BRHX)

Complies /
CootBercTByeT

| 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
YAepKMBAHHA OCHOBHOTO MHKA Ha XPOMaTorpaMme
HCOBITYEMOIO pacTBOpa NOJKHO COOTBETCTBOBATH
BPEMEHH YJIePKMBAHHS OCHOBHOTO MHKa Ha
XpOMaTorpamMmMe CTaHAapTHOro PacTBopa
MeTHInaparuapokcubensoara (paszaen
«MeTunnaparuapokcubensoar).

Average weight / Cpennss
macca

191.0Img / 191,01mr

189.99 mg £7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/

Mpumeyanme: MNMpoaykT cooTBeTcTBYET TpeboBaHuam HO

Conclusion : APPROVED /
3aknovenue: ONOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

[NokymeHT nposepeH OKK: ';CE}/J [okymeHT ofobpeH OOK: %/L
Date / Date/ 05, 20

flara: 07t 03.-te2 s nara; °° “ el
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Cipla

CERTIFICATE OF ANALYSIS

e CEPTUDOUKAT AHAJIM3A

Page2 of 4/ Crtp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485043

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / Ananutuueckuii oruer Ne : ARF/065/2025

Date of Analysis / lata anannza: 04.03.2025

Date of Mfg / lata npoussoncrea:  02/2025

Date of Expiry / T'ogen go:

01/2028

Analysis performed according ND / Anaan3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / IlokasaTenn

Result / Pesynbrarhl

Specification / Hopma

4 | Uniformity of weight /
OHOpPOAHOCTS 110 Macce

Complies / CootBercTByeT

18/20 tablets NMT = 7.5 % / 18/20 ne Gonee =+ 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + [5%

5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He Goxnee 6,0 %
Mmacce NpH BLICYILIHBAHUH
6 | Dissolution / 79-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3uaos uepe3 120 MuH
7 | Uniformity of Dosage units / AV=355 The acceptability index forn=10 AV <LI.

OIHOPOIHOCTh JI03UPOBAHHS

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.

LI'=15.0;L2=25.0,

[MokasaTens npuemMaemMocTd i n=10 AV < L1.

B cnyuae, ecnu 3Hauenne AV npeswimaer L1,
MPOBO/UIT HCHbITAHHE Ha cnexytomux 20 obpasuax.
| Ins n=30 AV < L1. Bce 3Ha4eHMs Xi JOJKHBI
YIOBIIETBOPATL HEPABEHCTBY:

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

L1=15,0;12=25,.

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OmpeneneHue
(CniexktpohoTOMETpHS)

14,04mr/Tab

14.04mg/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 %)
CEHHO3MJIOB B fiepecueTe Ha CeHHO3uA B B ogHOl
tabnerke.

Remarks : The Product conforms to ND/
MNpumeuanue: MNpoaykT cooTeeTcTBYeT TpeGoBaHuam HI

Conclusion : APPROVED /
3akniouenue: OQJOBPEHO

Checked by QC In-Charge / pi,b_,o

Approved by QA In-Charge /

I

[okymeHT nposepeH OKK: [NokymeHT ogobper OOK:
Date / ) = Date / 05‘03_?/0715
[ata: i, © 2 Lory [lata:

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
“ CEPTUDPHKAT AHAJIM3A

Page3of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485043

Batch Quantity / O6bem cepumn:

5847packs / ynakosok

AR No / Anaaurnuecknii oruer Ne : ARF/065/2025|Date of Analysis / lata anaau3a: 04.03.2025

Date of Mfg / lata npoussoacrea: _ 02/2025

Date of Expiry / I'ogen go:

01/2028

Analysis performed according ND / Ananus nposeaén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09707.2024

Ne Result / PeaynsTartsl Specification / Hopma
Test / IlokasaTesb
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxatnue
MeTHnnaparuapokcnbensoara © 0,043mr/1a6
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGxoioriieckas 44CToTa

count / O0wee uucao

10a) | Total Aerobic microbial count / 20
O6uree yncTo adpobHbIX Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r

<10
IUIECHEBBIX M JPOAIKEBBIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ Ycrtoitunssie k
JEHCTBUIO KeNUH
rpaMoTpHuaTesbHble GakTepum
104d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in 1 g/ OtcyreTBHe B 1 1
10e) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrctBie B 1 r
100) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Otcyrereue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTByeT Tpebosannsam HA

Conclusion : APPROVED /
3aknwouenue: OONOBPEHO

Checked by QC In-Charge / }
[okymeHT nposepeH OKK: _;:/C‘_;tf:’

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

=

Date /

fata: O A:-02.700¢

Date /

.0%-202.5
[ara: 06 > =

FMQC003-15-10
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CERTIFICATE OF ANALYSIS

b3

CEPTUDHUKAT AHAJIM3A

Cipla

Paged4of 4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485043

Batch Quantity / O6bem cepun:

5847packs / ynakosok

AR No / Apaaurnueciuii otuer Ne : ARF/065/2025

Date of Analysis / {aTa anamuza:  04.03.2025

Date of Mfg / lara npoussoncrsa: _ 02/2025

Date of Expiry / Togen go: 01/2028

Analysis performed according ND / Anaaun3s nposenéu mo HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

No Result / PesynbTaTsl Specification / Hopma
Test / [loxa3zaTe/b
11 | Package / VrakoBka Package / Ynakoska - 20 tablets |Package / Vnakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PEAVDC 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
bnucrep M3 NNCHKH TalneTox B OIUCTEp U3 TMIEHKH TPEXCIIOMHOi
TOTUBHHWIXJTOPHAHON (IBX/TI2/MIBAX) 1 amoMuHueBoit Qomsry. 1o 2
(monuaTHNEHOBOMH/ WK 3 OnucTepa BMECTe ¢ HHCTPYKUMEH Mo
NOJUBHHWITHACHXIOPHAHON) M |MPUMEHEHHIO B KAPTOHHY1O0 naduky. ITo 20 tabnerok
anoMuHueBofl Gonbry, mo 25 B Onucrep M3 MIEHKH AONUBHHUIXIIOPHAHON
G1UCTEPOB B KAPTOHHYIO Nauky | (MONUATUICHOBOH / MONMBHHUIMAEHXJIOPUIHOM) 1
C BIOKEHHEM 25 UHCTPYKUMIL amoMuHAeBOit (onbry, no 25 6nucTepos B
10 NPUMEHEHHIO, KApPTOHHYIO MAYKy C BIOMEHHEM 25 MHCTPYKIMHIT Mo
MPUMEHEHHIO.

12 Labeling / MapkupoBxka According to ND /
B coorsetcTBuu ¢ HJI

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npy TeMneparype He

XpaHeHHd Bhlwe 25 °C.
14 Shelf life / Cpox rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTseTcTayeT TpebosaHnam HA

Conclusion : APPROVED /
3akntwoueHune: OJOBPEHO

Checked by QC In-Charge /
[okymeHT npoeepeH OKK: F;f“’w

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

A

Date /

Nata: O L 0% Lot

Date /

‘0% . 5
R 0£6-0%.202
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