CERTIVICATE

-

Cipla

OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Pagel of 4/ Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482069

Batch Quantity / O0bem cepumn:

5851packs / ynakesox

AR No / Anamarageckuii orser Ne : ARF/131/2022|Date of Analysis / lara anamsa: 06.06.2022

Date of Mfg / lara upomssogciea:  05/2022

Date of Expiry / Iomen mo:

04/2025

Analysis performed according ND / Aramms nposengn mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Ilokazarens

Ne Result / PesyabTaTni

Specification / Hopma

1 | Description / Onucanune

Complies / CooTeeTcTEYET -

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 kpyrnbie TabneTku co
CKOUIEHHBIMH KPassMH OT KOPUYHEBOTO IO TeMHO-
KOPHYHEBOTO LiBeTa ¢ Bkparenuamu. Ha onuoit
cropoHe TablieTkH BiaBieHo cnoso «CIPLAY, Ha
APYTOH - THHHUS Pa3oMa.

2 | Identification / TlognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercryer OxpamuBaHie aMMHAUHOIO PACTBOPA B KPACHBIH
AHTPaXMHOHOBbIE [IHKO3HIbI EE
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
MetunnaparaapokcibeH3oat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yIepKHBAHHsA OCHOBHOIO MHKA HA XPOMATOIpaMme
HCTIBITYEMOTO PacTBOpPA JIOJLKHO COOTBETCTBOBATH
BPEMEHM YACDKHBAHIA OCHOBHOTO IMHKA Ha
XpOMATOrpaMMe CTaHIapPTHOIO PacTBOpa
MeTHInaparuapokcubensoara (pasmen
«MerunnaparuapokcubeHzoar).

3 | Average weight / Cpenuss
Mmacca

188.32mg / 188,32ur

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

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTCTBYeT TpebosaHmam HJ

Conclusion : APPROVED /
3aknwyvyenue: OQOBPEHO

Checked by QC In-Charge'/ )
HokymeHT nposepeH OKK: 1? af_“;’_“i

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

0L 062022 —
Hara:

Date /

fromen 0L-06-2072 1.
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Cipla

CERTIFICATE OF ANALYSIS
b CEPTUDOUKAT AHAJIM3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482069

Batch Quantity / O6sem cepun:

5851packs / ynakosox

AR No / Ananuraaeckmii oraer Ne :  ARF/131/2022 | Date of Analysis / Jlata ananzsza: 06.06.2022

Date of Mfg / lata npoussogcrea:  05/2022

Date of Expiry / l'ogen no:

04/2025

Analysis performed according ND / Anasas nposeagn o HJI: ITN013745/01-091017, Usm. Ne 1 ot 17.04.2020

Test / IToka3zareas

No Result / PeaynabTare:

Specification / Hopma

4 | Uniformity of weight /

Complies / Cootserctpyer

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5

ORHOPOAHOCTb NO3UPOBAHHSA

OnHopoxHOCT MO Macce %
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%
5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BLICYLIHBAHUM
6 | Dissolution / 80 - 86% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozumos uepes 120 mun
7 | Uniformity of Dosage units / AV=51 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=150;L2=25.0.

ITokasarens npuemneMoct mst n=10 AV <L1.

B cnyuae, ecnu 3Hagenne AV npespimaer L1,
NpOBOIAT MCMbITAHKE Ha cnenyowux 20 o6pasuax.
Jna n=30 AV <L1. Bce 3Ha4eHus Xi JODKHbBI
YIOBAETBOPATE HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
Kosuectsennoe onpenenetne

(Cnexrpodoromerpus)

13.99 mg/tab /

13,99 mr/rad

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 o 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UIOB B MEpPeCYETe Ha CEHHO3U B B 0HOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumevanwme: Npoaykr cootsetcTByeT TpeboBaHuam HJ

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge I 5
HokymeHT nposepeH OKK: \Bm oL

Approved by QA In-Charge / _, -
[HokymeHT ogobpeH O0K: ‘@J’ -

Date / OL-08 2022
Hara:

Date /
Narta:

06-0L. 2022
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CERTIFICATE OF ANALYSIS
\ CEPTUO®UKAT AHAJIN3A

Cipla

Page 3 of 4/ Ctp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482069

Batch Quantity / O6bem cepumn:

5851packs / ynakoBok

AR No / Anamarudeciii orger Ne :

ARF/131/2022|Date of Analysis / laTa asaansa:  06.06.2022

05/2022

Date of Mfe / /lata mpon3BoJACTBA:

Date of Expiry / F'onen mo:

04/2025

Analysis performed according ND / Anams npoesenén no HJL: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloxazarennb

No Resuli / PesyabTars:

Specification / Hopama

g | Content of Methyl 0.049 mg/tab
parahydroxybenzoate(}{PLC)/
CopneprxaHue
MeTunnaparuapokcubensoara 0,049 mr/Ta6
(BDXKX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOuonorudeckas 4McToTa

NMpumeuanue: MNpoaykT cooteeTcTyeT TpebosaHuam Hl

3axkntoyenue: OQOEPEHO

10a) | Total Aerobic microbial ccunt /
Obmee =Hucno a9poOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 10 cf/ g /He Gonee 10° /r
count / Obuwee uncao <10 :
[IECHEBBIX H JIPOAIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 10% / g / He Gonee 10° /r
bacteria/ YcToi4uBbIe K
JNEHCTBHIO XKeTiH
rpamMoTpHUaTebHble OaKTepHH
10 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrctBue B 11
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBue B 1 1
Wt | Salmonella Absent / OrcyrcTByIoT Absentin 10 g /OtcyrcTBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Checked by QC In-Charge ¢/
LokymeHT nposepeH OKK: \ESQCLLUL

Approved by QA In-Charge /
HokymenT ogobper OOK:

@

Date /
[ara:

QL0 Lo

Date /
[ara:

OC 0L 2022

FMQC003-15-06
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CERTIFICATE OF ANALYSIS

Cipla

3t e

CEPTHO®HUKAT AHAJIN3A

Page 4 of 4/ Crp. 413 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482069

Batch Quantity / O0sem cepun:

5851packs / ynakoBok

AR No / Ananurageckuii orger No :

ARF/131/2022

Date of Analysis / /lara anasmsa: 06.06.2022

Date of Mfg / lara mpon3BoacTBa:

05/2022

Date of Expiry / T'omen go:

04/2025

Analysis performed according ND / Ananms nposeaén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / [loxazarenn

Result / Pesyabratsi

Specification / Hopma

11 | Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B
baMcTep M3 TUIEHKH
MOJHBUHIITXJIOPHUIHOM
(TIONUITHICHOBOH/
TONHBHHHJIIEHXTIOPHJTHOI)
amomMuHueBoi Gonsru, mo 25
GAMCTEPOB B KAPTOHHYIO MAYKy
C BIOYKEHHEM 25 UHCTPYKLMi
[0 PHMEHEHHIO.

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / TTo 20
TabneTok B GUcTEp M3 MJICHKH TPEXCIOHHON
(TIBX/TID/MIBAX) u amomunuesoii donwru. ITo 2
1M 3 Onmcrepa BMecTe C HHCTPYKIHEH 110
MPUMEHEHHIO B KAPTOHHYK nayky. [1o 20 Tabnerok
B OiMcTep M3 TUIEHKH NOJIMBHHUIDXJIOPHIHOH
(monmaTHNEHOBOI / NONHBHHUILIEHXIIOPHAHOH) 1
amoMuHUeBoil Gponbry, no 25 GnucTepos B
KAPTOHHYIO Ma4Ky C BNOKEHHEM 25 HHCTPYKLHi 10
TPHMEHEHHIO.

12 Labeling / Mapkuposka

According to ND /

B coorsercteum ¢ HJJ

13 Storage conditions / Ycnosus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temnepatype He

soime 25 °C.

14 Shelf life / Cpok ronHocTH

3 years /3 roaa

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykt cooteeTcTRyeT TpebosaHuam H/

Conclusion : APPROVED /
3aknouenne: OQOBPEHO

Checked by QC In-Charge[

[okymeHT nposeper OKK: ]& avd

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

Date /

‘ﬂaTa 66\0@12_0?.'1__

Date / oL

06 2-0T%
Hara:
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