Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page 1 of4/Crp.1n34

Product: S-ENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482060

Batch Quantity / O0bem cepun: 5852 packs / ynakosox

AR No / Anasmragecknii oraer Ne : ARF/119/2022|Date of Analysis / Jlata anannza: 23.05.2022

Date of Mfg / Jlara nponssoacra:  05/2022 Date of Expiry / I'onen mo: 04/2025

Analysis performed according ND / Anamms nposenén mo HJi: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / HokazaTens

Result / Pesysibtats! Specification / Hopma

1 | Description / Omucanue Complies / Cootsercreyer 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 kpyribie Tabnerku co
CKOILIEHHBIMH KDasMH OT KOPUYHEBOI'O A0 TEMHO-
KOPHYHEBOTO IBeTa ¢ BKpamennsmu, Ha onHoit
cropoHe TabneTku BeiaBieHo cioso «CIPLA», Ha
IpYyTofi - THHUS Pa3noMa.

2 | Identification / [ToanrHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
SO —— Coorserctryer g:;amusanne aAMMHA4YHOIO PAcTBOPa B KPacHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercrByer chromatogram of the sample solution should
Metunnaparugpokcubersoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepxKUBAHUA OCHOBHOI'O IIMKA HA XPOMAaTOrpaMme
HCIIBITYEMOr0 PACTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH YACPIKHBAHHA OCHOBHOIO TMKA Ha
XpOMaTorpaMMe CTaHAapTHOTO pacTBOpa
MeTHImaparuapokcuben3oara (pazmen
«MetunnaparuapokcudeH3oar).

3 Average weight / Cpensss
macca

187.83mg / 187,83mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpuneyanne: Mpoaykr cooteeTcTByeT Tpebosanusv HO | 3awntoyedre: OQOBPEHO

Checked by QC In-Charge I~
[LokymeHT npoeepeH OKK: 0 it

Approved by QA In-Charge / T
HokymeHT ogobper OOK: %

Date / 23.65 1021
HaTa:

Oara: B
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Cipla

CERTIFICATE OF ANALYSIS
= CEPTUPHUKAT AHAJIN3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

[poxyxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482060

Batch Quantity / O6nem cepumn:

5852 packs / ynaxkosox

AR No / Ananurndecknii oraer Ne: ARF/119/2022 | Date of Analysis / lata anammsa: 23.05.2022

05/2022

Date of Mfg / Jlata mpomsBoacTBa:

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Ananms nposenén mo HJI: TT N013745/01-091017, Usm. Ne 1 ot 17.04.2020

No Result / PesyabTars: Specification / Hopma
Test / Moxazarens

4 | Uniformity of weight / Complies / CootBercTByeT 18/20 tabiets NMT + 7.5 % / 18/20 He Gonee +7,5
OaHOPOAHOCTH 10 Macce %

2/20 tablets NMT *15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToteps B 2.0% NMT 6.0 % / He Gonee 6,0 %

MAcCe [PH BbICYLIHBAHUH

6 | Dissolution / 81-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cennosumos vepes 120 mMun

7 | Uniformity of Dosage units / AV=51 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE IO3UPOBAHUA 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:

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

L1:=15.0;12=250.

Ilokazarens npuemnemoctu A n=10 AV <L1.

B cnyuyae, ecnu 3navenue AV npesbimaer L1,
NIPOBOJIAT MCIILITAHHE Ha caenyrowux 20 obpasuax.
s n=30 AV <L1. Bce 3Ha4eHHs X1 TOJDKHBI
YAOBIETBOPSTE HEPABEHCTRY!

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

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

8 | Assay (Spectrophotometry) : From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonmgectsenHoe  onpefenesne 14.02 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrnexrpodoTomeTpust) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

14,02 mr/rab CEHHO3M/I0B B MEpecUeTe Ha CeHHO3H B B o/IHOH
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: [NpoaykT cooteeTCTBYET TpeboBaHMAM H

Conclusion : APPROVED /
3akniouernue: OQOBPEHO

Checked by QC In-Charge /™
HokymeHT nposepex OKK: % Hawar

Approved by QA In-Charge /
HokymeHT ogobpex OOK:

BT

[ara:

Date /

[lara: Zy.05 202 2
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDOHUKAT AHAJIN3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482060

Batch Quantity / O0sem cepnu:

5852 packs / ynakosok

AR No / Asanarudecknii orger No :

ARF/119/2022 | Date of Analysis / lata anasmza: 23.05.2022

Date of Mfg / lara nponsBoacTea:  05/2022

Date of Expiry / I'open ge:

04/2025

Analysis performed according ND / Anamis nposenén mo HJI: TI N013745/01-091017, Hi3m. Ne 1 ot 17.04.2020

Test / IlokazaTenn

Ne Resuii / PesyapTaTe!

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copepxanue '
MmeTuinaparupokcubensoara

(BIXKX)

0.047 mg/tab

0,047 mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Muxpo6uosorayeckast 4HCTOTA

10a) | Total Aerobic microbial count /
OO1ee uscno a3pobHbIX 10

MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / Obmee 4ucio
IIECHEBBIX U JIPOXKIKEBBIX

rpuboB

<10

Not more than 107 cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiuusbie K
IEHCTBHIO XKen4yH

rpaMoTpuuaTenbHele DaKTepHH

Absent /OTcyrcTBytoT

Not more than 10” / g / He Goxnee 10% /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcyrcrBue B 1 1

10e) | Escherichia coli

Absent /OTcyTcTBYIOT

Absentin 1 g/ OtcyrcrBue B 11

10f) | Salmonella

Absent / OtcyTeTByoT

Absent in 10 g / Orcyrcrene B 10 g

Remarks : The Product conforms to ND/
MNpumevanue: NpoaykT cooTeeTcTeyeT TpebosaHuaM Hf]

Conclusion : APPROVED /
3aknwouenue: O0OBPEHO

Checked by QC In-Charge /™ ™
JokyMeHT npoeeper OKK: \I[;% O

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

BN

Date /
[ara:

2. 208202 1.

Date /

2y se5. 9022
[ara: l -
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIN3A

Paged4 of4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 482060

Batch Quantity / Ofnem cepun:

5852 packs / ynakosox

AR No / AnasmmTinaecknii orger Ne : ARF/119/2022

Date of Analysis / lara anamusa: 23.05.2022

Date of Mfe / Jlara npomsoacrsa:  05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Aranms nposenén mo HJ/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Result / Pe3ybTaTh! Specification / Hopma
Test / okazaTens
W, || e et if;ac;k&%;érs::;;:z?a =20 thblets Package / Ynaxoeka - 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 inf(;rmation leaflets in |C2rton- 20 tablets in a blister made of PVC
a c: rton. / Tio 20 TaBeToK B /PE/PVDC film and aluminum foil, 25 blisters with
6mcTe ) - 25 patient information leaflets in a carton. / ITo 20
nonnalfnnmo - Tabnerok B OnucTep U3 MIIEHKH TPEXCIONHHOM
(IIOJIHBTHJIEHOBI()J i (TIIBXAIS/MIB/X) u anomunmesoii domeru. ITo 2
IO MMBHHFLICHXNOPUIHOK) H win 3 GnucTepa BMECTe ¢ HHCTPYKLIHEH 1o
AOMHHHEBOI d)o.ni:,r 0 25 MPUMEHEHHIO B KapTOHHYHK nayky. ITo 20 tabnerok
6IIHCTENOB B KADTO H'm mauky | 6nucTep U3 MIEHKH MONMBHHHIIXIOPHIHOM
. Bno»cznuem 25]3 ":HY it Y (nonMM3THNEHOROI / MOMTHBHHHIEHXIOPHHOM) H
S — IR AMIOMHHKEBROIT (onbru, mo 25 bnucTepos B
P ' KapTOHHYIO Na4Ky C BJIOXKEHHEM 25 HHCTPYKLHH Mo
MPUMEHEHHIO.
12 Labeling / Mapxupogka Acéording toND/
B cooreercTeuu ¢ HJ|
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype He
XpaHeHHs Boime 25 °C. :
14 Shelf life / Cpok roanocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: NpogykT cooTBeTcTByET TpebosaHuam HI

Conclusion : APPROVED /
3aknwouyenue: OQOBEPEHO

Checked by QC In-Charge /-

Approved by QA In-Charge /

B

HokymeHT nposepeH OKK: \}[3 O atw NokymeHT opobper OOK:
Date/ o 2.05.202 2 Date/ 5 \,os.202-2-
Hara: fara:
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