Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

LY

Pagel ofd/Crp.1m34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482011

Batch Quantity / O0bem cepuu:

5848 packs / ymakoBok

AR No / Apa;maragecknii orger Ne : ARF/042/2022

Date of Analysis / JlaTa anammza:  08.02.2022

Date of Mfg / Jlara nponssoacrsa:  01/2022

Date of Expiry / I'onen no:

12/2024

Analysis performed according ND / Auams nposenén mo H/L: I1 N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Hoka3zarenb

Result / Pesyabrarst

Specification / Hopma

1 | Description / Onucarue

Complies / CooTercTByeT

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. / IInockue kpyrisie Tabnerkn co
CKOIIEHHBIMH KpasgMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOro LBera ¢ Bkparuiennsamu. Ha ognoit
cropone Tabnerkyn BuinasieHo cnoso «CIPLA», Ha
IPYTOH - THHUS pa3yioMa.

2 | Identification / IToqnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CootsercTryeT I-Ouaxé):un MBaHHe AMMMHA4HOIO PacTBOPAa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTsercTByeT chromatogram of the sample solution should
Merunnaparuipokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBaHHA OCHOBHOTO MHKA HAa XPOMaTOrpaMMe
HCTBITYEMOIO PacTBOPA OJDKHO COOTBETCTBOBATH
BPEMEHH y/IePKHBAHIA OCHOBHOTO MHKa Ha
XpOMaTorpaMMe CTaHAapTHOTO pacTBopa
merminaparuapokcubenzoara (pasgen
«MertunnaparnapokcHOeH3oar).

3 | Average weight / Cpennas
Macca

189.95mg / 189,95mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanume: NpoaykT cooteeTcTayeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknrouenune: OQOBPEHO

Checked by QC In-Charge / )
LlokymeHT nposeper OKK: ‘-%;E'L”p

Approved by QA In-Charge /
HokymeHT opoBpeH OOK:

WYhe

Date /

ﬂaTa' ©R 02 2o

Date /

09 .02 202t
[ara:

FMQCO003-15-06
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Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 482011

Batch Quantity / O6bem cepum:

5848 packs / ynakosok

AR No / Asasmaragecknii orger No ;

ARF/042/2022 | Date of Analysis / lata anammsa: 08.02.2022

Date of Mfg / Jlara mpomssoacrea:  01/2022

Date of Expiry / T'oner no:

12/2024

Analysis performed according ND / Aramu3 nposenén mo HJI: TTI N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarennb

Result / PesynbTaTs!

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTE MO Macce

Complies / CooTBeTcTBYeT

18/20 tablets NMT + 7.5 % / 18/20 ue bonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

OnHOPOAHOCTE AO3MPOBAHHSA

5 | Loss on drying / IloTeps B 1.7% NMT 6.0 % / He Gonee 6,0 %
Macce IIPH BbICYITHBAHHH
6 | Dissolution/ 79-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunor uepes 120 mun
7 | Uniformity of Dosage units / AV=56 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:

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

L1=150;L2=250.

ITokaszarens npuemnemMocty jusi n=10 AV <L1.

B cnyuae, ecnu 3Hadenue AV npessimaer L1,
IIPOBOMAT HCIBITAHHE Ha crnenyronmx 20 o0pasiax.
Jna n=30 AV <L1. Bce 3Hadyenus Xi JOJDKHBI
YIOBNETBOPSTH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OMpeneneHHe

(CoexrpodoTomerpus)

14.17 mg/tab /

14,17 mr/rab

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 10 15,53 mr (ot 90,0 5o 115,0 %)
CEHHO3MJIOB B NEpecyeTe Ha CeHHO3H B B 0IHOIH
tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykT cooTBeTcTByeT TpebosaHusam HI

Conclusion : APPROVED /
3akntouyenue: OOOBPEHO

Checked by QC In-Charge / 9.[‘ o Approved by QA In-Charge /
[lokyMeHT riposepeH OKK: o [lokymeHT ofo6peH OOK: @‘j‘\/
Date / Date / =

ara: eR D2 . 2022 Iata: 090 2~-2 021
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUHOUKAT AHAJIM3A
Page3 of4/Crp.3u3z 4
Product: SENADE TABLETS 13,5 mg poayxr: CEHA}IE®, TABJIETKH 13,5 mr
Batch No / Cepua No: 482011 Batch Quantity / O6nem cepun: 5848 packs / ynakoBok
AR No / Amannrinaeckuii orger Ne : ARF/042/2022|Date of Analysis / lata apammasa: 08.02.2022
Date of Mfg / [lara npomssogcra:  01/2022 Date of Expiry / T'onen jgo: 12/2024

Analysis performed according ND / Anamms nposenén mo HJI: [1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTens Result / Pe3yabraTsl Specification / Hopma
9 | Content of Methyl 0.050 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnep:xanne
MeTHInaparuapoxcubensoara 0,050 mr/rab
(BIKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonori4yeckast 94ucToTa

10a) | Total Aerobic microbial count /
O6mee yucno aspodHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / OBmee yuco <10
ITECHEBBIX M JIPOMKIKEBBIX

rpubos

10 ¢) | Bile tolerant gram-negative * Absent /OrcyTeTBYIOT Not more than 107 / g / He Gonee 107 /r
bacteria/ YcroiiuuBbie K
IefiCTBHIO JKeT4H
rpaMOTpHIATENbHbIE DaKTepUH

10d) | Staphylococcus aureus Absent /OrtcyTeTBYIOT Absentin 1 g/ OrcyrcrBue B 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTBYHOT Absentin 1 g/ OtcyrctBue B 1 ¢
10) | Salmonella Absent / OtcyTeTByIOT Absent in 10 g / Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooteetcTeyeT TpebosaHmam H | 3akmouenne: OQOBPEHO
Checked by QC In-Charge / 0, o Approved by QA In-Charge / .
JokymeHT npoeepeH OKK: ’iﬁb HokymeHT ogobpeH OOK; %}Qp\ﬁ;
Date / ; Date/ o

X ¢ 202, A 2" > -2~
Oara: e [lara: e
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Paged of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482011

Batch Quantity / O6bem cepun:

5848 packs / ymaxoBok

AR No / AranaTudecKkuii orger Ne ;

ARF/042/2022|Date of Analysis / lata anam3a: 08.02.2022

Date of Mfe / Jlata nponsBoacTBa:

01/2022

Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anamms nposengn mo H/I: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokasaTenn Result / PeaynsTaThl Specification / Hopma
I | RacdagaYtimess iazﬁ%setir?:;:z;a i Package / Ynaxoeka - 20 tablets in a b[iste?r made .of
PVC/PE/PVDC film and three-I?.yer PVC[PE/PYDQ film aqd alummu.m foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient inf(;rmation leaflets in oarton: 20 tabletsina bhsjter mad(? nk PV(.: .
a carton. / TTo 20 TaGueTox B /’PE/P\'/DC_ film anq alummum_foﬂ, 25 blisters with
T —— 25 patient information leaflets in a carton. / ITo 20
MONHBHHITUIOPHIHOR TabneTox B OIHCTEP M3 TJIEHKU TPEXCNOHHOM
(nommTHNEHOBOH/ (MIBX/ITD/TIBAX) n amOMUHHEBOM (1)(3.1’1!:1"}1. Tlo 2
TS unu 3 Grucrepa BMeCTe ¢ HHCTPYKIIHEH 10
AMOMUHHEBOH HONBIH, 110 25 [IPHMEHEHHIO B KapToHHYyI0 mauky. I[To 20 tabnerok
BeTeroE s kit e B GuHcTep M3 MIEHKH MOJHBHHHIIXJIOPHIHOM
c BJIO)KEHPICM 22 nﬂc};ypyxuuﬁxy (nonna’rpmeﬂ(zaoii / IOMMBHHIIISHXJIOPHAHOMH) H
10 TPHMEHEHHIO AMFOMHUHHEBOH (oJbry, mo 25 6aucTepos B
' KAPTOHHYIO NAYKy C BIOYKEHHeM 25 HHCTPYKLHH 1o
MPHMEHEHHIO.
12 | Labeling / Mapxuposxka According to ND /
B cootsercTeuu ¢ H]|
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temrepartype He
XpaHeHHs Beie 25 °C.
14 | Shelflife / Cpok rogHoCTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumevanue: NpoaykT cooTeeTcTByeT TpebosaHnsm HI

Conclusion : APPROVED /
3akntouyenue: OOOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

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

Date /
[aTa:

@g.OQ.ZoQ-Z_—

Date /
Hara:

Oa-l y O AL
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