Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOHUKAT AHAJIN3A

Pagel of 4/ Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / Jlata npon3Bojcrea:

Batch No / Cepust Ne: 481187 Batch Quantity / O6bem cepun: 5848 packs / ynakosok
AR No / Ananuruuecknii oraer Ne : ARF/244/2021|Date of Analysis / laTa anamasza: 01.10.2021
09/2021 Date of Expiry / I'ogen no: 08/2024

Analysis performed according ND / Anamms nposeagn no HJL: [T N013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Test / TlokazaTenn

Result / PezyasTarst

Specification / Hopma

1 | Description / Onucanue

Complies / Cootsercrpyer

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 kpyrusie Tabnerku co
CKOIIEHHbBIMH KpaAsMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOI'0 LBeTa ¢ BKparienuamu. Ha onHo#
cropoHe Tabnerkn BeiaBneno cnoso «CIPLA», Ha
NPYTOii - THHUA pa3IoMa.

2 | Identification / TTomiHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
HHOHOBLE KO3 Coomercrsy?r (u):gramnaaﬂue aMMHa4HOrO pacTBOpa B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYyeT chromatogram of the sample solution should
Merunaparuapokcubensoar : corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KHBAaHHA OCHOBHOTO THKA Ha XpOMAaTOrpaMme
HCITBITYEMOI0 PacTBOPA JI0/DKHO COOTBETCTBOBATD
BpEMeHH yAep>KHBAHUA OCHOBHOTO ITHKA HA
XPOMAaTOrpaMMe CTaHAaPTHOTO PacTBopa
meTmnaparuapokcubensoara (pasaen
«MeTtunnaparuapokcubensoar).

3 | Average weight / Cpennss
macca

191.89 mg /191,89 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeyanue: Mpoaykr cooteetcTeyeT TpebosaHusam HJ

Conclusion : APPROVED /
3aknwoyeHue: OOQOBPEHO

Checked by QC In-Charge / ¢~ _
NokymeHT nposeper OKK: \B nane

Approved by QA In-Charge / i
[okymeHT ogobpeH O0K:

Date / (R
[aTta:

it 20 L)

Date /

c|O- -
flama: Q2| C~2 o7 |\
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTHOHUKAT AHAJIU3A

Page2 o0f4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481187

Batch Guantity / Oobem cepun: 5848 packs / ynakosox

AR No / Anamurugecknii orger Ne :  ARF/244/2021|Date of Analysis / Jata ananusza: 01.10.2021

Date of Mfg / llata npomssoacrBa:  09/2021 Date of Expiry / T'open xo0: 08/2024

Analysis performed according ND / Anami3 nposenén mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

OaHOpPOIHOCTD IO3UPOBAHMS

No Test / HokazaTens Result / Pezyabratrst Specification / Hopma

4 | Uniformity of weight / Complies / CootBercrByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee = 7,5
ONHOPOXHOCTB 1O Macce %

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

5 | Loss on drying / IToTepst B 2.4% NMT 6.0 % / He Gomnee 6,0 %
MAacce I1pH BbICYIIHBAHUHA

6 | Dissolution / 81-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenne He menee 70 % (Q) cennosunos yepes 120 Mun

7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <L]1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
ni=30

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

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

L1=150;L2=25.0.

[Toxaszarens npuemnemoctu amsa n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npeseimaer L1,

' NPOBOMAAT MCIBITAHKE Ha craeayromux 20 obpasiuax.
s n=30 AV <L1. Bece 3Ha4enns Xi JOMKHE!
YIOBIIETBOPSITE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonnuectseHHOE OIIpeaCICHHEe

(CnexrpodoTomerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.25 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,25 mr/ra6 CeHHO3HUJIOB B MepecyeTe Ha ceHHO3un B B onHOI
rabnerxe.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooTeBeTcTayeT Tpeborarmam HI | 3aknouenue: OQOBPEHO

Checked by QC In-Charge / 2

Approved by QA In-Charge / N
[HokymeHT ogobpeH OOK: %

[HokymenT npoeeper OKK: SR
Date / Date /
O1.40.2029 p—
Nata: 11 Jara: dEsjoran)
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Cibla

CERTIFICATE OF ANALYSIS
s CEPTUOHKAT AHAJIU3A

Page3 of4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481187

Batch Quantity / O6bem cepnn:

5848 packs / ynakosox

AR No / Ananarugeckait order No :

ARF/244/2021|Date of Analysis / lara amanmsa: 01.10.2021

Date of Mfg / Jlara mpomssoacrsa:  09/2021

Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Aramms mposenén mo HJI: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Iokazarenn Result / Pe3yabTaTsl Specification / Hopma
9 | Content of Methy!l 0.047 mg/tab / 0.028 - 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHianaparuapokcubenzoara 0.047 mr/Ta6
(BDXX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriadeckas 4ncTora

102) | Total Aerobic microbial count /
O0bmee yncno a3pobHbX 20 Not more than 10 cfu/ g / He 6onee 10* /r
MHKpPOOPTraHU3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He 6onee 10° /r
count / Obmee 1ucio <10
[UIECHEBBIX H APONOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyTeTByROT Not more than 10° / g / He Goxee 107 /r
bacteria/ YcToiiuuBbie K
NEHCTBUIO XKET4YH
rpaMOTpPHUIIATENbHBIE DaKTePHH

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ Orcyrcreue B 1 1

10¢) | Escherichia coli Absent /Ortcyrersyior Absentin 1 g/ OrcyrerBue B 11

106) | Salmonella Absent / OtcyreTBytoT Absent in 10 g / Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTBeTCTBYET TPebosaHuam Hl]

Conclusion : APPROVED /
3akntouenue: O[JOBPEHO

Checked by QC In-Charge / 3

JokyMeHT nposepeH OKK: R

Approved by QA In-Charge / 7
HokymeHT ogobpex OOK: %

Date /
[arta:

014102021

Date /

Hara: 808 LS
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Cipla

CERTIFICATE OF ANALYSIS
p CEPTHO®HUKAT AHAJIN3A

Paged of 4/ Crp. 4n3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHA)IE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481187

Batch Quantity / OGnem cepui:

5848 packs / ynakosok

AR No / Ananaraaecknii orger Ne : ARF/244/2021|Date of Analysis / lara anammsa: 01.10.2021

Date of Mfg / Tara npomssoacrsa:  09/2021

Date of Expiry / I'onesi 1o:

08/2024

Analysis performed according ND / Anamns nposeaén mo HJ/1: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens

Result / PesyabTaTs!

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep U3 IUIEHKH

(o3 TUIEHOBOH/

10 NMPUMEHEHHIO,

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 Tabnerok B

[OJUBHHUIXJIOPHAHO M

MOJMBUHIIIZICHXJIOPUIHOM) 1
anmoMHUHKUEBROH (onbry, 1o 25
GaHCTEpOB B KAPTOHHYHO MAYKY
C BIIOKEHHEM 25 HHCTPYKIIHIA

Package / Ynaxoska - 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. / ITo 20
TabneTok B OnMCTEp M3 MUIGHKH TPeXCNOHHO#M
(MBX/II/MBJIX) w amomunnesoii donsru. IMo 2
unu 3 DaucTepa BMeCTe ¢ MHCTPYKLIMEH 1o
NPUMEHEHHIO B KapTOHHYIO nadky. I[To 20 tabnerox
B ONIHCTED U3 TUIEHKH NOJHBUHUIXJIOPHIHOH
(nonM3ITHIIEHOBOH / MOMMBHHIIIAEHXIOPHIHOM) 1
amomuHueso Qosbry, no 25 Gnucrepos B
KapTOHHYI0 Ma4Ky ¢ BAOXKEHHEM 25 MHCTPYKUHMH no
MPUMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B cooreercreuu ¢ HJT

13 Storage conditions / Ycnosus

XpaHeHHs Beie 25 °C.

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

14 Shelf life / Cpok rognocTH 3 years / 3 roaa

Remarks : The Produgtr conforms to ND/
Mpumeuanue: MNMpogykr cooteeTcTayer TpebosaHusm HI

Conclusion : APPROVED /
3akntoyenue: OOEPEHO

Checked by QC In-Charge Qm
NokymeHT nposeper OKK: 3 A

Approved by QA In-Charge /
OokymeHT onobpen O0K:

P

Date /

01 1o 22021
[arta:

Datel e Z‘D%\
[arta: @ 2=
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