Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

-~
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Product: SENADE TABLETS 13,5 mg

lpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus No: 484105

Batch Quantity / O0bem cepun:  5850packs / ynaxosok

AR No / Asaaurnyecknii oruer Ne: ARF/192/2024 |Date of Analysis / {ara anaymza:  17.10.2024

Date of Mfg / lata npoussoncrea:  10/2024 Date of Expiry / l'onen fo: 09/2027

Analysis performed according ND / Auanus nposeaén mo H/i: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nzm. Ne 1 o1 09.07.2024

Ne

Test / [lokazaTens -

Result / Pesyabratsl Specification / Hopma

1 Description / Oncanne Complies / CooTsercTBYET 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. / [Tnockue kpyrabie TabieTku co
CKOLIEHHBIMH KPasAMH OT KOPHUHEBOTO 10 TEMHO-
KOPHYHEBOTO 1(BETA ¢ BKparuienusaMi. Ha onroii
cTopoHe TabneTku BblaaBaeHo cnoso «CIPLAY, Ha
Opyro# - IMHUS pa3ioMa.

2 Identification / IToanunHOCTHL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTRYET OkpamuBaHie aMMHMAYyHOTO PAacTBOpa B KPAacHbIil
AHTPaxHHOHOBbIE FTHKO3HIBI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOoTBETCTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BOKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPAKHBAHUA OCHOBHOTO MUKA HA XpPOMAaTOrpamMme
HCOBITYEMOrO pacTBOPa J0MKHO COOTBETCTBOBATh
BPEMEHH YAEPAKHBAHUA OCHOBHOIO NnuKa Ha
XpoMaTorpaMme CTaHAapTHOTO pacTBopa
MeTHInaparuapoxcubensoara (pazmen
«MeTtunnaparuapokcudensoar).

Average weight / Cpennss
macca

L5

188.76mg / 188,76Mr 189.99 mg =7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanwue: MNpoaykr cooteeTcTByeT Tpebosarusm HO | 3aknroveHne: OQOBPEHO

Checked by QC In-Charge / f;G"t W
HokymeHT nposepeH OKK: e

Approved by QA In-Charge / 8
HokymeHT onobped OOK: %}E

Date /

ﬂaTa: 1T lo-203 L(

Date /

fara: 17- lo- 2oy
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepua No: 484105

Batch Quantity / O6wey cepun:  5850packs / ynakosox

*|AR No / Anaautuyecxuii oraer Ne : ARF/192/2024 | Date of Analysis / lata apaansza: 17.10.2024

Date of Mfg / Jata npomssoncrea:  10/2024 Date of Expiry / T'onen no: 09/2027

Analysis performed according ND / Apanus nposenés nmo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 /11T N013745/01-180522, nam. Ne 1 ot 09.07.2024

No

Test / [TokasaTens

Result / PesynbraThl Specification / Hopma

4 | Uniformity of weight /
OnHOpPOOHOCTh MO Macce

Complies / CootserctByeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee = 7.5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

OnHOPOIHOCTE N03HPOBAHNSA

5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce [PU BbICYIIHBAHHH .
6 | Dissolution / 78-90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenro3unos uepes 120 muu
7 | Uniformity of Dosage units / AV =57 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.

Ll =150 1.2 =2510.

[Toxa3sarens npuemiemoctu i n=10 AV <LI,

B cayuae, ecnu 3HaueHne AV mpeseiiaet L1,
NpOBO/AT HCTIBITAHHE Ha crenyfourux 20 obpasuax.
Jsi n=30 AV < L1. Bee 3Ha4€HHA Xi DOMDKHB
YIOBJIETBOPSTEL HEPABEHCTBY:

[M-xif <0,01 x L2 x M.

L1 =150; L2=25,0.

& | Assay (Spectrophotometry)
KonuuecTBeHnoe onpeneneHue
{CnextpodoTomeTpus)

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

13.86mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 5o 15,53 mr (ot 90,0 no 115,0 %)

13,86Mr/1a6 CEHHO3M/I0B B MEPecHeTe Ha CeHHO3M B B oHO#
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooTseTcTByeT TpeGosarusm HI | 3akmovenue: OQOBPEHO

Checked by QC In-Charge / y
[NokymeHT nposeper OKK: :E st

Approved by QA In-Charge /
[okymeHT ogobpeH OOK: %d/dl{

Date /

Nara 17 (o Loy

Date /

fata: i SRy
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484105

|Batch Quantity / O6bem cepuu:  5850packs / ynaxoBok

AR No / Ananntuyeckuii oryer Ne : ARF/192/2024

Date of Analysis / lara aganauza: 17.10.2024

Date of Mfg / [lata nponzsoacraa:  10/2024

Date of Expiry / U'oxen go: 09/2027

Anaiysis performed according ND / Anann3s nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-1806522, u3m. Ne 1 o1 09.07.2024

No Result / PesynbTaTsl Specification / Hopma

Test / [lokazaTenb

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
CosnepxaHue
MeTunaparuapokcubessoara " 0,042mr/1ab
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MuxpoGronoriieckas YucToTa

10a) | Total Aerobic microbial count /

MHUKPOOPraHu3MoB

O6mee u#cno aspobHbIX 40

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

10b) | Total combined yeast and mould
count / O0wee uucno

Not more than 107 cfu/ g /He Gozee 10° /r

<10
MJIECHEBBIX W JIPOIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10/ g/ He Gonee 10° /r
bacteria/ Ycroliuusble K
JIeCTRHIO JKeJTIH
rpaMOTPHLUATEIbHbIE OAKTEPHUU
10d) | Staphylococcus aureus Absent /O1cyTCTBYIOT Absentin | g/ OtcyrctBres 1 ¢
10¢) | Escherichia coli Absent /OtcyTcTBYI1I0T Absentin 1 g/ OtcytctBHE B 1 T
100 | Salmonelia Absent / OTcyTCTBYIOT Absent in 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: Mpoaykt cooTeeTcTByeT Tpebosaruam HO | 3aknwovenue: OQOBPEHO

Checked by QC In-Charge / -
[lokymeHT nposepeH OKK: = e

Approved by QA In-Charge / W
[okymeHT ofobpeH OOK: o

Date /

,El,aTa: \"]~Ib-1u:;_&j

Date / \j.‘o-?,@'?fb‘
larta:
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Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch Quantity / O6nem cepun:

5850packs / ynakosog

| Batch No / Cepust Ne : 484105
AR No / Asanurugeckuii oruer Ne: ARF/192/2024

Date of Analysis / Jlata anamza: 17.10.2024

Date of Mfg / Hara npom3soacTea: _ 10/2024

Date of Expiry /I'ogen fgo:

09/2027

Analysis performed according ND / Ananus nposexén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 or (9.07.2624

Ne

Test / [lokasaTenb

Result / Pe3yibTaTsl

Specification / Hopma

11 | Package / YnakoBka

in a blister made of

GnucTep M3 NIEHKH
[OJIMBHHUIXJTOPUAHOMH
(MOMMATHNEHOBORH/

Mo NPUMEHEHHH.

Package / Vnakogxa - 20 tablets

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

[OJTHBUHMITASHXTOPUAHOMN) 1
AMOMUHHEBOH (OTBTH,
DyMCTEPOB B KAPTOHHYIO MAYKy
C BIIOKEHHEM 25 UHCTPYKUMIA

Package / Yiakoeka - 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 i
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabsieTox B OMcTep W3 MIIeHKM TPEXCIoNHOH
(MBX/MD/MBIAX) 1 amomurueBoit domnsru. [lo 2
wnu 3 GnucTepa BMeCTe ¢ HHCTPYKLUHEH Mo
NPUMEHEHHIO B KapTOHHY0 nayky. ITo 20 Tadnetok
B OIHCTED M3 [UICHKH MOJTHBHHUIXIIOPHAHOH
(MONMAITHIEHOBOMH / MONMBHHANACHXIOPHIHOM) 1
ATIOMWHUEBOIT honbru, no 25 O1UCTepoB B
KAPTOHHYIO MAYKY C BIOKeHHEM 25 HHCTPYKIHH 110
NPHUMEHEHHEO.

no 25

12 | Labeling / Mapkuposka According to ND /
B cootsetctBum ¢ H]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npy Temneparype He
XpaHeHHs peiime 25 °C.
14 Shelf life / Cpok rogaocTH 3 years / 3 rozma

Remarks : The Product conforms to ND/
Mpumevanue: Mpoaykr cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge / .
HokymeHT nposeper OKK: 7:f¥t~i

Approved by QA In-Charge /
LokymenT ogobper OOK:

T

Date /

. |0 Lo
Jara: Ll A

Date /

Jara: frya g B
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