Cipke

CERTIFICATE OF ANALYSIS
. CEPTHO®HKAT AHAJIHU3A

Page 1 0f4/Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Mponyxt: CEHAJE", TABJIETKM 13,5 mr

Batch No / Cepua Ne: 485074 Batch Quantity / O6nem cepan:  5844packs / ynakosok
AR No / ApanuTHuecknii otuer Ne : ARF/102/2025|Date of Analysis / lata amanmsza: 11.04.2025
Date of Mfg / lara npon3soacrsa:  03/2025 Date of Expiry / Togen no: 02/2028

Analysis performed according ND / Arann3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Test / [lokazaTens

Result / PesyabraTbi

Specification / Hopma

1 | Description / Onmcanue

Complies / CooTBeTcTBYET

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. / [nockue Kpyrasie TabneTku co
CKOIICHHBIMU KPaAMHU OT KOPHYIHEBOI'O [0 TEMHO-
KOPHYHEBOTO LBETA C BKparuieHnaMu. Ha onxoi
CTOpOHE TabneTKH BeaBaeHo cnoro «CIPLA», Ha
Jpyroi - THHKA pazioMa.

2 | Identification / ITouiHHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYyET OkpamyBannie aMMHAYHOTO PAcTBOPAa B KpacHHIM
AHTPaxXHHOHOBBIE TIIMKO3HIbI sl
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTtBercTByeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBaHHA OCHOBHOTO MHKA Ha XPOMAaTOrpamme
HCIBITYEMOTO PAcTBOPa JI0JDKHO COOTBETCTBOBATh
BPEMEHH y/JIepKHUBAHHA OCHOBHOIO NHKa Ha
XpOMAaTorpaMMe CTaHIAPTHOrO pacTBopa
MeTHnnaparuapokcubensoara (pasnen
«MeTtunnaparuapokcnbeH30ar).

3 | Average weight / Cpenuss
macca

191.72mg / 191,72mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/ '
Mpumeyanne: MNpoaykT cootBeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknovenue: OOBPEHO

Checked by QC In-Charge / f 4.8
M—/

Approved by QA In-Charge /

s

HokymeHT nposepen OKK: HokymeHT ogobper QOK:
B::.Z:I oo B:‘T';il (2. 0oy. 22025
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CERTIFICATE OF ANALYSIS
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CEPTHOHUKAT AHAJTH3A

Page 2 of 4/ Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 485074

Batch Quantity / O6bem cepun:  5844packs / ynakoBok

AR No / Agaaurauecknii oruer Ne : ARF/102/2025|Date of Analysis / [lara ananm3za: 11.04.2025

Date of Mfg / lara nponssoacrBa:  03/2025 Date of Expiry / I'onen go: 02/2028

Analysis performed according ND / Arann3 nposeaén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / [okazarteib

Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTE [0 Macce

Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
% ;
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

OnHOPOIHOCTEL NO3HPOBAHUA

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
Macce Mpy BbICYIIHBAHUH
6 | Dissolution / 78-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenne He menee 70 % (Q) cennozuaos yepes 120 MuH
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:

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

L1=150;L2 =250.

[MokazaTens npuemaemocTd LA n=10 AV <L1.

B cayuae, ecnu 3HayeHne AV npesbimaer L1,
HPOBOAAT UCMbITAHKE HA caemyiouux 20 o6pasuax.
Jlna n=30 AV < L. Bce 3na4eHns Xi JOMKHLI
YIOBJAETBOPATL HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonnuecTBeHHOE OMNpenesieHue
(CriextpodoToMeTpHA)

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

14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (o1 90,0 no 115,0 %)

14,09MI‘/TaG CEHHO3UI0B B l'[epeclieTe HA CEHHO3HuI B B Oﬂﬂﬂﬁ
TabneTke.

Remarks : The Product conforms to ND/ ¥ Conclusion : APPROVED /
Mpumeuanue: Mpogykt cooTeeTcTByeT TpeboBannam HA | 3akniovenue: OQOBPEHO

Checked by QC In-Charge / foud Approved by QA In-Charge /

DokymeHT nposepeH OKK: 7£‘ LokymeHT ogo6pern OOK: W
Egieaf I-ou.r 05 3::'2:1 |9 -ou- 2025
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTU®HUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485074 Batch Quantity / O6sem cepun:  5844packs / ynakoBox
AR No / Ananutnaecknii oruer Ne : ARF/102/2025|Date of Analysis / lata anannza: 11.04.2025
Date of Mfg / lara npoussoacrsa:  03/2025 Date of Expiry / I'ogen xo: 02/2028

Analysis performed according ND / Auann3 nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PeaynabTaThl Specification / Hopma
" Test/ okasatens
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ X
Conepxanue
MeTUANaparuIpokcHOeH30aTa 0,045Mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGxonoru4eckas Y4CTOTa

10a) | Total Aerobic microbial count / 20

O0bwee uncno adpobHBIX
MEKPOOPTAHHIMOB

Not more than 10* ¢fu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / Obmee 9ucno
TIECHEBBIX H JIPOMOKEBBIX

rpuGos

<10

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

10¢) | Bile tolerant gram-negative

bacteria/ YcrofiumuBeie K
NEHCTBUIO KETYH
rpamMoTpHLATENbHbIE GaKTeEpUH

Absent /OTcyTCTBYIOT

Not more than 10°/ g / He Gonee 107 /r

104d) | Staphylococcus aureus

Absent /OTtcyTcTBYIOT

Absentin 1 g/ OtcytcTBHE B 1 T

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/OrcytctBHe B 1 1

10) | Salmonella

Absent / OTcyTcTBYIOT

Absent in 10 g / OrcytctBre B 10 g

Remarks : The Product conforms to ND/ ¢
Mpumevanue: MNpoaykr cooTeercTByeT Tpebosanuam HO

Conclusion : APPROVED /
3axknoyenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

T
OokymeHT npoeepeH OKK: éﬂ't— [okymenrT opobper OOK: %
e B s
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CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJTA3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJTETKH 13,5 mr

Batch No / Cepusi Ne: 485074

Batch Quantity / Oonem cepun:

5844packs / ynakoBok

AR No / Asaaarauecknii oraer Ne : ARF/102/2025

Date of Analysis / Jara ananmsza: 11.04.2025

Date of Mfg / lata npoussoacrsa: _ 03/2025

Date of Expiry / T'ogen xo:

02/2028

Analysis performed according ND / Ananus nposeaén mo H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTathl Specification / Hopma
* Test / [okasaTens
11 | Package / Ynakoska Package / Ynakoska - 20 tablets |Package / YnakoBka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
| acarton. / ITo 20 Tabnetok B 25 patient information leaflets in a carton. / TTo 20
fnucTep W3 MNEHKH TabneTok B GIHUCTED W3 MNIEHKH TPEXCAOHHOM
TOMMBHHUIXIOPHIHOM (IBX/TI9/TIBIX) n amomunkeBoii Gonbru. ITo 2
(MONHAITHIIEHOBOM/ UM 3 61IHCTEPa BMECTE C HHCTPYKUHEH Mo
TIOTHBHHUIHACHXJIOPHIHON) H | IPHMEHEHHIO B KAPTOHHY1O nadky. [To 20 tabnerok
AMIOMHUHHEBOM (onbry, mo 25 B OiIHCTEp W3 MIEHKH MOJIHBHHHIXIOPHIHOM
GHCTEPOB B KAPTOHHYIO MAyKy |(MONHITUICHOBOH / NOIHUBUHIIMICHXIOPUIHOMN) 1
C BJIOKEHHEM 25 HHCTPYKLIAI amoMuHUeBol Gonbru, o 25 Gnucrepos B
MO NMPUMEHEHUIO. KapTOHHYIO NAa4Ky C BIIOYKEHHEM 25 HHCTPYKLUMHE Mo
OPHMEHEHHUIO.

12 Labeling / MapkupoBka According to ND /
B COOTBETCTBHH ¢ HJ

13 Storage conditions / Ycnous In a dry place, at temperature below 25 °C. / B cyxom MecTe IIpH TeMIEpaType He

XpaHeHHA Bolie 25 °C.

14 | Shelf life / Cpok rogHOCTH 3 years /3 roza

Remarks : The Product conforms to ND/ ¥ Conclusion : APPROVED /

MNMpumeyanne: NpogykT cooTeeTcTByeT Tpebosanuam HL | 3aknovenune: OQOBPEHO

Checked by QC In-Charge / P_—ﬁ_/*’“* Approved by QA In-Charge / T

DoxymeHT nposeper OKK: HokymeHT ofobpex OOK: %ﬁ/‘/’—

Date / - Date / 12 ‘oq.wzg

farg: ‘U-et-Leds [fara: -
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