&ipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTA3A

Pagelof4/Crp.1u3 4

{Product: SENADE TABLETS 13,5 mg

IpoayxT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482113

Batch Quantity / O0sem cepuu:

5849packs / ynakoeok

AR No / Auaautnyeckuii oruer Ne : ARF/187/2022|Date of Analysis / JaTa ananusa: 27.08.2022

Date of Mfg / laTa npouseoacrea:  08/2022

Date of Expiry / I'ogen no:

07/2025

Analysis performed according ND / Ananns nposenén no HI: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / IToxazarennb

Ne Result / PesyabTaTs

Specification / Hopma

1 | Description / Onncanue

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. / Ilnockue kpyraeie Tabnetku co
CKOIIEHHBIMH KPasMH OT KOPHUHEBOTO [0 TEMHO-
KOPMYHEBOTO 1IBeTa ¢ BKkpamnenusMu. Ha onmoii
cropone TabneTkn BeAABIeHO CioBo «CIPLA», Ha
IPYTOit - IHHUA Pa3ioMa.

2 Identification / ITomnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T CooreerctByeT uO;(é)TaI.LIHBaHHe aMMHAYHOTO PacTBOpa B KPACHBIN
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTBYET chromatogram of the sample solution should
Merunnaparinpokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHUS OCHOBHOTO IMHKA Ha XPOMATOrpaMme
HCIBITYEMOr0 pacTBOPa AOJDKHO COOTBETCTBOBATE
BPEMEHH Y/ePKHBAHUS OCHOBHOTO MHKA Ha
XpOMaTOrpaMme CTAHAAPTHOIO PaCcTBOpa
MeTuanaparnapokcudensoara (pasmen
«MeTtunmaparuapokcubenzoar).

3 | Average weight / Cpenusis
macea

191.37mg / 191,37mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTBeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknwueHue: OQOGPEHO

Checked by QC In-Charge /7~

Approved by QA In-Charge /

LokymeHT nposepeH OKK: \I% 6l _SEE:L HokymeHT ogobpen OOK: %ﬁjﬁ/;@
Date / Date / _ 5

.08 2a2 Vs : ;
[ara: a = oF [fata: 1-0% . 2022
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Product: SENADE TABLETS 13,5 mg

Npoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482113

Batch Quantity / O6nem cepun:

5849packs / ynakosox

AR No / AnanuTuuecknii otuer Ne : ARF/187/2022|Date of Analysis / laTa ananuza: 27.08.2022

Date of Mfg / lata npoussoacrea:  08/2022

Date of Expiry / I'onen no:

07/2025

Analysis performed according ND / Ananu3 nposenén mo H: IIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / TloxkaszaTean

Ne Result / PesyabTaTs:

Specification / Hopma

4 | Uniformity of weight /
OHOPOXHOCTS IO Macce

Complies / CootserctByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
%
2/20 tablets NMT =#15% / 2/20 ue 6onee + 15%

5 | Loss on drying / Iloteps B 2.2%

Macce MpH BRICYLUIHBAHUH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 82-92%

Pacteopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozunos uepes 120 mun

7 | Uniformity of Dosage units / AV=52

OnHOPONHOCTL AO3HPOBAHHUS

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 L2x M.

L1=15.0;L2=25.0.

IMokasarens npuemnemocta o n=10 AV <L1.

B cnyuae, ecrm sHauenune AV npessimaer L1,
NPOBOMAT HCMbITAHKE HA cneayomux 20 obpasuax.
Jns n=30 AV <L1. Bce 3Ha4eHus Xi qOJDKHBI
YZIOBJIETBOPATb HEPABEHCTBY:

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

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

8 Assay (Spectrophotometry)
Konnyectsennoe onpenenenne
(Cnexrpodoromerpus)

14.22mg/tab /

14,22mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UIOB B IEPEcYeTe Ha CeHHO3ua B B onuHOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTseTcTBYET TPeboBaHuam H

Conclusion : APPROVED /
3aknwoveHue: OQOBPEHO

Checked by QC In-Charge I” "5,

Approved by QA In-Charge /

JokymeHT nposepeH OKK: blaue AokymeHT ogo6peH OOK: M
Date / 5 .o a.0 mn s Date / 8 < 7. D
Oara: et s [ata: 20
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482113

Batch Quantity / O6bem cepuu:

5849packs / ynakoBok

AR No / Auanutuuecknii oruer Ne : ARF/187/2022|Date of Analysis / lata anann3za: 27.08.2022

Date of Mfg / lata npoussoacrea: _ 08/2022

Date of Expiry / T'onen go:

07/2025

Analysis performed according ND / Ananus nposenén no HJL: I1 NO13745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Result / Pe3yasTaThi Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHnmaparuapokcubensoara 0.046Mmr/126
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoSsonoruieckas YnCTOTa

102) | Total Aerobic microbial count /
Obmee gucao aapoOHEIX 20

MHKPOOPraHH3MOB

Not more than 10* cfu/ g / He 6onee 10* /v

10b) | Total combined yeast and mould
count / Ob6iee yucno
IIECHEBBIX H JPOYKIKEBBIX

rpubos

<10

Not more than 10” cfu/ g /He 6onee 10° /r

10 ¢) | Bile tolerant gram-negative
bacteria/ YcToliuuBbie K
NEHCTBHIO HeT9H

rpamMoTpHUATENLHbIe GaKTepHH

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

10 ¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/OtcyrctBueB 11

10) | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g /Orcyrcteuer 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknouenne: OAQOBEPEHO

Checked by QC In-Charge / ( \:)
[okymeHT nposeper OKK: B aud

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

FH=

Date / 29708 ¢cz202.2_
Hara:

Date /

Hara: et
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CEPTHOUKAT AHAJIN3A

Paged4of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

poayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

482113

Batch Quantity / O6bem cepumn:

5849packs / ynaxosok

AR No / Asanutnuecknii otuer Ne: ARF/187/2022

Date of Analysis / ata ananusza: 27.08.2022

Date of Mfg / JlaTa npou3BoacTea:

08/2022

Date of Expiry / T'onen no:

07/2025

Analysis performed according ND / Ananu3 nposenén mo H: TI N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyasTaThi Specification / Hopma
Test / Tlokazarens
11 | Package / Ynakopka Package / Ynax - 20 tablet :
i:a bl%seter n:la d:](?;'a e Package / Ynaxoska - 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 'mfo,rmation leaflets in | CATOn- 20 tablets in a blister made of PVC
sicactan 111620 mfnimox /PE/PVDC film and aluminum foil, 25 blisters with
GHHCTe;; 3 Haai 25 patient information leaflets in a carton. / ITo 20
e TabneTok B OMHCTED U3 IEHKH TPEXCIIOHHOMH
MO BHHHJTXJIOPHHOM
(mmmmm‘;ﬁi‘ (MBX/TI3/TIBIIX) 1 amomusuesoii hommbri. [lo 2
1 ONH B MMM HXOHANOM) H unu 3 GnucTepa BMeCTe C MHCTPYKUMEt o
R TS, 50725 NPHMEHEHHIO B KAaPTOHHYIO nauky. [To 20 tabnerok
F— Kapmrmy’io nauxy B brucTep U3 NNEHKH MOMHBHHWIXJIOPHAHOM
¢ Ru0Renues 25 HEcTpYRIH (monuaTHIIEHOBOI / TOJIMBHHHNAEHXIIOPUAHOH) 1
- amomuHueBoH doneru, no 25 Gnicrepos B
' KapTOHHYIO NIa4Ky C BIOKEHHEM 25 HHCTPYKLUMI Mo
[IPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B cooreercreun ¢ HJ

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temnepatype ue

XpaHeHUs Boiue 25 °C. :
14 Shelf life / Cpok roguoctu 3 years /3 roga

Remarks : The Product conforms to ND/
MNpumeuanue: MNMpoaykT cooTeeTcTBYeT TpeboBaHuam HJ

Conclusion : APPROVED /
3akmoyeHue: OO0OBPEHO

Checked by QC In-Charge / /7,

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: \43 b) ot AokymeHT opoGpeH OOK: @vjﬁ/
Date/ 9 7.0g:2 022 Date / 27.08 2022
Dara: Aata:
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