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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

poxyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481129

Batch Quantity / Oobem cepun: 5849 packs / ynakoBok

AR No / Ananurugecknii orger Ne : ARF/160/2021 | Date of Analysis / lara anaamsza:  15.07.2021

Date of Mfg / Jlata npomnssoacrsa:  06/2021 Date of Expiry / I'ogen go: 05/2024

Analysis performed according ND / Anams nposeaén mo HJL: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / [lokazarennb

Result / PesyabTaTet Specification / Hopma

1 | Description / Onucanue Complies / CooTsercTByer 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 xpyrabie Tabnerku co
CKOWEHHBIMH KpagMH OT KOpHYHEBOIO 10 TEMHO-
KOPHYHEBOrO LBETA C BKPANJICHHAMH. Ha onnoi
cropone Tabnerku Bbigasneno cinoso «CIPLAY, Ha
JIPYTOii - MTHHHUSA pa3ioMa.

2 | Identification / IloanuxHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CoorsetcTByeT OkpaniMBaHHe aMMHA4HOrO PAacTBOpPa B KPAaCHBIH
AHTPaxHHOHOBbIE [TIHKO3H/IbI = -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootgercryer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BODXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep:KHBaHHA OCHOBHOTO MHKA HA XPOMATOrpaMme
HCOBITYEMOIO PacTBOPa NOJHKHO COOTBETCTBOBATH
BpEMEHM y/lep;KHBaHHA OCHOBHOTO NMHKA Ha
XpOMAaTOrpaMme CTaHJAPTHOIO PacTsopa
MmeTuanaparuapokcubensoara (pasaen
«Merunnaparuipokcudensoar).

3 | Average weight / Cpenwsis
macca

189.36 mg / 189,36 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNMpogykr cooteeTcTayeT Tpebosanuam H | 3aknwouvenHme: OQOBPEHO

Checked by QC In-Charge /. ;5\
[lokymeHT nposepeH OKK: “@41 o1

Approved by QA In-Charge / | ;
NokymeHT ofoBpeH OOK: ‘@ 5

Date/ 4~ a4 .
Nara: 16207 -263)

Date / ; = .
L0 202
[arta: .
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CERTIFICATE OF ANALYSIS
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / lara npousBojcTea:

Batch No / Cepust Ne: 481129 Batch Quantity / Oobem cepun: 5849 packs / ynakoBox
AR No / Anamnrageckuii oruer Ne : ARF/160/2021 |Date of Analysis / /lara anmannza: 15.07.2021
06/2021 Date of Expiry / 'ogen no: 05/2024

Analysis performed according ND / Anamus nposeagn mo HJI: TIN013745/01-091017, M3m. Ne 1 or 17.04.2020

No Test / ITokazarean

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTD NO Macce

Complies / CoorBeTcTBYeT

18/20 tablets NMT £ 7.5 % / 18/20 ne Oonee = 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6Gonee + 15%

5 | Loss on drying / I[Totepsi B- 2.2% -

MACcCe TP BLICYITHBAHIH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 83-92%

PacTeOopenHe

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenHo3umos uepes 120 mun

7 | Uniformity of Dosage units / AV=49

OnHOPOAHOCTL AO3UPOBAHHA

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.

ITokazarens npuemiuemoctu st n=10 AV <L1.

B cnyuae, ecnu 3Havyedue AV npessimaer L1,
MPOBOAAT MCIbITAHKE Ha crenyoiux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3HaueHust Xi JOJKHBI
YIOBJICTBOPSTD HEPABEHCTBY:

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

'| L1 =15,0,L2 =25,0.

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE OMpesieneHne

(Cnekrpodoromerpus)

14.04 mg/tab /

14,04 mr/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 go 115,0 %)
CEHHO3HUJIOB B TepecyeTe Ha CeHHo3ua B B onHOM
TabyeTke.

Remarks : The Product conforms to ND/
Mpumeuanune: MpoaykT cooTeeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge [ =~ i il
JokymeHT nposepeH OKK: »{% Nan <€ HokymeHT ogobper OOK: \Zﬁ 1=
Date/ 4 - ry: Date / I 6. A

el TP ¥ | LG« 0 2602-)
[ara: ] T- 2521 Hara:
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CERTIFICATE OF ANALYSIS -
CEPTUDOHKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481129 Batch Quantity / Oobem cepun: 5849 packs / ymakosok
AR No / Apammarngecknii orger Ne : ARF/160/2021|Date of Analysis / lata apamaza: 15.07.2021
06/2021 Date of Expiry / I'ogen io: 05/2024

Date of Mfg / Jlara npousBojcTBa:

Analysis performed according ND / Anamms nposenén mo HJ/L: IT1N013745/01-091017, U3m. Ne 1 or 17.04.2020

Ne Test / lokazatenn Resuit / PesyabTaThi Specification / Hopma
9 Content of Methyl 0.042 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHImaparuapokcubensoara 0.042 Mr/Tab
(BDXKX) '

10 | MICROBIAL LIMIT TEST/ Muxpobuonoriyeckas 4ucToTa

10a) | Total Aerobic microbial count /
OO01uee 4ucno a3poOHbBIX <10 Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPIaHH3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /r
count / O6uee yucino <10
IUIECHEBBIX H JIPOXKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10” / g / He 6onee 10 /r
bacteria/ Ycroiiuusele k
JNeHCTBUIO XKEM4H
rpaMoTpUlaTeNbHble DakTepHn

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcTBue B 11

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyrcreueB 1 1

1060 | Salmonella Absent / OtcyTcTByHOT Absentin 10 g /OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuadue: MNpoaykr coorseTcTayeT Tpebosanuam HO

Conclusion : APPROVED /
3akmouenue: OQOEPEHO

Checked by QC In-Charge / , =)
[lokymeHT nposeper OKK: 4—? 2lane

Approved by QA In-Charge / _ ; ¢—
[lokymeHnT ogobper OOK: %4 :

Date /

fara: 16.aY. 2021

Date /

[ara: WG €7 202
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CERTIFICATE OF ANALYSIS
N CEPTHDPHUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481129

Batch Quantity / O0bem cepumn: 5849 packs / ynakosok

AR No / Arannrigeckuii orger Ne: ARF/160/2021

Date of Analysis / /laTta amammsza: 15.07.2021

Date of Mfg / lata nponssoacrea:  06/2021

Date of Expiry / I'onen no: 05/2024

Analysis performed according ND / Anamz nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens Result / PesyabTats Specification / Hopma
Package / V' g
K S R &azlﬁ%:téry;::::?f(‘a Altaliets Package / Ynaxogka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2

110 NIPHMEHEHHEO.

aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerox B
Onucrep U3 IIeHKH
HOJIMBHHUIXJIOPUHOH
(moNMM3THNAEHOBOI/
MOJHBUHUIAEHXJIOPHIHOMN ) U
amOMHHHIEBO# donery, no 25
OyMcTepOB B KAPTOHHYIO [TAYKY
C BIIO>KEHHEM 25 HHCTPYKLMit

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 OIMCTEp M3 MIIEHKH TPEXCIOMHON
(IIBX/II2/IIBJIX) u amomunuesoi gonsru, ITo 2
uaH 3 6nucTepa BMECTe ¢ HHCTPYKLHEH 110
MPUMEHEHHIO B KapTOHHYHO nadky. [To 20 TabneTok
B ONTHCTEp M3 MIEHKH MOMHBHHHIXIIOPHAHON
(monuaTHAEHOBOH / IONHBHHHUIIICHXIIOPHIHOM) 1
aHOMHHHEBOH Qonery, mo 25 6aucTepos B
KapTOHHYIO Ma4Ky C BIOKEHHEM 25 MHCTPYKUMIi 11O

NMPHMEHEHHIO.
12 | Labeling / Mapxuposka According to ND /
B cooTsercTeuu ¢ HJI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npy Temneparype He
XpaHeHHs Boire 25 °C.
14 Shelf life / Cpox rogxocTu 3 years /3 roma

Remarks : The Product conforms to ND/

Mpumeyanue: Mpoaykr coorsetcreyet TpebosaHuam HA | 3axmwouenue: OAOBEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /_ ) Approved by QA In-Charge / __, o -
HokymeHT nposepeH OKK: \‘B‘?' ol R HokymeHT ogobper OOK: %L/
DatEI . i 5 C\'l Datel ir e e .

[ara: 507 Al Jara: 697 202
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