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Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481181

Batch Quantity / O6sem cepan: 5850 packs / ynakoBok

AR No / Anammragecknii order Ne : ARF/235/2021|Date of Analysis / laTa amamnsza:  15.09.2021

Date of Mfg / lara nponssoacrsa:  08/2021 Date of Expiry / I'ogen no: 07/2024

Analysis performed according ND / Anamis nposenén no HJL: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / [TokazaTens

Result / PesyasTaThbl Specification / Hopma

1 | Description / Omucanue Complies / CooTseTcTByeT 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. / TInockue kpyrisie TabneTky co
CKOIIEHHBIMH KPAsIMH OT KOPHYHEBOTO JIO TEMHO-
KOPHYHEBOrO LBeTa ¢ Bkparuennamu. Ha onnoii
cropone TabneTku Beigasneno cnoso «CIPLA», Ha
JIPYTO# - THHHA Pa3ioMa.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTBYyeT OkpaiiBaHie aMMHAYHOIO PacTBOpPa B KPACHBIH
AHTpaXHHOHOBBIE [THKOZHIbI 7 e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTeeTcTByeT chromatogram of the sample solution should
MeTtunnaparagpoKcHOeH30aT corresponds to the retention time of the principle
(BRXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KHBAHHA OCHOBHOTO ITHKA HA XPOMATOrPamMme
HCMBITYEMOIO PACTBOPA HOJDKHO COOTBETCTBOBATh
BPEMEHH YAEPKHBAHNA OCHOBHOTO TIHKA Ha
XpOMAaTOrpaMMe CTaHIapTHOrO PacTBOpa
MeTumnaparuapoxcutensoara (pasmen
«Mermmnaparuapokcubenzoar).

3 | Average weight / Cpennas
macca

18869 mg / 188,69 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykt cootsetctayeT TpebGosaHuam HO | 3akntovenue: ONOBPEHO

Checked by QC In-Charge { 3\\
JokymeHT nposepeH OKK: \1 ant

Approved by QA In-Charge / T ,
NokymeHT oaobpeH OOK: %ﬁﬁ/

Date l 1 g"\‘ o (‘ s ZCJ :}_1
Jara:

Date /

\"1-0%: 720
[ara: Vo2
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481181 Batch Quantity / O6bem cepun: 5850 packs / ynakopox
AR No / Ananutnyeckmii orger Ne : ARF/235/2021|Date of Analysis / lara anannsa: 15.09.2021
08/2021 Date of Expiry / I'ogen mo: 07/2024

Date of Mfe / Jlara npou3ssojcrsa:

Analysis performed according ND / Ananus nposenén o HJI: I1N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Mokazatennb

Result / PesyasTaTsi

Specification / Hopma

4 | Uniformity of weight /
OnaHOpOAHOCTE MO Macce

Complies / CootsercrByer

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

5 | Loss on drying / [loTepsie 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce NP BLICYIIHBAHHH
6 | Dissolution / 80-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosznaor yepes 120 Mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV <L1.

O,E[HOPOI[HOCTB AO3UPOBAHUA

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=15.0;L2=25.0.

IMToxazatens npuemnemocts i n=10 AV <L1.

B cnyuae, ecnu 3nauenue AV npessimaer L1,
MPOBOJIAT UCTIBITAHKME Ha cnexyrournx 20 obpaszmax.
Hst n=30 AV <L1. Bce 3naueHus xi JOMKHBI
YIOBNIETBOPATH HEPABCHCTBY:

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

L1=15,0;12=250.

8 | Assay (Spectrophotometry)
KonuuecrseHHoe onpenenenue
(CoexrpodoTomerpsi)

14.03 mg/tab /

14,03 mr/rab

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 %)
CEHHO3HJIOB B [epecyeTe Ha CeHHO3uA B B omHOI
Ttabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpogykr cooteetcTeyet TpebosaHusam H/

Conclusion : APPROVED /
3aknouenue: OOQOBPEHO

Checked by QC In-Charge l’“l?

NokymeHT nposepeH OKK: {5 ¢)cim e

Approved by QA In-Charge / -
DokymeHT ogobper OOK: 3

Date /

Hata: {15 oq-2021

Date /

\1-29- 202
Hara:
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481181 Batch Quantity / Oobem cepun: 5850 packs / ynakosox
AR No / Asamuruaecknii orger Ne : ARF/235/2021|Date of Analysis / /lara amannza: 15.09.2021
08/2021 Date of Expiry / I'onen no: 07/2024

Date of Mfe / /laTa npou3BoacTBa:

Analysis performed according ND / Anamas nposeaén mo HI: TI N013745/01-091017, 3m. Ne 1 o7 17.04.2020

Ne Test / Ilokazarean Result / PesyabTaTsl Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/rab.

parahydroxybenzoate(HPLC)/
Copepsxanue
MeTuIIIaparuapokcuben3oara 0.047 mr/Tab
(BOXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoOunonornyeckasi 4HCTOTa

10a) | Total Aerobic microbial count /
OOmee wucno a3podHbX <10 Not more than 10° cfu/ g / He Gonree 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfi/ g /He Gonee 10° /r
count / Obmee qucIo <10
IUIECHEBBIX H JIPOMOKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He 6onee 10° /r
bacteria/ Ycroiiuupbie k )
NEHCTBHIO KeJT4H
rpamMOTpHLATEIbHbIE DaKTepHH

10d) | Staphylococcus aureus Absent /OTcyTCcTBYIOT Absentin 1 g/ OrcyrctBue B 1 r

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrcTtBUeB I T

10 ) | Salmonella Absent / OrcyreTBytoT Absentin 10 g /OtcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MpogykT cooreeTcTByeT TpebosarHuam HI

Conclusion : APPROVED /
3aknouenune: OJOBPEHO

Checked by QC In-Charge i_\ ~
NokymeHT nposepeH OKK: F-\ 1cun ¢

Approved by QA In-Charge /
HokymeHT onobper OOK:

T

Date /

01 2072
fara: 15 q 229

Date /

\7.eq.202-\
[fara: A=
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481181 Batch Quantity / O6bem cepun: 5850 packs / ynaxkosok
AR No / Ananariaecknii orger Ne :  ARF/235/2021|Date of Analysis / /lara anamusa:  15.09.2021
Date of Mfg / Jlara npomssoacrsa:  08/2021 Date of Expiry / I'onen no: 07/2024

Analysis performed according ND / Anamas nposengn mo HJ: ITN013745/01-091017, Ham. Ne 1 o1 17.04.2020

Ne Test / loxa3zatensb

Result / PezynbTaTh!

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OnucTep U3 MIEHKH

(nONMATHUIEHOBOMH/

110 [IPUMEHEHHEO.

Package / Ynaxosxa - 20 tablets

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

MOJUBUHWIXJIOPHAHOH

MOJMBUHIWIACHXJIOPUIHOI) 1
AMFOMHHHEBOH (oery, no 25
OnucTepoB B KAPTOHHYIO MAUKy
C BJIOKEHHEM 25 HHCTPYKIIHH

Package / Ymakoexa - 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 ONHCTep M3 TUIEHKH TPeXCIoHHO
(IIBX/TI2/MIBAX) u amomunuesoit gonsru. o 2
Wi 3 OmMcTepa BMECTe C MHHCTPYKLIMEH 110
NpUMEHEHNIO B KAPTOHHYIO mauky. 1o 20 rabnerok
B GuHcTEp U3 IUIEHKH NOTHBHHUIXIIOPH/IHOM
(MONMATHIEHOBOI / NONMBHHUILICHXIOPUIHOM) H
amoMUHHEBOH Qosbry, no 25 GnucTepos B
KapTOHHYIO [MAYKy C BIOXEHHEeM 25 HHCTPYKLUHI 110
MPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercreun ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHsA Bbile 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temriepatype He

14 Shelf life / Cpok rogaocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykT cooTseTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3axmouenue: OQOBPEHO

Checked by QC In-Charge / »
[HokymeHT nposepeH OKK: ﬂg D0 €

Approved by QA In-Charge /
JoxymeHT opobper OOK: %/E

Date /

ara; 8709 202

Date /

[laTta: i s8 Avzony
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