Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHEAT AHATHIA

Pagel of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaysr: CEHAJIEY, TABJIETKH 13,5 mr

Baitch No / Cepna Ne: 481021

Batch Quantity / O6sem cepun:

5843 packs / ynaxosox

AR No [ Amanaraaeckwii oraer No : ARF/038/2021 |Date of Analysis / Tara amamnsa:  11.02.2021

Date of Mfg / Mara nponssoacrea:  01/2021

Date of Expiry / Tonen go:

12/2023

Analysis performed according ND / Amamm nposenén no HJ[: [T N013745/01-001017, Mam. No 1 ot 17.04.2020

Ne Test / Hokazarens

Result / PesyabTaTs:

Specification / Hopma

1 . | Description / Onucasmne

Complies / Cootsercrayet

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, / Inockue kpyrase Tabnersu co
CROLIEHHEIMH KPAAMH OT KOPHMHEBOTD 0 TEMHO-
KOPHUHEBOND UpeTa ¢ srpanncanamy. Ha opHodi
cTOopoHe TabneTkr ebigasneqo cnoso «CIPLAY, Ha
APYTOi - THHHA PA3N0MA.

2 | Identification / IToxnuEHOCTE

2a) | Anthraquinone glycosides /

AHTPAXHHOHOBHE [IHKDZHIE

Complies /
CooTBeTCTEYET

Ammoniacal solution turns a reddish colour /
OKpaHBAHEE AMMHAYHOID PACTBOPA B KPACHBIH
LBET.

2b) | Methyl Parahydroxybenzoate
(HPLCY/
MeTtnnnaparuapokcHbeH30aT

(BOHX)

Complies /
CooTeeTcTyeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
iMethyl Parahydroxybenzoater) / Bpema
YACPHHBAHHA OCHOBHONO MHKE HA XPOMATOIPAMME
HCMBITYEMOTO PACTBOPA LO/DKHO COOTEETCTBOBATE
BPEMEHH YIEPWKHBAHHA OCHOBHOTO NHES Ha
XPOMATOTPAMME CTAHIAPTHOID PACTEODA
MeTHANaparnapokcHien3oara (pasnen
«MernnnaparaapoxcnbesioaT).

3 | Average weight / Cpenuns
MACca

18813 mg / 188,13 mr

189.99 mg £7.5% / 189,99 mr £7,5%

1

Remarks : The Produst conforms to ND/

Conclusion : APPROVED /

Npumeyanwe: MpogykT cooreercreyet TpeSosaHuaM H | 3akmouenue: OLOBPEHO A
Checked by QC In-Charge / = Approved by QA In-Charge /

[JlokymenT nposepeH OKK \H vlane JokymenT ogoBper OOK:

Date / : Date /

Dara: HEm . a0 Jara: 120 02 20>

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40001 3, India.
At : Simchem Pwvt, Lid., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
iy CEPTHOHEAT AHAJTMIA

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoavir: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / JlaTa npon3isoacrea:

Batch No / Cepna Ne: 481021 Batch Quantity / O6bem cepun: 5848 packs / ymaxoroxk
AR No / Anamwrriraeckmii oraer Ne : ARF/038/2021|Date of Analysis / Jara anamasa:  11.02.2021
01/2021 Date of Expiry / N'omen no: 12/2023

Analysis performed according ND / Amamns nposeagén mo HJL: [T N013745/01-091017, Ham. Ne 1 o 17.04.2020

Nie Test / MokazaTens

Result / PesyauTaTh

Specification / Hopma

4 | Uniformity of weight /
OnHopOAHOCTE N0 Macce

Complies / CooTeeTcTyeT

1820 tablets NMT = 7.5 %/ 18/20 ne Gonee + 7.5
Yo
2/20 tablets NMT £15% / 2/20 ne Bomee + 13%

5 | Loss ondrying / loteps s 3.3%

MACCE TIPH BBICYITHEAHIH

NMT 6.0 % / He Goxee 6,0 %

6 | Dissolution / 84-B9%

Pacreopenne

NLT 70 % (Q) of sennosides in 120 minutes
He mence 70 % (Q) cennosnnor vepes 120 mun

7 | Uniformity of Dosage units / AV=52

OnHOpPONHOCTE AOIHPOBAHMA

The acceptability index forn= 10 AV =L1.

In the case where the value of AY 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.

Ll1=150;L2=250.

IMokazarens npuemaemocTs ins n=10 AV < L1,

B cayuae, ecnu 3navenne AV npensnmaer L1,
TIPOBOJIAT HCMMITAKKE HA caeaylomax 20 ofpasuax.
Jna n=30 AV <L1. Boe 3HA9eHAA Xi TOMKHEL
YAOBNETEOPATE HEPABRHCTRY:

M-xi] < 0,01 = L2 = M.

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

8 | Assay (Spectrophotometry)
KonpyecTseHHOE ONpeasneHHe

{CnexrpodoTomerpis)

13.94 mg/tab /

13,94 mriTab

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 (o7 90,0 go 115,0 %)
CCHHOIMAODR B MepecusTe Ha cennodua B B oaHol

Remarks : The Product conforms to NDOV
Mpumeyanwe: MNpoaykT cooTeeTcTEyeT TpeBosaHuam HO

Conclusion : APPROVED /
3awmouenwe: OOQOBEPEHO .

Checked by QC |n-charge(_$m -

Approved by QA In-Charge / }
Dokyment opoBper O0OK:

HokymenT nposeped OKK. ™ _—
Date/ Az 22 Date / i :
oL et j2r 02 202

FMQC003=15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHKAT AHAJIH3A

Page3of 4/ Crp. 3 mus 4

Produci: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 481021

Batch Quantity / O6sem cepan: 5848 packs / ymakosok

AR No / Arananriaecknii oruer Ne : ARF/038/2021 |Date of Analysis / lara amamnsa;  11.02.2021

Date of Mfg / lara npomssoncrsa: 0172021

Date of Expiry / U'ogen ao:

12/2023

Analysis performed according ND / Anawis nposengn no HJL: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokaiaTens Result / PesyabTars Specification / Hopma
9 | Content of Methyl 0.046 mg/tab / 0.028 = 0.056 mg/tab. / Or 0,028 1o 0,056 MriTab.
parahydroxybenzoate(HPLC)/
o vacrnn 0,046 wr/rab
meTHanaparnapoxcubenloara ;
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoBuonoriueckas aucToTa

10a) | Tatal Aerobic microbial count /

Ofuee uncno axpobusx <10 Not more than 10 cfi/ g / He Goxee 10 /r
MHKPOOPTAHHIMOB
10B) | Total combined yeast and mould Not more than 10" cfi/ g /He Gonee 107 /r
count / O6mee uncao <10
TIECHEBBIX H OPOMHEBLIX
rpuiion
We) | Bile tolerant gram-negative Absent /OreyTeTeyior Not more than 107 / g / He Gonee 107 /r
bacteria/ YeTofiunssie k
AEHCTBHI BETIH
rPAMOTPHIATENEHEIE BaKTepHH
10d) | Staphylococeus aureus Absent /Orcyrersytor Absent in 1 g/ Orcyrerenen 1 r
1<) | Escherichia coli Absent /Orcyrersyior Absent in 1 g / Orcyreraue s I - |
100 | Salmonella Absent / OreyTersyor Absent in 10 g /Orcyrereme s 10 g

Remarks : The Product conforms to ND/
NMpwmeuanne: Npoagykr cooteaTcTeyeT TpebosaHuam HO

Conclusion : APPROVED [
Jaknmovenwe: OQOBPEHO

Checked by QC In-Charge
DNokymeHt nposepex OKK: (:L%a Ve

Approved by QA In-Charge f T
Nokyment opobpen 00K

Date /
Oara:

{1:02 2021

E:th:'; 1202 202f

FMOQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd, Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




L

Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAITH3A

Paged ofd / Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

| IMpoaykT: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun No ;481021 Batch Quantity / Odbem cepun: 5848 packs / ynakosok
AR No / Anamrramecknii oruer Ne: ARF/038/2021 | Date of Analysis / lata apanmaa: 11.02.2021
Date of Mfg / lara npomssoacrea:  01/2021 Date of Expiry / Togen no: 1212023

Analysis performed according ND / Anaan: nposenén no HJI: I1 N013745/01-091017, Mam. Mo 1 ot 17.04.2020

Ne Test [ logazaTean Result / PesyapraTe Specification / Hopma
11 | Package / Yna ckage / Ynakoska - : ot
= ﬁfa bli “;Ym adez? T 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 | e informa! tion leafiet in &
| 25 patient information leaflets in aroc. 20 tablets in 2 blister Rof VL :
o carion. 7 T 30-TaEReTCE: [PE/PVDC film and aluminum fisil, 25 blisters with
- - o TR 25 patient information leaflets in a carton. / ITo 20
i Tabnerox B DMHCTEP M3 MNEHEH TPEXCNOANOM
NOTHBHHIIXAOPHIHOH o
———0 (MIBXATTIBIX) n amomunnesoit doneru. 1o 2
e 3 GrHeTepa BMECTe ¢ HHCTPYKUHeH no
NOIMBHHHAIEHXTOPHAHON) H
| O lbﬁﬂl;‘ll, nc)ZS NpHMEHeHHID B KApTORHYH0 nauky. [o 20 tabnerox
; e sieiis B DAHCTEP K3 MUIEHKH NOTHEHHHAIKIOPHIHOH
& Bmmpfmcu 25' Hﬂw | (nonworrienoeof / nommBRmHICHXIOPHARDIT) 1
} A SER i amoMuHEesoil honery, no 25 Gancrepor B
| o X KAPTOHHYIO MAYKY C BIOMEHHEM 25 HHCTPYKUHI No
| NPHMEHEHHIO,
12 | Labeling / Mapenposxka According to ND /
B cooreercrenn ¢ HJJ,
13 | Storage conditions / Yenosun In a dry place, at temperature below 25 °C. / B cyxom MeCTe NPH TeMIICPATYPE HE
XpaHeHHA suime 25 °C.
14 | Shelf life / Cpok romrocTH 3 vears/ 3 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanwe: NpoaykT cooTeeTcTeyeT Tpebosaquam HO | 3aknwoyenwe: OOJOBPEHO .
Checked by QC In-Charge / Approved by QA In-Charge / Ak
JokymenT nposepex OKK: @7‘ ane JokymeHT opoBpen OOK: M

Date /

1-O0Z2-202
Jara: 1 1

Date /

r D2 220
Jara: D‘{

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At ; Simchem Pwvi. Lid., Plot No. 60-65, Tuem [ndustrial Estate, Tuem, Pernem Goa -403512




