Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484064

| **Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/1 0

Quantity released: 5849X25X20's

Marketing Authorization Number: N013745/01 (Product Registration No.)

Name and address of
Marketing Authorization
Holder:

Cipla Ltd., Peninsula Business Park

Lower Parel, Mumbai, India

Strength / Potency :

Senna extract equivalent to 13.5 mg of Sennosides

A &B as Calcium Salts.

Dosage form :Uncoated Tablets

Package size : 25X20’s

Type of Pack : Blister

Mfg. Date :07/2024

Expiry date :06/2027

**Pack before : NA

(Incase of products (Pellets / Tablets) packed in fibre /f HDPE drums.)

Name and address of
Manufacturing site /
Packaging site / Testing
site

Simchem Pvt.Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,
Goa-403512

India

Manufacturing
Authorization Number /
Licence or Certificate of
GMP Compliance of a
manufacturer

: GO/DRUGS/576/L

Results of analysis

: Certificate of analysis attached

Comments/remarks

*Packing lot/ batch number should be mentioned.

“*Write NA if not applicable
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Cipla Ltd.

BATCH RELEASE CERTIFICATE

(FOR RUSSIA / BELARUS)

Generic Name :Sennoside Tablets 13.5mg

Brand Name :Senadse

*Lot / Packing Batch number :484064

Certification statement

. | hereby certify that the information is authentic and accurate.

This baich of product has been manufactured, including
packaging and quality control at the mentioned site(s) in full
compliance with the GMP requirements of the Regulatory
Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to
be in compliance with GMP and the Technical Agreement
between Cipla and Dr. Reddy’s Laboratories SA

without deviation )(or with deviations assessed as having no

effect on the quality of the finished product. Details of any such
deviations are appended).

The batch is hereby released for supply to Dr. Reddy’s
Laboratories SA

Name and position/title and
address of person

authorizing the
release

batch

: Jyoti Shetye.

Head Quality .
Simchem Pvt. Ltd.

Plot No. 60-65,

Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512

India

Signature of person

authorizing the
release

batch

L

Date of signature

2.2..0¥: 202N
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTUDOUKAT AHAJIM3A .
- : Pagelof4/Crtp.1u3 4
Product: SENADE TABLETS 13,5 mg IlpoavkT: CEHAJIE", TABJETKH 13,5 mr
Batch No / Cepns Ne: 484064 ' Batch Quantity / O6bem cepuu:  5849packs / ynakoBok
‘| AR No / Ananurnaeckuii oruer Ne : ARF/136/2024|Date of Analysis / lata ananmza:  16.08.2024
Date of Mfg / Jlara npoussoacrsa:  07/2024 Date of Expiry / I'ogen go: 06/2027

Analysis performed according ND / Anasin3 nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThl Specification / Hopma

Test / [lokasare/b

1 | Description / Onucanue 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. / [Tnockne kpyrabie TabneTky co
CKOIIEHHBIMHU KPasMK OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOrO LBETa ¢ BKpamieHuaMu. Ha onnoii
cropone TabneTku BelAaBneHo cnoso «CIPLA», na
IpYToH - IHHUA pa3ioma.

2 | Identification / IToanuHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBeTCTBYET OkpaiuyiBaHue aMMHMaYyHOr0 PAcTBOpPa B KPacHBIA
AHTPaXHHOHOBBIE TITHKO3HIbI fher.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunmnaparapokcuden3oat corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPpKMHBaHHA OCHOBHOIO MHKA Ha XpoMarorpamMme
HCOBITYEMOI'0 pacTBOpa A0JKHO COOTBETCTBOBATH
BpEMEHH YAeP)KHBAHHA OCHOBHOTO ITHKA Ha
XpomaTorpaMMe CTaHIapTHOTO pacTBOpa
merunnaparuapoxcubensoara (pasaen
«Merunnaparnapokcubensoar).

3 | Average weight / Cpeanss 186.03mg / 186,03mr 189.99 mg £7.5% / 189,99 mr +£7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: Mpoaykr cooteeTcTayeT Tpebosanuam HO | 3akmoverrie: OQOBEPEHO

Checked by QC In-Charge / £ Approved by QA In-Charge /
[okymeHT npoeepeH OKK: %g [okymeHT ogobpeH OOK: /’

Date / Date / 0% .o\
[lara: le-D8 202y [ara: L2:o ’

FMQC003-15-09

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
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page2 of 4/ Crp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

|Batch No/ Cepusn Ne: 484064 Batch Quantity / O0bem cepuni:  5849packs / ynaxosox
AR No / Ananurnueckuii oruer Ne : ARF/136/2024 |Date of Analysis / [laTa ananm3za: 16.08.2024
Date of Mfe / ata npoussonerea:  07/2024 Date of Expiry / Topes po: 06/2027

Analysis performed according ND / Auanus npopeaén no HJ/I: TI N613745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, mam. Ne 1 o1 09.07.2024

No

Test / [Moka3zaTens

Result / PesyabTaThbl

Specification / Hopma

Uniformity of weight /
OnHOPOAHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne bonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

Loss on drying / [Totepa B 2.0%

Macce NpH BBICYLITHBaHHUH

NMT 6.0 % / He Gonee 6,0 %

Dissolution / 77-87%

Pacrsopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cenHo3uaoB yepes 120 MuH

Uniformity of Dosage units / AV =59

OnHOPOAHOCTE JO3HPOBAHHS

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 ="15.0; 1.2 =25.0,

ITokazarens npuemnemocts o n=10 AV < L1.

B cnyuae, ecnu 3HaueHHe AV npesbiwaer L1,
MPOBOAAT UCTILITAHHE Ha cleayrourx 20 obpasuax.
Jnsin=30 AV <L1. Bce 3HaueHUs Xi LOIKHBI
YIOBJIETBOPATH HEPABEHCTRY:

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

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

Assay (Spectrophotometry)
KonuuecTBeHHOE OnpeneneH e
(CniextpodoToMeTpHs)

14.08mg/tab /

14,08mr/Tad

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 a0 115,0 %)
CEHHO3HIOB B nepecqe’re Ha CEHHO3 M1 B B ()Ll}-[()fi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootBeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3akntoueHue: OQOBPEHO

Checked by QC In-Charge / %f s}

[JokymeHT nposepeH OKK:

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

At

Date /

flarra: te - D?‘Q_D’Z_Lf'

Date /

Jierra: 2. 2.~0Y 22 Y

FMQC003-15-09

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
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CERTIFICATE OF ANALYSIS
CEPTHRHUKAT AHAJIM3A

Cipla

Page30f4/Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfg / laTta npon3soacTBa:

Batch No / Cepusn Ne: 484064 - |Batch Quantity / O6bem cepun:  5849packs / ynaxosok
.|AR No / Ananuruuecknii oruer Ne : ARF/136/2024 Date of Analysis / lata ananuza: 16.08.2024
07/2024 Date of Expiry / I'onger go: 06/2027

Analysis performed according ND / Ananus nposeaén no H/I: I1 N013745/61-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / IlokazaTenn

Na Result / PesyabTarhl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHINaparuapoKcHGeH3oara

(BIKX)

0.039mg/tab

0,039Mmr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuoiorudeckas YncToTa

10a) | Total Aerobic microbial count /
OO0mee ynucno adpoOHBIX 10

MHKPOOPraHH3MOB

Not more than 10* cfu/ g / He Gonee 10 /r

10b) | Total combined yeast and mould
count / OGuiee uucio
MJIECHEBBLIX H APOACGKEBLIX

rpuos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Yeroitunssie K
JeCTBAIO KeJTUH

rpaMoTpHLaTeNbHbBIe OaKTepun

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT

Absentin | g/ OtcytctBueB I ¢

10 ¢} | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcytcrBue s | r

10 1)

Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g / OtcytctBHe B 10 g

Remarks ' The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTBYET TPeboBaHUAM HO

Conclusion : APPROVED /
3aknwuenue: ONOEPEHO

Checked by QC In-Charge /
NokymeHT nposepex OKK: Qﬁtj

Approved by QA In-Charge /
OokymeHT ogobper OOK:

G

Date /
[ara:

It o 7—02,(1

Date /

Herm: 2. oF . 202y

FMQCO003-15-09

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
CEPTHO®UKAT AHAJIM3A

Page40f4/Crp.4u34

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAI[E_@, TABJETKH 13,5 mr

| Batch No / Cepun Ne: 484064 Batch Quantity / O6nem cepun:  ~ 5849packs / ymakonoi
AR No / Ananurnueckuii oTuer Ne : ARF/136/2024|Date of Analysis / lata anannza: 16.08.2024
07/2024 Date of Expiry / Togen go: 06/2027

Date of Mfe / lata nponsBojcTBa:

Analysis performed according ND / Ananus npoeenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTaThi Specification / Hopma
Test / [TokasaTennb
11 | Package / YnakoBka Packace / V - 20 tablet .
& ina: ':1?:ter 1:::1(:]:;‘3 S Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
sl o5 Misterscwity | 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in |CArtON. 20 tablets in a blister made of PVC
a carton. / TIo 20 Ta6neToK B /PE/PVDC film and aluminum foil, 25 blisters with
ﬁmm"ep' o 25 patient information leaflets in a carton. / ITo 20
- 2 TabneTox B GnUCTEp N3 TNIEHKU TPEXCIOHHOI
MOJUBUHMITXIIOPHIHOM
(HOJ]H3TP{J'IEHOBE’) ;1,1’[ (MBX/M3/MBJAX) u amoMunuesoii gonsra. ITo 2
S EGs AN unn 3 6mucTepa BMecTe ¢ MHCTPYKLIHEH Mo
amoMutesol domsru, o 25 OpHMEHEHHIO B KapToHHYI0 nauky. Ilo 20 tabnetox
I— Kapmﬂﬂy’w naqicy | B OMCTED H3 MUIICHKH MOMHBHHIIXTOPHIHOH
C-BJIO)KGHHCM Y - ©  |(noausTuneHOBOI / NONMBHHIIAEHXIOPHAHON) U
R o i mOMHUHHEBOH (posbry, Mo 25 6MUCTEpOB B
P . KapTOHHYIO MayvKy ¢ BIOKEHUEeM 25 MHCTPYKIHii mo
HPHMEHEHHI{L
12 | Labeling / Mapkuposka According to ND /
B cooTetcTeun ¢ H]J
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TeMaepartype He
XpaHeHus BhILe 25 °C.
14 Shelf life / Cpok romHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTseTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge / %E o

HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

B

Date /

[ara: b« £l Tty

Date /

Jara: 22 0% 2024

FMQCO003-15-09

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




MASTER FORMAT

- Authorized By (QA Head)

.....

';n.- e

- ~ it

. SIMCHEM PV, LTD, :
* PLOT No. 60-65,

Titie

PACK STOCK INSPECTION CHECKLIST -EXPORT

TUEN INDUSTRFAL ESTATE,
TUEM ,PERNEM,
p 4‘6351_2‘, ~ Ref, Doc. No. | QA/043 Page No. 1of2
INDIA.
Previous Product Name: _ Senade  Tablet _ Previous Batch No._*810¢3 LineNo.:_1, 1

Product Name:

Senade  Tablet

*EXPORT/LOCAL: 3u55250 [10

Mig. Date: 07/2024

BatchNo. :_4-84064

Date of inspection: from

£70. 000 Kq§

Baiel size:_3000000 oS
05.08. 2024 to 07:08.20%4

Keys: V= complies/OK NA = Not-Applicable
- =No defects ate observed X= Does not comply
Sr. . SHIPPER NUMBER
No. DEERGES 0i 13 25 3z kY g4\
1. | Shipper Top / Bottom Taping — > v | v v e R
2. | Shipper Overprinting / Labeling ~ v v - — v\
13, | Packer Name ' ~ \PadnyaiSeja) |shivani |Shuphegii Nillmd | Pradnya ‘
4. | ShippérFill Value(loox25x20'S) v — -~ — - v # | | (4qx] 25%208
5. | Bundling Quality / Pouch Quality nA A NA R nA HA
6. | Outer Carton Overprinting NA NA NP b | ONA | NA \
7. | Inner Ctlwu oerialization v ~ v — - — \
g | Cracked/half tablet/Broken tablets ) - - - - \
] edges. -
$,. | Missing Leaflet - - — — - ~ -\
10. | Blister Qverprinting / Smudging » » » \/ y _ X
Embossing
11. | Missing units/Extra units - - - - & - B
12.. { Broken/chipping/ molted Tablets - o — S - - \

[ 13. | Spot/ Powder In Blister / Tablets. - = - = - = \ N ‘
14.. | sticking / Picking - — ~ = = - RTINS e
15 -Sealing/foil/ pinhole/ forming B _ :

{ 77 | defects - - - P \

| 16 | Blister /Wrinkles / Tmproper & B B B \

" | Knurling/ Tormn pocket - -
17 Foreign Product/Foreign/ - B B B \
“" | extraneous Material - B
1s, | Wrong appearance/different shape N - B - R \
" [ of tablets/blister B
15. | Colour of tablets e e e ~ A ~/
20. | **Other defect 5 - = o - _
- 21. | Total Defects —~ - - . - = \
22. | Total replaced Units NA NG NA | R A NA \
7 ShippeL wmghl Qfﬂadlﬁh.ippf:[ afier {9 790 20930 [90.910 {90880 [ 20790 1}1.180 \
* | inspection (kilogram/gram) ‘ '

Confidential Document

Restricted circulation
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FORMAT NO.: FMQA048-02-00




LOF

Aut‘mrized By (QA Head)
| Sign & Date: VA;LQ

MASTER FORMAT 8 A
SIMCHEM PVY. LTD. - [ §
S 1?;_1—‘3—[- No. 60-65, Title PACF STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRIAL ESTATE, o
TUEM , PERNEM, - . )
GE);-\.-— 403512, Kef. Doc. No. | QA/048 Page No. 2 0f2
INDIA.
. : : : : : e
Done By Sng_‘nﬂ\ 3nﬁ‘”°\ SF\QV‘G' gneh“\ Sni""o\ Sf\éhﬁ\ \\ ,6(}07 p3- 24
* Cheeked By 060824 1pg.08:25| 060824 1060824 | g7. 08 24 | 07.09% S

*(For export mention the export order no.).

FINALINSPECTION CHECKLIST:

Total shippers packed in 58 Pull + ol 10ase Total shippers checked in batch Y
: Batch ‘ : |
‘ Total Quantity packed 5319 % 25X 20'S | % of Pack Stock carried out on 10°/
batch ’

Defect Observed -

** If any Other defect observed

' | Nature Of Defect Observed ( Critical, Major, Minor)

| Action Plan For Defect Nt
Corrective Action And Preventive Action ( CAPA) NA
{ If Applicable For Details Enter CAPA Number) oy
Decision For-Further Pack Stock Inspection N
Total Replaced Unit Biister/Carton/Shipper A

: o
Certifted }’:Iy:‘___)ﬁ“'t 0)-0% L Rechecked By: ‘ED 01-0%-24

(Packing Officer)

{QA Officer)

)gp)\c_ap
Approved By: 5 o8 “2e24

(Quality Assurance Head / Executive)

Confidential Document

Restricted circulation

0208 24

FORMAT NO.: FMQA048-02-00




