Cipla Ltd.

BATCH RELEASE CERTIFICATE
(FOR RUSSIA / BELARUS)

‘Generic Name :Sennoside Tabiets 13.5mg

Brand Name :Senade

*Lot / Packing Batch number :484101

| **Manufacturing Batch number:NA

Importing Country

‘Russia

Customer :Dr.Reddy’s Laboratories
SA

Sales Order No. :8455250/20

Quantity released: 5845X25X20'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 Tabiets

Package size : 256X20’s

Type of Pack : Blister

Mfg. Date :10/2024

Expiry date :09/2027

**Pack before : NA

(Incase of products (Pellets / Tablets) packed in fibre / 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/DRUGSI/576/L

Resulis 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)

‘| Brand Name :Senade

Generic Name :Sennoside Tablets 13.5mg

*Lot / Packing Batch number :484101

Eertiﬁcation statement

. | 'hereby certify that the information is authentic and accurate.
This batch 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

address of
authorizing  the
release

Name and position/title and

person
batch

: Jyoti Shetye.
Head Quality.
Simchem Pvt. Ltd.
Plot No. 60-65,
Tuem Industrial Estate,
Tuem Pernem,

Goa - 403512
India
Signature of  person 7
authorizing the batch
release
Date of signature Y \0-2024
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / JaTa npoH3BOACTBA:

Batch No / Cepust No : 484101 Batch Quantity / O6uem cepun:  5845packs / ynakosox
AR No / Apanurnueckiii oruer Ne: ARF/186/2024 | Date of Analysis / lata ananuza: 14.10.2024
10/2024 Date of Expiry / T'ogen o: 09/2027

Analysis performed according ND / Ananns nporenén no HJL: I1 N013745/61-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [lokaszarens

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CootBeTcTBYeT

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / TTnockue kpyrasie TabaeTku co
CKOIIEHHBLIMH KpasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BrparexsusiMu. Ha onHoi
cropone TaGneTku BbigasnaeHo coso «CIPLA», Ha
APYroii - IMHKS pa3ioMa.

2 Identification / I[TomuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeeTCTBYET OxpauiMBanke aMMHaqHOrO PacTBOpa B KpacHBLIH
AHTPaXHHOHOBbIE [JIHKO3M/IbI SRt
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBaHHA OCHOBHOIO MIHKA Ha XpoMarorpamMmme
HCTBITYEeMOTO PacTBopa A0MIKHO COOTBETCTBOBATh
BPEMEHH YACPIKHUBAHHSA OCHOBHOI'O MHUKa Ha
XpoMaTorpamme CTaHJapTHOrO pacTBopa
meTuinaparuapokcnbensoara (pasaen
«MeTunnaparnapokcuGeH3oar).

3 | Average weight / Cpenusist
macca

189.77mg / 189,77mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Npumeuanue: Mpoaykt cootseTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3aknwovenune: OQOBPEHO

Checked by QC In-Charge / 0 ¢ P
[OoxymeHT nposepeH OKK: 5%"’

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

B

Date /

[ara: |Hq-lo- 202y

Date /

Oata; 4 -(o.2024

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
- Page2of 4/Crp.2 u3 4

LY

Product;: SENADE TABLETS 13,5 mg IHpomykT: CEHA,I[E®, TABJETKH 13,5 mr

Batch No / Cepnst No: -~ 484101 Batch Quantity / O6bem cepuu:  5845packs / ynaxkosox

AR No / Ananntnuecknii oruet Ne : ARF/186/2024|Date of Analysis / lara anannsa: 14.10.2024

10/2024

Date of Mfg / iaTa npousBoicTBa: Date of Expiry / 'oaen go: 09/2027

Analysis performed according ND / Anann3s nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.67.2024 / I1 N013745/61-180522, uzm. Ne 1 ot 09.07.2024

Ne

Test / MMokasare/ib

Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight /
OQHOPOAHOCTH MO Macce

Complies / CootercTByeT

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

5 | Loss on drying / [ToTeps B 2.1%

Macce npy BeICYLIMBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 Dissolution / 78-96%

PacrsopeHne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) ceHno3nnos uepes 120 mux

7 | Uniformity of Dosage units / AV =356

OHHOPOHHOCTL HNO3UpOBaHHA

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; L2 =25.0.

[lokasarens npuemnemoctd aas n=10 AV <L1.

B cny4ae, ecnu 3Hauenue AV npesbiuiaer L1,
NPOBOIAT MCIbITaAHHE Ha clieaytowux 20 obpa3uax.
g n=30 AV < L1. Bce 3HaueHus Xi JOHKHbL
yIOBJIETBOPATE HEPABEHCTRY:

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

LI=150:1:2 =25.0.

8 | Assay (Spectrophotometry)
KonuuecTBeHHO® OMpeneneHue
(CnextpooTomeTpus)

14,05mr/Tab

14.05mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3HMOB B MepecueTe Ha CeHHO3ua B B ommoit
Tabnetke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootseTcTByeT Tpebosanusam HL

Conclusion : APPROVED /
3aknwouenue: O0OEPEHO

Checked by QC In-Charge / [w e Approved by QA In-Charge / i
[okymeHT nposepeH OKK: ol OoxymeHT onobpeH OOK: @ﬁ
Date/ |4 (0.1o2y Date./ Y-1o-2024

fara: [ara:

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




Cipla

N CERTIFICATE OF ANALYSIS

CEPTHEUKAT AHAJTA3A

Page3 0of4/Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg Mponykr: CEHAJIE", TABJIETKH 13,5 mr

.|Batch No / Cepaa Ne: 484101 Batch Quantity / O%bem cepun:  5845packs / ynakosox
AR No / Ananurayecknii order Ne: ARF/186/2024 |Date of Analysis / lata ananusa: 14.10.2024
Date of Mfg / lata nponseoacrea:  10/2024 Date of Expiry / I'ogen go: 09/2027

Analysis performed according ND / Ananus nposenén mo HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, usm. Ne 1 o1 09.07.2024

Ne Result / PesyabTaTsl Specification / Hopma
Test / IMoka3zaTens
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/tab.
parahydroxybenzoate(HPLCY
Conepxanue
MeTHInaparuapoxkcudeH3oaTa 0,039Mmr/1a6 !
(BDXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoriueckas 4ucToTa

102) | Total Aerobic microbial count /
OO6tuee uncno a3pobHbIX 50

MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / OBLuee uncio
IJIECHEBLIX U JIPONOKEBBIX

rputos

<10

Not more than 107 c¢fu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroliuuBsie K
JIEACTBHUIO HKET4H

rpamMoTpHLaTebHble akTepun

Absent /OTcyTCTBYIOT

Not more than 10°/ g / He Gonee 107 /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin | g/ OrcyrctBue B 1 ¢

10¢) | Escherichia coli

Absent /O1cyTcTBYIOT

Absentin | g/ OtcytctBue B 1 1

109 | Salmonella

Absent / OTcyTcTBYIOT

Absentin 10 g /OtcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTBeTcTBYET TpeGosaHnam H

Conclusion : APPROVED /
3akntoveHune: OJOBEPEHO

Checked by QC In-Charge / »—’f LF
o

Approved by QA In-Charge /

HokymeHT npoBepeH OKK: HokymeHT ogobpeH OOK: %
Date / Date /

" ) . i s
Jara: P L0 Loy et \Y o200 24

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTN3A

-~

Page40of4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEI—IA)],F, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484101

Bateh Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Anasuruuecknii oruer Ne : ARF/186/2024|Date of Analysis / [laTa ananusa:

14.10.2024

Date of Mfg / iaTa npeussoacrea:  10/2024

Date of Expiry /I'ogen go:

09/2027

Analysis performed according ND / Aranus nposeaéu no HJT: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3y/ibTaThi

Test / [lokazaTens

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GaKcTep U3 MIEHKU

(MONH3ITUNEHOBOI/

no MpUMEHEHUIO.

Package / Ynakoska - 20 tablets

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

HOJHBUHUIXIOPHAHOM

TOMBUHIIIEHXIOPHIHOH)
anoMuHHeBoil onbry, no 25
61CTEpPOB B KAPTOHHYH) MAYKy
C BIIOKEHHEM 25 HHCTPYKUHKH

Package / Ynaxoska - 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
TabneTox B ONHUCTEp W3 MIEHKH TPEXCJIOHHOMN
(MBX/TID/MBIX) 1 amomuHnesoi qombry. [To 2
wiu 3 GrKcTepa BMeCTe ¢ MHCTPYKUMEH Mo
MPUMEHEHHIO B KapTOHHYTO ma4ky. [To 20 tabnerox
B GiiMcTep M3 IUIEHKH MOJHBHHHIXIIOPHAHOH
(NOAMATHEHOBOM / MONMBUHKIAEHXIOPHAHOM) 1
AMOMHHEEBOH (osbru, no 25 611CTEpos B
KAPTOHHYIO [AYKY C BJIOKCHHEM 25 MHCTPYKUMIi 10
MPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cootsercteuu ¢ HIL

13 Storage conditions / Ycnosua

XpaHeHHA poimre 25 °C.

In a dry place, at temperature below 25 °C. / B cyXxom MecTe Npu TemMnepartype He

14 Shelf life / Cpok ronHocTH 3 years/3 rona

Remarks : The Product conforms to ND/
Mpumeyuanue: MpoaykT cooTseTcTayeT TpedosaHuam HA

Conclusion : APPROVED /
3axnoyernne: OQOBPEHO

Checked by QC In-Charge / B
[OokymeHT nposeper OKK: =4 ool

Approved by QA In-Charge /
HokymeHT ofobpen OOK:

B

Date /
[lara:

£ 10202y

Date /

[Nara: NP L

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




MASTER FORMAT

" Authorized By (QA Head)
| Sign & Date: RF1C o actd:

SIMCHEM PVT. LTD.

PACK STOCK INSFECTION CHECKLIST -EXPGRT

*EXPORT/LQCAL: __8455250]20

Mfg. Date: 10/2024  Exp.Date; 04[202¢

iy o E
BatchiNo. -

484107

PLOT Ne. 60-65, Title _
TUEM INDUSTRIAL ESTATE,
- TUEM , PERNEM, - .
GOA - 403513,  Ref. Doc. No. | QA/045 . Page No. 10f2
INDIA. ; :
Previous Product Name: _ S6nAdR  “Toblel  Previous Batch No._ {84100 LineNo.: _T (1L
Prod@l*lame: genade T blet ST70000kKHa

Bateli size: 3000000N0S
Date-of inspection: from 05'10:2Y to o7-16-2Y4

Keys: = complies/OK

NA = Not Applicable

- = Nao defects are observed X=Daes not comply
8T 2 : SHIPPER NUMBER
o DEFECTS: : Sl
No. i 0\ [\ [23 [32 | 45 [sq
1. | Shipper Top / Bottom Taping B | B ] e ~ ik TR
2. | Shipper Overprinting / Labeling - e e 1 N § A A
~ /3. | Packer Name Shivan [Bokite Suydi (Sheut [Senal Reeall \ "
4. | ShipperFill Value (100 2% x2d<) | = P . — | ~ | X (48 x2sxbok)
5. | Bundiing Quality / Pouch Quality NI NS ETTERT \ -
| 6. | Outer CartonQverprinting e L NA fnn | NP TEETY
7. | Inner Carton Serialization L e — | v v v — \
g | Cracked/half tablet/Broken tablets \
© | edges. i 7 = = = = '
9. | Missing Leaflet - - = - - " \
1o, | Blister Overprinting / Smudging \
" | Embossing — = g v v — \
11. | Missing units/Extra units ~ - - - - - \
12.. { Broken/chipping/ molted Tablets - ~ % - 5 - \
13. | Spot/ Powder In Blister / Tablets. - - = - - _ \
| 14. | sticking / Picking. . - - - - - L Y e
‘15, |'Seating/foil/ pinhole/ forming ) B ) ) ] '1‘ n Pl ie2
defects = ;
16 ‘Blister /Wrinkles / Improper
" | Knurling/ Torn pocket ' = = == B
Foreign Product/Foreign/ . B
I ] A - & B
extraneous Material =
18 Wrong appearance/different shape B 5

" | of tablets/blister - 3 - - 8 \
19. | Colour of tablets — — | — — v \

{ 20. | #* Other defect - % T = _ 5 _ \
21. | Total Defects, = = - - - % ‘ \
22. | Total replaced Units NI NA | we | WPl Ne | ned P

-4+ | Shipper weight of each shipper afier ; : _
=7 | inspection (kilogram/gram) Z\-630 O3 90938 V00021030 (0-Sa -

Confidential Document

Restricted cireulation

2
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FORMAT NO.: FMQA048-02-00



B

Authorized By (QA Head) |
| Sign & Date: G5 o 2adl

- MASTER FORMAT
SIMCHEM PVT. LTD. e S S R S ; ; :
el oy Title PACK STOCK INSPECTION CHECKLIST -EXPORT
TUEM INDUSTRTAL ESTATE, - -
TUEM , PERNEM, '
. GOA 403812, Ref. Doc. No. | QA/048 - - Page Mo. “Dof2
- INDIA. !
* T e ' ‘ : 4 Wi o '
| 'DoneBy | snehct\ i;\fhﬂd%%fp&\\ ?g‘?“‘ nféqa‘ ,‘fg& \l\@h” _
i tr _ { : : ; ; b .
ﬁh“ﬁd By Slo- 24 oSOt Lg 1o pu o140 2or 4024 1611224 81 1024]
| *(For export mention the export order no.)
FINAL INSPECTION CHECKLIST:
| Total shippers packed in ) | Total shippers checked in batch ¢
: Batch | 5@ Fulltey beoSe | o
' | Total Quantity packed ' "% of Pack Stock carried out on . ' . ‘
T e i | e
) | batch : 7
3 Defect Observed - - =

. ** If any Other defect observed N
- [ Wature Of Defect Observed ¢ Critical, Major, Minor)

| Action Plan For Defect ' N
Corrective Actioﬁ And Preventive Action ( CAPA) NA
( If Applicable For Details Enter CAPA Number) -
Decision For Further Pack Stock Inspection NA
| Total Replaced Unit Blister/Carton/Shipper NB
Certificd By: F-o1.102 Rechecked By: .ot 1024 Approved By: % (o207 Y
(Packing Officer) (QA Officer) (Quality Assurance Head / Executive)
Confidential Document Restricted circulation FORMAT NO.: FMQA048-02-00

@ 001024



